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Disclaimer: Submission of a safety report does not constitute an
admission that medical personnel, user facility, importer, distributor,
manufacturer or product caused or contributed to the event. The
information in these reports has not been scientifically or otherwise
verified as to a cause and effect relationship and cannot be used to
estimate the incidence of these events.

Detailed Report

To: 02-APR-2013

 *. “MedDRA® Version” refers to the name and version of the dictionary in use at the time the cases were retrieved from the FDA Adverse Event Reporting System
(FAERS).  MedDRA Medical Dictionary for Regulatory Activities (MedDRA®) is a medical terminology developed under the support of the International Conference
on Harmonization (ICH) and is a registered trademark of the International Federation of Pharmaceutical Manufacturers and Associations (IFPMA).  MedDRA is used
by FDA, other regulatory agencies, and pharmaceutical manufacturers to code adverse events, medication errors and other information associated with the use of
medical products. A MedDRA® Preferred Term (PT) is used to standardize a “medical concept” in a report. For example, a report of “heart attack” or “myocardial
infarct” are standardized to the same Preferred Term, “Myocardial Infarction”.  MedDRA is updated twice a year. 
 
 **. “Total Cases” reflects the number of individual patient case reports associated with the product of interest that were submitted to FDA within the specified time
period.  A case consists of an initial report and any follow-up reports submitted to FDA.  Because FDA may receive reports on the same patient from more than one
source, some of these cases may be duplicate patient reports. 

MedDRA® Version* : 15.1

Selection Criteria:

Active Ingredient .;LEVONORGESTREL
.Active Moiety: 
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report

Field Heading Definition
FDA Received Date The date that FDA received the most recent information regarding a case, either as an initial report or follow-up report.  The FDA Received Date may not be

the same as the date that the event occurred. The event may have occurred days or even months (or years) before the report was sent to (and received by)
FDA.  Note the displayed date on the report may be later than the query date range if FDA received follow-up information for a case.   FDA provides the most
current case information available.

Case # A unique number assigned by FDA that identifies a FAERS case.  A case includes the information received in the initial report plus any additional information
received in follow-up reports.

Case Type There are three case types in FAERS:  
Expedited (15-Day): submitted to FDA by manufacturers; these are reports containing serious, unexpected adverse events 
Nonexpedited: submitted periodically to FDA by manufacturers; these are reports containing adverse events other than those qualifying for expedited (15-day)
reporting 
Direct: submitted “directly” to FDA by healthcare professionals, patients and other consumers  

Health
Professional

Indicates whether the initial source who provided information about the event is a health professional (HP). Possible values are; Y - Yes, N – No or the field is
blank if it was not reported 

Outcomes Based on FDA regulations, the reported outcome(s) determines whether a case is serious. The outcome categories include congenital anomaly/birth defect
(CA), death (DE), disability (DS), hospitalization (HO), life-threatening (LT), other serious important medical event (OT), and required intervention to prevent
permanent impairment/damage (RI). A case can have more than one outcome.

Manufacturer
Control #

The Manufacturer Control Number is the manufacturer’s unique identifier associated with the case. Also referred to as the Company Report Number.

Age The patient's age, with age unit, based on information provided in the report.
Sex Patient sex (Male, Female, Unknown).

Country The country where the event occurred. If not reported, then the country of the reporter. The International Organization for Standardization (ISO) 3166-1
alpha-3 country code is used as an abbreviation for the country.

The information in this report is generated from the FDA Adverse Event Reporting System (FAERS) by using a report query where suspect product(s) or active ingredients are
selected from a standardized dictionary and a date range is specified as search criteria. The table below provides the definitions for field headings that are listed on the report.

FAERS data have limitations, including the following. There is no certainty that the reported event was actually due to the product. Reports are often incomplete - a blank field
means that no data were provided. FDA does not receive reports on all adverse events that occur with a product. Many factors can influence whether or not an event will be
reported, therefore, FAERS data cannot be used to compare products or calculate how frequently an event occurs in the U.S. population.
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Freedom of Information Act (FOIA) 

Detailed Report

Field Heading Definition
Preferred Term A Medical Dictionary for Regulatory Activities (MedDRA®) Preferred Term (PT) is used to standardize a “medical concept” in a report. For example, a report of

“heart attack” or “myocardial infarct” are standardized to the same Preferred Term, “Myocardial Infarction”. MedDRA is a medical terminology developed under
the support of the International Conference on Harmonization (ICH) and is a registered trademark of the International Federation of Pharmaceutical
Manufacturers and Associations (IFPMA). MedDRA is used by FDA, other regulatory agencies, and pharmaceutical manufacturers to “code” adverse events,
medication errors and other information associated with the use of medical products

Product Name of a drug or therapeutic biologic in the case report. A product name can appear as either a brand name (trade name) or an active ingredient name,
depending on what was reported.

Role There are two roles for products listed on the cases. Suspect (S) identifies the product(s) that the initial reporter deemed most likely to be associated with the
event. Concomitant (C) identifies products taken at the same time as the suspect product, but not deemed by the initial reporter as being associated with the
event.

Route Reported route of product administration (e.g., oral, topical, injection, sublingual, inhalation).

Dosage Text Refers to the amount of the product that was taken or given to a patient, and the frequency of administration.  For example, 20 mg twice daily.

Duration The length of time the product was used.  For example, if someone reported taking Drug A from January 1 to January 30, the duration would be 30 days.

Manufacturer The manufacturer of the product, as indicated in the report. 
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Detailed Report

6540622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6540622 NON-EXPEDITED N US-
BAYER-200716016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6547965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6547965 NON-EXPEDITED N OT US-
BAYER-200812694NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 14 DAY BAYER

6574274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6574274 NON-EXPEDITED N US-
BAYER-200815165NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
RASH GENERALISED  

6602785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6602785 EXPEDITED (15-DAY) N OT GB-
BAYER-200810769BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER
CHEST PAIN  
NAUSEA  
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Detailed Report
6603796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603796 EXPEDITED (15-DAY) N HO DK-
BAYER-200815280GPV

35 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 MTH BAYER
PYREXIA MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
ARTHRALGIA  
BREAST MASS  
CHEST DISCOMFORT  
DYSGEUSIA  
HEADACHE  
LIVER DISORDER  
PALPITATIONS  

6603804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603804 NON-EXPEDITED N US-
BAYER-200813533NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

VERAPAMIL HYDROCHLORIDE C  

6603805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603805 NON-EXPEDITED N US-
BAYER-200815186NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 39 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  
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Detailed Report
6603806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603806 NON-EXPEDITED N US-
BAYER-200813436NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6603807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603807 NON-EXPEDITED N US-
BAYER-200813534NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

VERAPAMIL HYDROCHLORIDE C  

6603808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603808 NON-EXPEDITED N US-
BAYER-200813472NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6603809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603809 NON-EXPEDITED N US-
BAYER-200813471NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  

6603810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603810 NON-EXPEDITED Y US-
BAYER-200813432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6603811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603811 NON-EXPEDITED N US-
BAYER-200716859NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603812 NON-EXPEDITED Y US-
BAYER-200813424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603813 NON-EXPEDITED N US-
BAYER-200716457NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

ZOCOR C  
ZYRTEC C  

6603814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603814 NON-EXPEDITED Y US-
BAYER-200813431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603815 NON-EXPEDITED Y US-
BAYER-200813475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6603816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603816 NON-EXPEDITED N US-
BAYER-200813447NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603817 NON-EXPEDITED Y US-
BAYER-200813433NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6603819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603819 NON-EXPEDITED N US-
BAYER-200813712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603820 NON-EXPEDITED Y US-
BAYER-200813428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6603822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603822 NON-EXPEDITED N US-
BAYER-200813441NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
CONSTIPATION  
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Detailed Report
6603823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603823 NON-EXPEDITED N US-
BAYER-200813450NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

HYOSCYAMINE SULFATE C  

6603824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603824 NON-EXPEDITED N US-
BAYER-200813464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603825 NON-EXPEDITED N US-
BAYER-200813487NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  

6603826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603826 NON-EXPEDITED N US-
BAYER-200716852NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PAIN IN EXTREMITY  
PROCEDURAL PAIN  
WEIGHT INCREASED  
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Detailed Report
6603827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603827 NON-EXPEDITED N US-
BAYER-200813453NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

6603828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603828 NON-EXPEDITED Y US-
BAYER-200813426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6603829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603829 NON-EXPEDITED N US-
BAYER-200716955NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6603830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603830 NON-EXPEDITED N US-
BAYER-200815627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

Page: 10 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6603833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603833 NON-EXPEDITED N US-
BAYER-200815585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6603834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603834 NON-EXPEDITED N US-
BAYER-200815520NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6603836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603836 NON-EXPEDITED N US-
BAYER-200815569NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 7 DAY BAYER
ABDOMINAL PAIN LOWER CLARITIN C  

LEXAPRO C  
WELLBUTRIN C  

6603837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603837 NON-EXPEDITED N US-
BAYER-200815609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
6603839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603839 NON-EXPEDITED N US-
BAYER-200815515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER

6603840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603840 NON-EXPEDITED N US-
BAYER-200815684NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA LIKE ILLNESS MIRENA S INTRAUTERINE 13 DAY BAYER
Device expulsion  

6603846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603846 NON-EXPEDITED N US-
BAYER-200815688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 15 DAY BAYER

6603847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603847 NON-EXPEDITED N US-
BAYER-200815612NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6603851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6603851 NON-EXPEDITED N US-
BAYER-200815690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6612105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6612105 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
CONDITION AGGRAVATED  
CROHN'S DISEASE  
DEPRESSION  
FATIGUE  
HEADACHE  
ILL-DEFINED DISORDER  
MOOD SWINGS  

6514488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6514488 NON-EXPEDITED N OT US-
BAYER-200716805NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 348 DAY BAYER
AMENORRHOEA  

6536039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6536039 NON-EXPEDITED Y OT US-
BAYER-200811509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6537028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6537028 NON-EXPEDITED Y OT US-
BAYER-200811376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6548565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6548565 NON-EXPEDITED N US-BAYER-
US-2007-028184

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL TENDERNESS  
NAUSEA  
PROCEDURAL PAIN  

6556716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6556716 NON-EXPEDITED N US-
BAYER-200814082NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6581014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6581014 NON-EXPEDITED Y HO US-
BAYER-200816455NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ASCORBIC ACID
\ERGOCALCIFEROL\FOLIC ACID
\PANTHENOL\RETINOL
\RIBOFLAVIN\THIAMINE
HYDROCHLORIDE

C  

6600589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6600589 EXPEDITED (15-DAY) N HO FR-
BAYER-200814595GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  
PERITONEAL HAEMORRHAGE  

6600678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6600678 EXPEDITED (15-DAY) Y HO,LT DE-
BAYER-200814478GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
HYPOTENSION  
INTRA-ABDOMINAL HAEMORRHAGE  

Page: 15 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6603798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6603798 EXPEDITED (15-DAY) N OT DE-
BAYER-200815362GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSIVE CRISIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6605080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605080 NON-EXPEDITED N US-
BAYER-200715397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6605081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605081 NON-EXPEDITED Y US-
BAYER-200715877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 98 DAY BAYER
Device expulsion  

6605082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605082 NON-EXPEDITED N US-
BAYER-200716007NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6605084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605084 NON-EXPEDITED N US-
BAYER-200716033NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6605085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605085 NON-EXPEDITED N US-
BAYER-200715798NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

IBUPROFEN C  

6605087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605087 NON-EXPEDITED N US-
BAYER-200715280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 MTH BAYER
VULVOVAGINAL DISCOMFORT  
Vulvovaginal pain  
VULVOVAGINAL PRURITUS  

6605088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605088 NON-EXPEDITED N US-
BAYER-200715337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6605089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605089 NON-EXPEDITED N US-
BAYER-200715283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6605091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605091 NON-EXPEDITED Y US-
BAYER-200715963NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6605092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605092 NON-EXPEDITED Y US-
BAYER-200716029NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 27 DAY BAYER
Device expulsion METFORMIN HYDROCHLORIDE C  

GLYBURIDE C  

6605093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605093 NON-EXPEDITED N US-
BAYER-200715425NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6605094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605094 NON-EXPEDITED Y US-
BAYER-200715873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 149 DAY BAYER
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Detailed Report
6605095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605095 NON-EXPEDITED N US-
BAYER-200715834NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

ALTACE C ORAL 3 YR

6605096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605096 NON-EXPEDITED N US-
BAYER-200715803NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 MTH BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

6605097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605097 NON-EXPEDITED Y US-
BAYER-200715646NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605098 NON-EXPEDITED N US-
BAYER-200715718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605099 NON-EXPEDITED Y US-
BAYER-200716012NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER
VAGINAL HAEMORRHAGE DAYTNAMA NOS C  

CONCERTA C  
VITAMIN B C  

6605100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605100 NON-EXPEDITED Y US-
BAYER-200717043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605101 NON-EXPEDITED Y US-
BAYER-200717033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605102 NON-EXPEDITED Y US-
BAYER-200717050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 375 DAY BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  
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Detailed Report
6605103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605103 NON-EXPEDITED N US-
BAYER-200717230NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6605104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605104 NON-EXPEDITED Y US-
BAYER-200716814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 164 DAY BAYER

6605105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605105 NON-EXPEDITED N US-
BAYER-200715869NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA IBUPROFEN C  
HEADACHE  
METRORRHAGIA  

6605106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605106 NON-EXPEDITED Y US-
BAYER-200716853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605107 NON-EXPEDITED Y US-
BAYER-200715919NA

32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  

6605108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605108 NON-EXPEDITED N US-
BAYER-200716026NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6605109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605109 NON-EXPEDITED N US-
BAYER-200717262NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

AVONEX C  

6605110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605110 NON-EXPEDITED Y US-
BAYER-200716862NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER

6605111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605111 NON-EXPEDITED Y US-
BAYER-200716782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6605112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605112 NON-EXPEDITED Y US-
BAYER-200716045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6605113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605113 NON-EXPEDITED Y US-
BAYER-200716842NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605114 NON-EXPEDITED Y US-
BAYER-200716837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6605115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605115 NON-EXPEDITED Y US-
BAYER-200717093NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 74 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6605116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605116 NON-EXPEDITED Y US-
BAYER-200716486NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
CERVICAL POLYP  
COITAL BLEEDING  
INFLAMMATION  
VAGINAL DISCHARGE  

6605117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605117 NON-EXPEDITED Y US-
BAYER-200716556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  

6605118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605118 NON-EXPEDITED Y US-
BAYER-200716784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 24 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
6605119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605119 NON-EXPEDITED Y US-
BAYER-200717040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 24 DAY BAYER
ANXIETY  
NERVOUSNESS  
PALPITATIONS  

6605120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605120 NON-EXPEDITED N US-
BAYER-200716037NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6605121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605121 NON-EXPEDITED N US-
BAYER-200717253NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6605122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605122 NON-EXPEDITED Y US-
BAYER-200717039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER
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Detailed Report
6605123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605123 NON-EXPEDITED N US-
BAYER-200716059NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN EFFEXOR C 4 YR

LUVOX CR C 4 YR
AMBIEN C 4 YR

6605124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605124 NON-EXPEDITED Y US-
BAYER-200716850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 DAY BAYER

6605125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605125 NON-EXPEDITED Y US-
BAYER-200716967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6605126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605126 NON-EXPEDITED Y US-
BAYER-200716846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA 39 DAY BAYER
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Detailed Report
6605127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605127 NON-EXPEDITED Y US-
BAYER-200716035NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

SYNTHROID C  

6605128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605128 NON-EXPEDITED Y US-
BAYER-200716974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605129 NON-EXPEDITED N US-
BAYER-200815298NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6605130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605130 NON-EXPEDITED N US-
BAYER-200815195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605131 NON-EXPEDITED Y US-
BAYER-200815260NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605132 NON-EXPEDITED Y US-
BAYER-200717094NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605133 NON-EXPEDITED Y US-
BAYER-200716965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6605134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605134 NON-EXPEDITED N US-
BAYER-200815256NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE  BAYER
Hypophagia MOTRIN C ORAL  
BACK PAIN  
MUSCLE SPASMS  

6605135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605135 NON-EXPEDITED Y US-
BAYER-200810127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605136 NON-EXPEDITED N US-
BAYER-200810122NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

LIPITOR C  
WELLBUTRIN C  
TOPROL XL C  
ALDARA C  
LISINOPRIL C  

6605137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605137 NON-EXPEDITED Y US-
BAYER-200814639NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6605138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605138 NON-EXPEDITED Y US-
BAYER-200810201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605139 NON-EXPEDITED N US-
BAYER-200814439NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

MULTI-VITAMIN C  
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Detailed Report
6605141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605141 NON-EXPEDITED Y US-
BAYER-200813438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER

6605143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605143 NON-EXPEDITED Y US-
BAYER-200815374NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6605145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605145 NON-EXPEDITED Y US-
BAYER-200810168NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6605147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605147 NON-EXPEDITED Y US-
BAYER-200815429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER
RASH  

6605148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605148 NON-EXPEDITED Y US-
BAYER-200810126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605149 NON-EXPEDITED Y US-
BAYER-200814790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6605151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605151 NON-EXPEDITED Y US-
BAYER-200814362NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 101 DAY BAYER
Product quality issue MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6605152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605152 NON-EXPEDITED Y US-
BAYER-200815722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 YR BAYER
ABDOMINAL PAIN  

6605153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605153 NON-EXPEDITED Y US-
BAYER-200815012NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN PROZAC C ORAL  
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Detailed Report
6605156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605156 NON-EXPEDITED N US-
BAYER-200815201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6605157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605157 NON-EXPEDITED Y US-
BAYER-200813539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE  BAYER

6605159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605159 NON-EXPEDITED N US-BAYER-
US-2007-043127

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  
URTICARIA  
VISION BLURRED  

6605161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605161 NON-EXPEDITED N US-
BAYER-200815500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 55 DAY BAYER

6605162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605162 NON-EXPEDITED Y US-
BAYER-200815696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 318 DAY BAYER
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Detailed Report
6605163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605163 NON-EXPEDITED Y US-
BAYER-200815630NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6605164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605164 NON-EXPEDITED N US-BAYER-
US-2007-043204

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

6605165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605165 NON-EXPEDITED Y US-
BAYER-200815725NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 246 DAY BAYER

6605166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605166 NON-EXPEDITED N US-BAYER-
US-2007-043463

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6605170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605170 NON-EXPEDITED N US-BAYER-
US-2007-043111

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 3 WEEK BAYER
DYSPAREUNIA  
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Detailed Report
6605172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605172 NON-EXPEDITED N US-
BAYER-200815691NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN DIFFERIN C  

SPIRONOLACTONE C  

6605173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605173 NON-EXPEDITED N US-
BAYER-200815709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6605174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605174 NON-EXPEDITED N US-
BAYER-200815729NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6605177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605177 NON-EXPEDITED Y US-
BAYER-200815714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 100 DAY BAYER
MENORRHAGIA  
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Detailed Report
6605179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605179 NON-EXPEDITED N US-
BAYER-200815698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER

6605180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605180 NON-EXPEDITED Y US-
BAYER-200815693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6605189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605189 NON-EXPEDITED N OT US-
BAYER-200714646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST  
SMEAR CERVIX ABNORMAL  

6605190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605190 NON-EXPEDITED Y OT US-
BAYER-200818388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605197 EXPEDITED (15-DAY) Y OT US-
BAYER-200714681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 1 MTH BAYER
PELVIC PAIN  
VAGINAL DISCHARGE  

6547980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6547980 NON-EXPEDITED Y US-
BAYER-200716094NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
COITAL BLEEDING  
DYSPAREUNIA  
MUSCULOSKELETAL DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6603858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6603858 EXPEDITED (15-DAY) Y TPH-00026 24 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN HAEMORRHAGE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, ORAL 3 MTH

POOR QUALITY DRUG ADMINISTERED  

6605841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605841 NON-EXPEDITED N US-
BAYER-200716997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6605842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605842 NON-EXPEDITED N US-
BAYER-200716304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605843 NON-EXPEDITED N US-
BAYER-200716090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6605844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605844 NON-EXPEDITED N US-
BAYER-200716222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6605845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605845 NON-EXPEDITED N US-
BAYER-200716084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6605846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605846 NON-EXPEDITED N US-
BAYER-200717173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605847 NON-EXPEDITED N US-
BAYER-200716178NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6605849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605849 NON-EXPEDITED Y US-
BAYER-200716112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6605850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605850 NON-EXPEDITED N US-
BAYER-200716552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6605852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605852 NON-EXPEDITED N US-
BAYER-200717196NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6605854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605854 NON-EXPEDITED N US-
BAYER-200716306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6605855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605855 NON-EXPEDITED N US-
BAYER-200716721NA

10 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6605856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605856 NON-EXPEDITED N US-
BAYER-200716603NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

DETROL C  

6605857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605857 NON-EXPEDITED N US-
BAYER-200716464NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6605858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605858 NON-EXPEDITED N US-
BAYER-200717222NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6605859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605859 NON-EXPEDITED N US-
BAYER-200716221NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6605860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605860 NON-EXPEDITED N US-
BAYER-200717237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 7 MTH BAYER

6605864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6605864 NON-EXPEDITED N US-
BAYER-200815733NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6613457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6613457 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
ABDOMINAL PAIN  
BACK PAIN  
HAEMORRHAGE  
NAUSEA  

6342073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6342073 EXPEDITED (15-DAY) Y OT DE-BAYER-
DE-2007-022758

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 60 MTH BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
POST PROCEDURAL COMPLICATION  
SALPINGITIS  
SCAR  
UTERINE MALPOSITION  
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Detailed Report
6494048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6494048 EXPEDITED (15-DAY) N HO FR-BAYER-
FR-2007-000578

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 188 DAY BAYER

AMENORRHOEA  
ENDOMETRIAL DISORDER  
PELVIC PAIN  

6531575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6531575 NON-EXPEDITED N HO,OT US-
BAYER-200811075NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE 60 DAY BAYER

6537025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6537025 NON-EXPEDITED N HO,OT US-
BAYER-200811537NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 3 MTH BAYER

VAGINAL HAEMORRHAGE LEVOXYL C ORAL Total daily dose: 100 µG 10 YR
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Detailed Report
6543176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6543176 NON-EXPEDITED N OT US-
BAYER-200812178NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA ALCOHOL C  
ABDOMINAL PAIN  
FATIGUE  
Medical device complication  
MUSCULOSKELETAL PAIN  
NAUSEA  
PAIN  
PROCEDURAL PAIN  

6544206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6544206 NON-EXPEDITED Y OT US-
BAYER-200812429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6556724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6556724 NON-EXPEDITED N OT US-
BAYER-200812532NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
Decreased appetite  
GASTROOESOPHAGEAL REFLUX DISEASE  
MIGRAINE  
PALPITATIONS  
WEIGHT DECREASED  
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Detailed Report
6561392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6561392 NON-EXPEDITED N OT US-
BAYER-200814528NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ANXIETY  
NAUSEA  

6567785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6567785 NON-EXPEDITED Y OT US-
BAYER-200815302NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6607236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607236 NON-EXPEDITED N US-
BAYER-200817228NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6607239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607239 NON-EXPEDITED N US-
BAYER-200818449NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6607241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607241 NON-EXPEDITED N US-
BAYER-200818285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6607250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607250 NON-EXPEDITED N US-
BAYER-200818049NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ADNEXA UTERI PAIN  
HYPOAESTHESIA  

6607253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607253 NON-EXPEDITED Y US-
BAYER-200817518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 688 DAY BAYER
COITAL BLEEDING  
DYSPAREUNIA  

6607257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607257 NON-EXPEDITED N US-
BAYER-200816595NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  

6607263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607263 NON-EXPEDITED N US-
BAYER-200816624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6607275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607275 NON-EXPEDITED N US-
BAYER-200715062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE  BAYER

6607277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607277 NON-EXPEDITED N US-
BAYER-200715197NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 12 DAY BAYER
BACK PAIN TOPAMAX C ORAL 3 YR
HEADACHE LEXAPRO C ORAL 2 YR
NAUSEA  

6607278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607278 NON-EXPEDITED N US-
BAYER-200715092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL PAIN LOWER  
FEELING ABNORMAL  
GALACTORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
6607279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607279 NON-EXPEDITED N US-
BAYER-200715351NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 22 DAY BAYER
ABDOMINAL PAIN LOWER UNSPECIFIED INGREDIENT C 9 YR
BACK PAIN  
DYSPAREUNIA  
METRORRHAGIA  
PELVIC PAIN  

6607280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607280 NON-EXPEDITED N US-
BAYER-200815872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6607283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607283 NON-EXPEDITED N US-
BAYER-200815875NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  

6607284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607284 NON-EXPEDITED Y US-
BAYER-200815836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 1388 DAY BAYER
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Detailed Report
6607285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607285 NON-EXPEDITED N US-
BAYER-200717000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6607286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607286 NON-EXPEDITED N US-
BAYER-200717046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6607288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607288 NON-EXPEDITED N US-
BAYER-200716787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6607289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607289 NON-EXPEDITED N US-
BAYER-200814930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S ORAL  BAYER

6607291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607291 NON-EXPEDITED N US-
BAYER-200810299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6607292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607292 NON-EXPEDITED N US-
BAYER-200715831NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER LEXAPRO C  
FATIGUE PROTONIX C  
HEADACHE  
PREMENSTRUAL SYNDROME  

6607293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607293 NON-EXPEDITED N US-
BAYER-200815233NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6607294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607294 NON-EXPEDITED Y US-
BAYER-200717150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 7 MTH BAYER

6607295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607295 NON-EXPEDITED N US-
BAYER-200716977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6607296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607296 NON-EXPEDITED N US-
BAYER-200815018NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6607297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607297 NON-EXPEDITED N US-
BAYER-200717156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6607299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607299 NON-EXPEDITED N US-
BAYER-200810293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6607302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607302 NON-EXPEDITED N US-
BAYER-200815868NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6607306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607306 NON-EXPEDITED N US-
BAYER-200815784NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS DISORDER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6607307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607307 NON-EXPEDITED N US-
BAYER-200815238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

MIRENA S INTRAUTERINE  BAYER

AMENORRHOEA  

6607308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607308 NON-EXPEDITED N US-
BAYER-200814896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Device expulsion  

6607829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607829 EXPEDITED (15-DAY) N HO,OT NO-WYE-G01306308 19 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION TRIPHASIL-21 S ORAL dose unknown  WYETH
DRUG INTOLERANCE ZOLOFT S 3 MTH PFIZER
HALLUCINATION CITALOPRAM HYDROBROMIDE S ORAL 7 MTH
POISONING ZOPICLONE C ORAL  
ANXIETY  
CONDITION AGGRAVATED  
SOCIAL PHOBIA  
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Detailed Report
6614907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6614907 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S  
ABDOMINAL DISTENSION  
ALOPECIA  
AMNESIA  
AXILLARY MASS  
DEPRESSION  
MIGRAINE  
MOOD SWINGS  
WEIGHT INCREASED  

6615504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6615504 DIRECT Y RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 1 EVERY 5 YEARS

INTRA-UTERI
 BAYER

ARTHRALGIA  
BACK PAIN  
DEPRESSION  
FEELING ABNORMAL  
MIGRAINE  
WEIGHT INCREASED  

6480586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6480586 NON-EXPEDITED Y OT US-
BAYER-200714996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6544205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6544205 NON-EXPEDITED N OT US-
BAYER-200812418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6555690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6555690 NON-EXPEDITED N OT US-
BAYER-200813698NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6564434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6564434 NON-EXPEDITED Y OT US-
BAYER-200814624NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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6606830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6606830 EXPEDITED (15-DAY) Y OT 022167 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

ABDOMINAL PAIN UPPER  
ABORTION MISSED  
CHEST PAIN  
FATIGUE  
HEADACHE  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  
UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  
VISUAL IMPAIRMENT  

6608864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608864 NON-EXPEDITED N US-
BAYER-200813867NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
GENITAL ERYTHEMA  
PENILE PAIN  

6608865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608865 NON-EXPEDITED N US-
BAYER-200813444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6608866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608866 NON-EXPEDITED N US-
BAYER-200813301NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

STARLIX C ORAL  

6608867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608867 NON-EXPEDITED N US-
BAYER-200810149NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

SYNTHROID C  

6608869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608869 NON-EXPEDITED N US-
BAYER-200810220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6608871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608871 NON-EXPEDITED N US-
BAYER-200810145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6608875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608875 NON-EXPEDITED N US-
BAYER-200815314NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  
METRORRHAGIA  

6608876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608876 NON-EXPEDITED N US-
BAYER-200810222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6608877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608877 NON-EXPEDITED N US-
BAYER-200813329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6608878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608878 NON-EXPEDITED N US-
BAYER-200814772NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6608879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608879 NON-EXPEDITED N NG-
BAYER-200814627NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S  BAYER
PROCEDURAL PAIN  
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Detailed Report
6608883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608883 NON-EXPEDITED N US-
BAYER-200813028NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS  

6608884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608884 NON-EXPEDITED N US-
BAYER-200818386NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
DEPRESSION  
PELVIC INFLAMMATORY DISEASE  
VAGINAL DISCHARGE  

6608885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608885 NON-EXPEDITED N US-
BAYER-200814623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6608890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608890 EXPEDITED (15-DAY) Y HO DE-WYE-G01342908 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  WYETH
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Detailed Report
6609458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6609458 NON-EXPEDITED Y HO,OT US-BAYER-
US-2005-003388

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL CYSTIC KIDNEY DISEASE MIRENA S INTRAUTERINE 947 DAY
POLYCYSTIC LIVER DISEASE CLIMARA S TRANSDERMAL  
BILIARY ADENOMA VENTOLIN C INHALATION Unit dose: 2 PUFF  
HEPATIC ADENOMA AMERGE C  

ZANTAC C  

6609625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6609625 NON-EXPEDITED N US-BAYER-
US-2006-034813

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  
BODY TEMPERATURE INCREASED CLIMARA S TRANSDERMAL  
ABDOMINAL PAIN UPPER PROPRANOLOL C Unit dose: 20 MG  
NAUSEA REGLAN C  

GUAIFENESIN\PHENYLEPHRINE
HYDROCHLORIDE

C  

ZYRTEC C  
ZOCOR C  
INDOCIN C Unit dose: 25 MG  
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Detailed Report
6551655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6551655 NON-EXPEDITED N US-
BAYER-200812637NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA MIRENA S INTRAUTERINE  BAYER
THROAT TIGHTNESS ALBUTEROL C  
DYSGEUSIA  
DYSPNOEA  
MALAISE  
PALPITATIONS  
SALIVARY HYPERSECRETION  

6555694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6555694 EXPEDITED (15-DAY) N OT GB-
BAYER-200810070BNE

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER

6556718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6556718 NON-EXPEDITED N US-
BAYER-200814019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

6610572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610572 NON-EXPEDITED N US-
BAYER-200816389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6610573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610573 NON-EXPEDITED N US-
BAYER-200817561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6610575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610575 NON-EXPEDITED N US-
BAYER-200815527NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
PROCEDURAL PAIN  

6610576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610576 NON-EXPEDITED N US-
BAYER-200816832NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
HEADACHE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6610577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610577 NON-EXPEDITED N US-
BAYER-200815427NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6610581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610581 NON-EXPEDITED N US-
BAYER-200815524NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6610584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610584 NON-EXPEDITED N US-
BAYER-200815518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6610585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610585 NON-EXPEDITED N US-
BAYER-200816263NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 3 YR BAYER
AMENORRHOEA  
MENSTRUAL DISORDER  

6610587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610587 NON-EXPEDITED N US-
BAYER-200819116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXTRASYSTOLES MIRENA S INTRAUTERINE  BAYER
PALPITATIONS  
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Detailed Report
6610590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610590 NON-EXPEDITED N US-
BAYER-200815531NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6610591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610591 NON-EXPEDITED N US-
BAYER-200815514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6610593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610593 NON-EXPEDITED N US-
BAYER-200817560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6610594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610594 NON-EXPEDITED Y US-
BAYER-200816647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

6610595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610595 NON-EXPEDITED N US-
BAYER-200816835NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6612981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6612981 NON-EXPEDITED N US-
BAYER-200815301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 52 DAY BAYER

6613012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6613012 NON-EXPEDITED N US-
BAYER-200815304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 59 DAY BAYER

6613021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6613021 NON-EXPEDITED N US-
BAYER-200819252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE 1 DAY BAYER
VOMITING  

6613044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6613044 NON-EXPEDITED N US-
BAYER-200817556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6613834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6613834 EXPEDITED (15-DAY) Y HO,OT S08-NOR-01144-01 20 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
SOCIAL PHOBIA TRIPHASIL-21 S  
ANXIETY ZOPICLONE S  
ABNORMAL BEHAVIOUR  
DRUG ABUSE  
DRUG INTOLERANCE  
MENTAL DISORDER  
POISONING  
PSYCHOTIC DISORDER  
SCHIZOID PERSONALITY DISORDER  

6517629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6517629 EXPEDITED (15-DAY) Y HO,DS DE-
BAYER-200718451GPV

33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS UNILATERAL MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D  Unit dose: 20 µG/D
6 MTH BAYER

FERROUS SULFATE C UNKNOWN  
URTICA E PI TOTAL D3 C UNKNOWN  
ASCORBIC ACID\RUMEX
ACETOSA LEAF

C UNKNOWN  

CEREBELLUM COMP C UNKNOWN  
CAMPHOR (SYNTHETIC) C CUTANEOUS  
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Detailed Report
6531175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6531175 NON-EXPEDITED N US-
BAYER-200810817NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S ORAL  BAYER
VAGINITIS BACTERIAL LEXAPRO C  
AMENORRHOEA ALLEGRA C  

NEXIUM C  
PROBIOTICS (NOS) C  

6577974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6577974 NON-EXPEDITED N US-
BAYER-200815262NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 3 MTH BAYER
BREAST PAIN  
COUGH  
DYSPNOEA  
HEADACHE  
HYPERTENSION  
MUSCULOSKELETAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VISION BLURRED  
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Detailed Report
6591767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6591767 EXPEDITED (15-DAY) Y HO,OT NO-PFIZER
INC-2008023942

19 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTOLERANCE ZOLOFT S ORAL  
HALLUCINATION TRIPHASIL-21 S ORAL  
POISONING CITALOPRAM HYDROBROMIDE S ORAL  
DEPRESSION CIPRALEX S ORAL  
SOCIAL PHOBIA ZOPICLONE C ORAL  
ANXIETY  

6614484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6614484 NON-EXPEDITED N US-
BAYER-200817559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6614487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6614487 NON-EXPEDITED N US-
BAYER-200817557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6620185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6620185 DIRECT N HO,DS,LT,CA,OT,RI 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S VAGINAL 1 REDUCE

OVULATION VAG
 

FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
6620187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6620187 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 1 5 YRS INTRA-UTERI  BAYER
ANGER  
CRYING  
DECREASED APPETITE  
DEPRESSION  
FURUNCLE  
HYPERHIDROSIS  
LIBIDO DECREASED  
MENORRHAGIA  
NAUSEA  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
WEIGHT LOSS POOR  
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Detailed Report
6620218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6620218 DIRECT N HO,DS,OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S VAGINAL AM AMOUNT OF

HORMONE IN UTERUS
EVERY DAY FOR 5 YR
VAG

5 WEEK BAYER

ANXIETY  
DEPRESSION  
FAMILY STRESS  
IMPAIRED WORK ABILITY  
MALAISE  
MOOD SWINGS  
NAUSEA  
NERVOUSNESS  
PANIC ATTACK  
SUICIDAL IDEATION  

6544197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6544197 NON-EXPEDITED Y HO US-
BAYER-200812162NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6550628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6550628 NON-EXPEDITED N OT US-
BAYER-200813046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
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6570152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6570152 EXPEDITED (15-DAY) Y OT US-
BAYER-200814792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER

6520264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6520264 NON-EXPEDITED N HO US-
BAYER-200810080NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

Haemorrhage in pregnancy MULTI-VITAMIN C  

6543180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6543180 NON-EXPEDITED N HO,OT US-
BAYER-200812415NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6550554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6550554 NON-EXPEDITED N OT US-
BAYER-200813393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER
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6581021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6581021 NON-EXPEDITED N US-
BAYER-200816267NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE CAFFEINE C ORAL 16 YR

UNSPECIFIED INGREDIENT C ORAL 4 YR

6614421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6614421 EXPEDITED (15-DAY) Y HO SE-
BAYER-200815971GPV

38 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE  BAYER
POST LUMBAR PUNCTURE SYNDROME CYTOTEC S SUBLINGUAL  

MIRENA S INTRAUTERINE  BAYER
IBUPROFEN C ORAL  
CEPHALEXIN C ORAL  
ALVEDON C ORAL  
UNSPECIFIED INGREDIENT C ORAL  

6615775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615775 NON-EXPEDITED N US-
BAYER-200717004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6615776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615776 NON-EXPEDITED N US-
BAYER-200717011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6615777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615777 NON-EXPEDITED N US-
BAYER-200717017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 116 DAY BAYER

6615778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615778 NON-EXPEDITED Y US-
BAYER-200717009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 77 DAY BAYER

6615779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615779 NON-EXPEDITED N US-
BAYER-200717002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6615780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615780 NON-EXPEDITED N US-
BAYER-200717031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6615781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615781 NON-EXPEDITED N US-
BAYER-200717036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  MTH BAYER
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6615782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615782 NON-EXPEDITED N US-
BAYER-200717025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 85 DAY BAYER
Medical device complication  
PAIN  

6615783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615783 NON-EXPEDITED N US-
BAYER-200717016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 MTH BAYER

6615784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615784 NON-EXPEDITED N US-
BAYER-200717019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 21 DAY BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

6615785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615785 NON-EXPEDITED N US-
BAYER-200717014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 36 DAY BAYER
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6615786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615786 NON-EXPEDITED N US-
BAYER-200717045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 76 DAY BAYER

6615787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615787 NON-EXPEDITED N US-
BAYER-200717007NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 39 DAY BAYER

6615788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615788 NON-EXPEDITED N US-
BAYER-200717021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6615789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615789 NON-EXPEDITED N US-
BAYER-200716998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER

6615790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615790 NON-EXPEDITED N US-
BAYER-200717012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 64 DAY BAYER
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6615791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615791 NON-EXPEDITED N US-
BAYER-200717005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6615792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615792 NON-EXPEDITED N US-
BAYER-200717003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 52 DAY BAYER

6615793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615793 NON-EXPEDITED N US-
BAYER-200717026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6615794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615794 NON-EXPEDITED N US-
BAYER-200717020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6615795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615795 NON-EXPEDITED N US-
BAYER-200717070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 2 DAY BAYER
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6615797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615797 NON-EXPEDITED N US-
BAYER-200717023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6615799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615799 NON-EXPEDITED N US-
BAYER-200815311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6615800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615800 NON-EXPEDITED N US-
BAYER-200815786NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6615801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615801 NON-EXPEDITED N US-
BAYER-200716999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6615802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615802 NON-EXPEDITED Y US-BAYER-
US-2007-040391

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE Unit dose: 20 µG 124 DAY BAYER

CELEXA C  
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6615804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615804 NON-EXPEDITED N US-
BAYER-200815308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

6615805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6615805 NON-EXPEDITED N US-
BAYER-200717047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 166 DAY BAYER

6545513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6545513 NON-EXPEDITED Y US-BAYER-
US-2007-042853

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER
ENDOMETRITIS  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  
VULVOVAGINAL DISCOMFORT  

6553634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6553634 NON-EXPEDITED N OT US-
BAYER-200813699NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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6555253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6555253 NON-EXPEDITED Y OT US-
BAYER-200813403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6555256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6555256 NON-EXPEDITED Y OT US-
BAYER-200813700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6555257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6555257 NON-EXPEDITED Y OT US-
BAYER-200813418NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 21 DAY BAYER
PELVIC PAIN  

6561404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6561404 NON-EXPEDITED Y US-
BAYER-200813981NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 31 DAY BAYER

6616611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616611 EXPEDITED (15-DAY) Y HO AU-
BAYER-200816432GPV

74 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG 11 MTH BAYER
METRORRHAGIA LEVOTHYROXINE SODIUM C ORAL  
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6616615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616615 NON-EXPEDITED N US-
BAYER-200715756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6616616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616616 NON-EXPEDITED N US-
BAYER-200717015NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

6616617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616617 NON-EXPEDITED N US-
BAYER-200810323NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 WEEK BAYER
ABDOMINAL PAIN EFFEXOR C  
ABDOMINAL PAIN LOWER TOPROL XL C  

6616618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616618 NON-EXPEDITED N US-
BAYER-200818173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  
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6616619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616619 NON-EXPEDITED N US-
BAYER-200817502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6616620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616620 NON-EXPEDITED N US-
BAYER-200817471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6616621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616621 NON-EXPEDITED N US-
BAYER-200817459NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication KLONOPIN C  

WELLBUTRIN SR C  

6616623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6616623 NON-EXPEDITED N US-
BAYER-200817565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6625584 DIRECT Y HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONALE S ORAL ONE PO QD  P.O.  
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6552524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6552524 NON-EXPEDITED Y OT US-
BAYER-200813420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6559946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6559946 NON-EXPEDITED N US-
BAYER-200812488NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GALACTORRHOEA  

6617703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6617703 NON-EXPEDITED N US-
BAYER-200716858NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6617704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6617704 NON-EXPEDITED N US-
BAYER-200818608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 DAY BAYER

6617705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6617705 NON-EXPEDITED N US-
BAYER-200716847NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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6625326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6625326 EXPEDITED (15-DAY) Y LT TPH-00031 79 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL MR ORAL 39 MTH

METRORRHAGIA MIRENA S INTRAUTERINE 20 MG UG  
MENOPAUSE CONTRACEPTION PREPARATION C  

6625812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6625812 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 5 YEARS INTRA-UTERI  
BACK PAIN  
DYSMENORRHOEA  
ILL-DEFINED DISORDER  
IMPATIENCE  
MENSTRUATION IRREGULAR  
PREMENSTRUAL SYNDROME  

6631910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6631910 EXPEDITED (15-DAY) N OT 025978 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL 1 TABLET, ORAL  

LAMICTAL C  
ADDERALL (DEXAMFETAMINE
SULFATE, AMFETAMINE
SULFATE, AMFETAMINE
ASPARTATE, DEXAMFETAMINE
SACCHARATE)

C  
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6523016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6523016 NON-EXPEDITED N OT US-
BAYER-200810213NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC DISCOMFORT  

6549991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6549991 EXPEDITED (15-DAY) N OT US-
RANBAXY-2008US-1289
4

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ISOTRETINOIN S ORAL 30 mg, bid 19 DAY RANBAXY
TREATMENT NONCOMPLIANCE LYBREL S ORAL UNK  
MATERNAL EXPOSURE DURING PREGNANCY  

6555715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6555715 NON-EXPEDITED N US-BAYER-
US-2007-032382

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE INCREASED PROPRANOLOL C Unit dose: 80 MG  
ANXIETY SYNTHROID C Unit dose: 0.25 MG  
DEPRESSION  

6558638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6558638 NON-EXPEDITED Y OT US-
BAYER-200813599NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
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6559952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6559952 NON-EXPEDITED N US-
BAYER-200812459NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  
SMEAR CERVIX ABNORMAL  
VAGINAL DISCHARGE  

6559964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6559964 NON-EXPEDITED N US-
BAYER-200812184NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE INFLAMMATION MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
URINARY TRACT INFECTION  

6570154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6570154 NON-EXPEDITED N OT US-
BAYER-200815259NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 4 DAY BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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6588280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6588280 EXPEDITED (15-DAY) N HO,LT,OT A0685673A 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION LAMICTAL S ORAL 300MG Twice per day  GLAXOSMITHKLINE
GRAND MAL CONVULSION SEASONALE S ORAL 2 WEEK
DRUG INTERACTION UNSPECIFIED INGREDIENT S 2 WEEK
HEADACHE KEPPRA S  
DIZZINESS DILANTIN S  
MOUTH INJURY ZONEGRAN S 200MG Per day  
STATUS EPILEPTICUS FUROSEMIDE C  GLAXOSMITHKLINE
ANTICONVULSANT DRUG LEVEL DECREASED  

6619152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619152 NON-EXPEDITED N US-
BAYER-200818601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 40 DAY BAYER

6619153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619153 NON-EXPEDITED N US-
BAYER-200817755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6619154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619154 NON-EXPEDITED N US-
BAYER-200817782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6619155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619155 NON-EXPEDITED N US-
BAYER-200817777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6619156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619156 NON-EXPEDITED Y US-
BAYER-200817773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6619158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619158 NON-EXPEDITED N US-
BAYER-200819512NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6619159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619159 NON-EXPEDITED Y US-
BAYER-200817740NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
INCREASED APPETITE  
MOOD SWINGS  
WEIGHT INCREASED  
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6619160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619160 NON-EXPEDITED N US-
BAYER-200817910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6619163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619163 NON-EXPEDITED N US-
BAYER-200820341NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6619164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619164 NON-EXPEDITED N US-
BAYER-200818158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 97 DAY BAYER

6619165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619165 NON-EXPEDITED N US-
BAYER-200817580NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Abdominal discomfort  
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  
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6619166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619166 NON-EXPEDITED N US-
BAYER-200817770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 228 DAY BAYER

6619167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619167 NON-EXPEDITED N US-
BAYER-200818500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6619168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619168 NON-EXPEDITED N US-
BAYER-200817766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 4 DAY BAYER

6619169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619169 NON-EXPEDITED Y US-
BAYER-200819633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
FALL  

6619171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619171 NON-EXPEDITED N US-
BAYER-200817757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER
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6619254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619254 NON-EXPEDITED N US-
BAYER-200815892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6619260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619260 NON-EXPEDITED N US-
BAYER-200815943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6619261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619261 NON-EXPEDITED N US-
BAYER-200819226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
VAGINAL HAEMORRHAGE  

6619263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619263 NON-EXPEDITED N US-
BAYER-200817769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6619271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619271 NON-EXPEDITED N US-
BAYER-200815917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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6531578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6531578 EXPEDITED (15-DAY) N OT US-
BAYER-200811333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6544200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6544200 NON-EXPEDITED N OT US-
BAYER-200812226NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MULTI-VITAMIN C  
AMENORRHOEA  
Haemorrhage in pregnancy  
HYPOMENORRHOEA  

6555687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6555687 NON-EXPEDITED N OT US-
BAYER-200813746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6559882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6559882 NON-EXPEDITED N HO,OT US-
BAYER-200813980NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN WELLBUTRIN C ORAL Total daily dose: 300

MG
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6570155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6570155 NON-EXPEDITED N OT US-
BAYER-200815092NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

INTERFERON BETA C  
ALBUTEROL C  
LEVORA C  

6620123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620123 NON-EXPEDITED N US-
BAYER-200817789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 44 DAY BAYER

6620126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620126 NON-EXPEDITED N US-
BAYER-200819803NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOLLICULITIS MIRENA S INTRAUTERINE  BAYER
CYST SULFAMETHOXAZOLE

\TRIMETHOPRIM
C  

MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

6620127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620127 NON-EXPEDITED N US-
BAYER-200816650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6620128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620128 NON-EXPEDITED N US-
BAYER-200816649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6620129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620129 NON-EXPEDITED N US-
BAYER-200819216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6541099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6541099 EXPEDITED (15-DAY) Y OT DE-
BAYER-200811709GPV

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE Total daily dose: 20 µG 219 DAY BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  
HEADACHE  
NAUSEA  
SLEEP DISORDER  
VISUAL FIELD DEFECT  
WEIGHT INCREASED  

6553636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6553636 NON-EXPEDITED N OT US-
BAYER-200813706NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

MENORRHAGIA  
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6556723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6556723 EXPEDITED (15-DAY) Y OT US-
BAYER-200813805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SARCOMA MIRENA S INTRAUTERINE  BAYER

6559880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6559880 NON-EXPEDITED N OT US-
BAYER-200814132NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6577965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6577965 NON-EXPEDITED Y US-
BAYER-200714745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 10 DAY BAYER

6593231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6593231 EXPEDITED (15-DAY) Y DS,OT US022811 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME PROVIGIL S ORAL 200 MG QD ORAL  
IMPAIRED WORK ABILITY PROVIGIL S ORAL 200 MG QD ORAL  
DRUG INTERACTION AMITRIPTYLINE

HYDROCHLORIDE
S 150 MG QD  

SYSTEMIC LUPUS ERYTHEMATOSUS NIFEDIPINE S 5 MG BID  
INFECTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S 30 MG QD  

CALCIUM CARBONATE S ONE TABLET QD  
MULTIVITAMIN SUPPLEMENT C  

Page: 91 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6619294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6619294 EXPEDITED (15-DAY) N HO HU-
BAYER-200816302GPV

31 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICITIS MIRENA S INTRAUTERINE Total daily dose: 20 µG 2 MTH BAYER
CERVICAL CYST  
CERVICAL DYSPLASIA  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
REPRODUCTIVE TRACT DISORDER  
VAGINAL HAEMORRHAGE  

6620108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6620108 EXPEDITED (15-DAY) Y HO,LT TR-
BAYER-200816709GPV

37 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CORONARY ARTERY DISSECTION LEVONORGESTREL S ORAL  BAYER
BLOOD PRESSURE INCREASED  
HAEMODYNAMIC INSTABILITY  

6621291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621291 NON-EXPEDITED N US-
BAYER-200717143NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6621292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621292 NON-EXPEDITED N US-
BAYER-200814487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER
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6621293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621293 NON-EXPEDITED N US-
BAYER-200814958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621294 NON-EXPEDITED N US-
BAYER-200815000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621295 NON-EXPEDITED N US-
BAYER-200814935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621296 NON-EXPEDITED N US-
BAYER-200813060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 617 DAY BAYER

6621297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621297 NON-EXPEDITED N US-
BAYER-200717235NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  
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6621298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621298 NON-EXPEDITED N US-
BAYER-200814951NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 60 DAY BAYER

6621299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621299 NON-EXPEDITED N US-
BAYER-200814979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621300 NON-EXPEDITED N US-
BAYER-200814628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 783 DAY BAYER

6621301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621301 NON-EXPEDITED N US-
BAYER-200814672NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 18 DAY BAYER

6621302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621302 NON-EXPEDITED Y US-
BAYER-200813075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER
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6621303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621303 NON-EXPEDITED Y US-
BAYER-200814421NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6621304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621304 NON-EXPEDITED N US-
BAYER-200813071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6621306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621306 NON-EXPEDITED N US-
BAYER-200814953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRA-ARTICULAR 56 DAY BAYER
Medical device complication  
PAIN  

6621307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621307 NON-EXPEDITED Y US-
BAYER-200813104NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6621308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621308 NON-EXPEDITED N US-
BAYER-200814650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6621309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621309 NON-EXPEDITED N US-
BAYER-200815031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621312 NON-EXPEDITED N US-
BAYER-200816598NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 YR BAYER

VALTREX C  
MAXALT C  

6621313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621313 NON-EXPEDITED N US-
BAYER-200815910NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 116 DAY BAYER
ABDOMINAL PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6621315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621315 NON-EXPEDITED N US-
BAYER-200814226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 MTH BAYER
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6621316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621316 NON-EXPEDITED N US-
BAYER-200815420NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6621317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621317 NON-EXPEDITED N US-
BAYER-200815002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6621319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621319 NON-EXPEDITED N US-
BAYER-200814982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6621320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621320 NON-EXPEDITED N US-
BAYER-200814999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6621321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621321 NON-EXPEDITED N US-
BAYER-200814994NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

VITAMINS C  
CALCIUM C  
IRON C  
ASCORBIC ACID C  

6621322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621322 NON-EXPEDITED N US-
BAYER-200816213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621323 NON-EXPEDITED N US-
BAYER-200816151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6621324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621324 NON-EXPEDITED N US-
BAYER-200816088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6621325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621325 NON-EXPEDITED N US-
BAYER-200815940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 180 DAY BAYER

6621326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621326 NON-EXPEDITED N US-
BAYER-200815977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6621327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621327 NON-EXPEDITED N US-
BAYER-200816198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621328 NON-EXPEDITED N US-
BAYER-200816148NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 185 DAY BAYER

6621329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621329 NON-EXPEDITED Y US-
BAYER-200815879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
RASH ERYTHEMATOUS DPT VACCINE C  
LIVEDO RETICULARIS  
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Detailed Report
6621330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621330 NON-EXPEDITED N US-
BAYER-200815039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6621332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621332 NON-EXPEDITED N US-
BAYER-200815878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6621333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621333 NON-EXPEDITED N US-
BAYER-200815042NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621334 NON-EXPEDITED N US-
BAYER-200815981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 75 DAY BAYER

6621336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621336 NON-EXPEDITED Y US-
BAYER-200815089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER
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Detailed Report
6621337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621337 NON-EXPEDITED Y US-
BAYER-200816205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 124 DAY BAYER

6621338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621338 NON-EXPEDITED N US-
BAYER-200816057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 72 DAY BAYER

6621339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621339 NON-EXPEDITED Y US-
BAYER-200816185NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 4 DAY BAYER
ABDOMINAL PAIN LOWER  

6621340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621340 NON-EXPEDITED N US-
BAYER-200816329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621341 NON-EXPEDITED N US-
BAYER-200816353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal candidiasis MIRENA S INTRAUTERINE 183 DAY BAYER
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6621342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621342 NON-EXPEDITED Y US-
BAYER-200817434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6621343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621343 NON-EXPEDITED N US-
BAYER-200816355NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6621344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621344 NON-EXPEDITED Y US-
BAYER-200817432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621345 NON-EXPEDITED N US-
BAYER-200816201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621346 NON-EXPEDITED Y US-
BAYER-200816572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 367 DAY BAYER
VAGINAL HAEMORRHAGE  
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6621347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621347 NON-EXPEDITED N US-
BAYER-200816589NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6621348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621348 NON-EXPEDITED Y US-
BAYER-200817394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER

6621350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621350 NON-EXPEDITED N US-
BAYER-200816359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6621351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621351 NON-EXPEDITED Y US-
BAYER-200816147NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 170 DAY BAYER

6621352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621352 NON-EXPEDITED Y US-
BAYER-200817393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER
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6621354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621354 NON-EXPEDITED Y US-
BAYER-200817385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6621355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621355 NON-EXPEDITED N US-
BAYER-200817574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6621357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621357 NON-EXPEDITED N US-
BAYER-200817566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6621358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621358 NON-EXPEDITED N US-
BAYER-200817237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 167 DAY BAYER

6621359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621359 NON-EXPEDITED N US-
BAYER-200816600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6621360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621360 NON-EXPEDITED N US-
BAYER-200817593NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6621363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621363 NON-EXPEDITED N US-
BAYER-200816608NA

2 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6621364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621364 NON-EXPEDITED Y US-
BAYER-200817404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621366 NON-EXPEDITED N US-
BAYER-200816645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6621367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621367 NON-EXPEDITED Y US-
BAYER-200817612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6621368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621368 NON-EXPEDITED N US-
BAYER-200816810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6621369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621369 NON-EXPEDITED Y US-
BAYER-200817429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 32 DAY BAYER

6621370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621370 NON-EXPEDITED Y US-
BAYER-200817742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 134 DAY BAYER

6621371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621371 NON-EXPEDITED N US-
BAYER-200817563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 5 DAY BAYER

6621372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621372 NON-EXPEDITED N US-
BAYER-200816656NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER
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6621374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621374 NON-EXPEDITED N US-
BAYER-200818869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6621375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621375 NON-EXPEDITED Y US-
BAYER-200817241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER

6621376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621376 NON-EXPEDITED N US-
BAYER-200820281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6621378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621378 NON-EXPEDITED Y US-
BAYER-200817988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621379 NON-EXPEDITED N US-
BAYER-200817967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6621380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621380 NON-EXPEDITED N US-BAYER-
US-2007-042373

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER
PAIN  
VAGINAL DISCHARGE  

6621381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621381 NON-EXPEDITED N US-
BAYER-200816818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6621382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621382 NON-EXPEDITED N US-
BAYER-200816601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 73 DAY BAYER

6621383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621383 NON-EXPEDITED N US-
BAYER-200818872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621384 NON-EXPEDITED N US-
BAYER-200819632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6621385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621385 NON-EXPEDITED N US-
BAYER-200817976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER

6621386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621386 NON-EXPEDITED N US-
BAYER-200819099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 51 DAY BAYER
VAGINAL HAEMORRHAGE  

6621387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621387 NON-EXPEDITED N US-
BAYER-200817979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6621388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621388 NON-EXPEDITED Y US-
BAYER-200818859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621389 NON-EXPEDITED N US-
BAYER-200817984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6621390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621390 NON-EXPEDITED N US-BAYER-
US-2007-027921

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
MENORRHAGIA  
METRORRHAGIA  

6621391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621391 NON-EXPEDITED N US-
BAYER-200819431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6621392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621392 NON-EXPEDITED N US-BAYER-
US-2007-042270

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE  BAYER

6621393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621393 NON-EXPEDITED N US-
BAYER-200818611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6621394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621394 NON-EXPEDITED N US-
BAYER-200817986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6621395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621395 NON-EXPEDITED N US-
BAYER-200817983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6621396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621396 NON-EXPEDITED N US-
BAYER-200817989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 68 DAY BAYER

6621397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621397 NON-EXPEDITED N US-
BAYER-200818614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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6621402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6621402 EXPEDITED (15-DAY) N OT FI-BAYER-
FI-2005-012316

53 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE MIRENA S INTRAUTERINE 750 DAY BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE CLIMARA S TRANSDERMAL 184 DAY BAYER

ESTRADIOL VALERATE S ORAL 88 DAY
ERGOTAMINE TARTRATE
\PHENOBARBITAL

C ORAL  

6631063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6631063 DIRECT Y RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
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Detailed Report
6449137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6449137 EXPEDITED (15-DAY) Y HO,LT,OT 2007-04482 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STATUS EPILEPTICUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET, DAILY,

ORAL
 WATSON

COMPLEX PARTIAL SEIZURES LAMICTAL S ORAL 300 MG, QAM/QPM,
ORAL

 

GRAND MAL CONVULSION KEPPRA S 1500 MG, QAM 1250
MG QPM; 1250 MG,
QAM/QPM

 

DRUG INTERACTION SEASONALE S 14 DAY
DRUG LEVEL DECREASED DILANTIN S  
HEADACHE ZONEGRAN S 200 MG, DAILY  
DIZZINESS FUROSEMIDE C  
BUNDLE BRANCH BLOCK RIGHT  
CONVULSION  
ELECTROCARDIOGRAM ST SEGMENT
ABNORMAL

 

MOUTH INJURY  
NERVOUSNESS  
SOMNOLENCE  

6599361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6599361 NON-EXPEDITED N US-BAYER-
US-2007-024201

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
6622642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622642 NON-EXPEDITED N US-
BAYER-200816709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6622643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622643 NON-EXPEDITED N US-
BAYER-200814944NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S ORAL  BAYER

6622644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622644 NON-EXPEDITED N US-
BAYER-200814961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6622645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622645 NON-EXPEDITED N US-
BAYER-200814041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 204 DAY BAYER

6622646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622646 NON-EXPEDITED N US-
BAYER-200814157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 96 DAY BAYER
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6622647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622647 NON-EXPEDITED N US-
BAYER-200812758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6622648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622648 NON-EXPEDITED N US-
BAYER-200813080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER
ABDOMINAL PAIN  
Product quality issue  

6622649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622649 NON-EXPEDITED N US-
BAYER-200814412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6622650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622650 NON-EXPEDITED N US-
BAYER-200814094NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
6622651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622651 NON-EXPEDITED Y US-
BAYER-200814113NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6622652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622652 NON-EXPEDITED N US-
BAYER-200814919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECCHYMOSIS MIRENA S INTRAUTERINE  BAYER

NARCOTIC PAIN PILLS NOS C  

6622654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622654 NON-EXPEDITED Y US-
BAYER-200814088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

6622655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622655 NON-EXPEDITED N US-
BAYER-200816707NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6622656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622656 NON-EXPEDITED N US-
BAYER-200816713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6622657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622657 NON-EXPEDITED N US-
BAYER-200814829NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  

6622658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622658 NON-EXPEDITED N US-
BAYER-200814399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6622659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622659 NON-EXPEDITED N US-
BAYER-200814159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 120 DAY BAYER

6622660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622660 NON-EXPEDITED N US-
BAYER-200814948NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6622661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622661 NON-EXPEDITED Y US-
BAYER-200813319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6622666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622666 NON-EXPEDITED N US-
BAYER-200817127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6622667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622667 NON-EXPEDITED N US-
BAYER-200817010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6622668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622668 NON-EXPEDITED N US-
BAYER-200818129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6622670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622670 NON-EXPEDITED N US-
BAYER-200817046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6622671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622671 NON-EXPEDITED N US-
BAYER-200814033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 343 DAY BAYER
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Detailed Report
6622672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622672 NON-EXPEDITED N US-
BAYER-200818131NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

MIRENA S INTRAUTERINE 29 DAY BAYER
VITAMINS C UNKNOWN  

6622673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622673 NON-EXPEDITED N US-
BAYER-200817029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6622674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622674 NON-EXPEDITED Y US-
BAYER-200818301NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 MTH BAYER

6622675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622675 NON-EXPEDITED N US-
BAYER-200818031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  

Page: 119 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6622676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622676 NON-EXPEDITED N US-
BAYER-200817048NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

PHENTERMINE C ORAL  
VITAMIN B6 C  
VITAMIN B12 C  

6622677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622677 NON-EXPEDITED N US-
BAYER-200817905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 80 DAY BAYER

6622678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622678 NON-EXPEDITED N US-
BAYER-200817114NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN MIRENA S INTRAUTERINE  BAYER

6622679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622679 NON-EXPEDITED N US-
BAYER-200817135NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 217 DAY BAYER

6622680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622680 NON-EXPEDITED N US-
BAYER-200817903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 13 DAY BAYER
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Detailed Report
6622681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622681 NON-EXPEDITED Y US-
BAYER-200817008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER

6622683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622683 NON-EXPEDITED N US-
BAYER-200818014NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6622684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622684 NON-EXPEDITED Y US-
BAYER-200817923NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
NAUSEA  
PROCEDURAL PAIN  

6622685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622685 NON-EXPEDITED N US-
BAYER-200817111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6622686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622686 NON-EXPEDITED Y US-
BAYER-200817054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 63 DAY BAYER

6622687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622687 NON-EXPEDITED N US-
BAYER-200817132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6622688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622688 NON-EXPEDITED N US-
BAYER-200817147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 76 DAY BAYER

6622689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622689 NON-EXPEDITED Y US-
BAYER-200817145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6622690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622690 NON-EXPEDITED N US-BAYER-
US-2007-042553

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 142 DAY BAYER
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Detailed Report
6622691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622691 NON-EXPEDITED N US-
BAYER-200817120NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  
CIPROFLOXACIN EXTENDED-
RELEASE

C ORAL  

6622692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622692 NON-EXPEDITED Y US-
BAYER-200817901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER
ABDOMINAL PAIN LOWER  

6622693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622693 NON-EXPEDITED Y US-
BAYER-200818008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6457657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6457657 EXPEDITED (15-DAY) Y HO,LT,OT 019723 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLEX PARTIAL SEIZURES SEASONALE S ORAL ORAL 14 DAY
GRAND MAL CONVULSION EXTENDED PHENYTOIN SODIUM S  
DRUG INTERACTION LAMICTAL S ORAL 300 MG, BID, ORAL  
HEADACHE QUANESE (QUANESE) S 14 DAY
DIZZINESS LEVETIRACETAM S  
STATUS EPILEPTICUS ZONISAMIDE S 200 MG  
MOUTH INJURY FUROSEMIDE C  
ANTICONVULSANT DRUG LEVEL DECREASED  
SOMNOLENCE  
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Detailed Report
6535486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6535486 EXPEDITED (15-DAY) Y HO 013373 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED VERELAN PM S ORAL 100 MG, ONCE/DAY,

ORAL
 

CHEST DISCOMFORT AZITHROMYCIN S  
FEELING ABNORMAL LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  

INSOMNIA RANITIDINE C  
NAUSEA TRAZODONE HYDROCHLORIDE C  
MUSCULAR WEAKNESS TEMAZEPAM C  
LIMB DISCOMFORT CLOTRIMAZOLE C  
ANXIETY ALBUTEROL C  
DYSPNOEA ASPIRIN C  
CHILLS AMOXICILLIN C  
BRONCHITIS UNSPECIFIED INGREDIENT C  
BACK PAIN ATIVAN C  
CHRONIC SINUSITIS VITAMIN D C  
ARTERIAL DISORDER  
ASTHENIA  
CARBON DIOXIDE DECREASED  
CHEST PAIN  
HEADACHE  
HYPOAESTHESIA  
NASOPHARYNGITIS  
NON-CARDIAC CHEST PAIN  
OROPHARYNGEAL PAIN  
PANIC ATTACK  
THERAPEUTIC RESPONSE UNEXPECTED WITH
DRUG SUBSTITUTION

 

TREMOR  
VEIN DISORDER  
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Detailed Report
6592346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6592346 NON-EXPEDITED Y US-
BAYER-200813732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPATHY MIRENA S  BAYER

6596961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6596961 EXPEDITED (15-DAY) N OT US-
RANBAXY-2008US-1402
2

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ISOTRETINOIN S ORAL 40 mg, qd 14 DAY RANBAXY
GASTROENTERITIS VIRAL LEXAPRO S ORAL UNK  

WELLBUTRIN S UNK,UNK  
MIRENA S  

6619170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6619170 NON-EXPEDITED N US-
BAYER-200817554NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 3 DAY BAYER
VAGINAL HAEMORRHAGE  

6624129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624129 NON-EXPEDITED Y HO US-
BAYER-200820327NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 8 DAY BAYER
PAIN  
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Detailed Report
6624136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624136 NON-EXPEDITED N US-
BAYER-200817189NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER

6624137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624137 NON-EXPEDITED N US-
BAYER-200816725NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6624138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624138 NON-EXPEDITED N US-
BAYER-200816721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6624139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624139 NON-EXPEDITED N US-
BAYER-200816507NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6624140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624140 NON-EXPEDITED N US-
BAYER-200817030NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER
METRORRHAGIA  
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Detailed Report
6624141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624141 NON-EXPEDITED N US-
BAYER-200815143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624142 NON-EXPEDITED N US-
BAYER-200816719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 191 DAY BAYER

6624143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624143 NON-EXPEDITED N US-
BAYER-200817436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
Medical device complication  

6624145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624145 NON-EXPEDITED N US-
BAYER-200817023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6624146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624146 NON-EXPEDITED N US-
BAYER-200817172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6624147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624147 NON-EXPEDITED N US-
BAYER-200817170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624148 NON-EXPEDITED N US-
BAYER-200817166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6624149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624149 NON-EXPEDITED N US-
BAYER-200817027NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6624150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624150 NON-EXPEDITED N US-
BAYER-200817318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER

6624151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624151 NON-EXPEDITED N US-
BAYER-200817785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6624153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624153 NON-EXPEDITED N US-
BAYER-200817169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624154 NON-EXPEDITED N US-
BAYER-200817019NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 YR BAYER

6624157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624157 NON-EXPEDITED N US-
BAYER-200817914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 151 DAY BAYER
Device expulsion  

6624158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624158 NON-EXPEDITED N US-
BAYER-200817423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624159 NON-EXPEDITED N US-
BAYER-200816457NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6624160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624160 NON-EXPEDITED N US-
BAYER-200818077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6624161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624161 NON-EXPEDITED N US-
BAYER-200817038NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE  BAYER

6624162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624162 NON-EXPEDITED Y US-
BAYER-200820203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6624163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624163 NON-EXPEDITED N US-
BAYER-200816720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 33 DAY BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE  BAYER

6624164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624164 NON-EXPEDITED N US-
BAYER-200818005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6624165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624165 NON-EXPEDITED N US-
BAYER-200817912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 513 DAY BAYER

6624166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624166 NON-EXPEDITED N US-
BAYER-200818028NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 3 YR BAYER
NAUSEA YAZ S  BAYER
VOMITING  
WEIGHT INCREASED  

6624167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624167 NON-EXPEDITED N US-
BAYER-200820994NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 WEEK BAYER

6624168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624168 NON-EXPEDITED N US-
BAYER-200818026NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624170 NON-EXPEDITED Y US-
BAYER-200819920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6624171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624171 NON-EXPEDITED N US-
BAYER-200818488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 291 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6624172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624172 NON-EXPEDITED Y US-
BAYER-200818006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6624173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624173 NON-EXPEDITED N US-
BAYER-200818075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VOMITING  

6624181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624181 NON-EXPEDITED Y US-
BAYER-200717284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER
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6624182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624182 NON-EXPEDITED Y US-
BAYER-200717286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 130 DAY BAYER

6624183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624183 NON-EXPEDITED Y US-
BAYER-200812453NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER

6624184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624184 NON-EXPEDITED Y US-
BAYER-200717278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6624185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624185 NON-EXPEDITED Y US-
BAYER-200717274NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624186 NON-EXPEDITED Y US-
BAYER-200810111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 210 DAY BAYER
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6624187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624187 NON-EXPEDITED Y US-
BAYER-200810020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624188 NON-EXPEDITED Y US-
BAYER-200813324NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL PAIN  

6624189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624189 NON-EXPEDITED Y US-
BAYER-200810025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER

6624190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624190 NON-EXPEDITED N US-
BAYER-200813918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6624191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624191 NON-EXPEDITED Y US-BAYER-
US-2007-041482

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6624192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624192 NON-EXPEDITED Y US-
BAYER-200820261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624193 NON-EXPEDITED Y US-
BAYER-200820719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624194 NON-EXPEDITED N US-
BAYER-200813334NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6624195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624195 NON-EXPEDITED N US-BAYER-
US-2007-041751

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6624196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624196 NON-EXPEDITED Y US-
BAYER-200813643NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER SPASM MIRENA S INTRAUTERINE 1 DAY BAYER
Device expulsion  
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6624197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624197 NON-EXPEDITED Y US-
BAYER-200814247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6624198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624198 NON-EXPEDITED Y US-
BAYER-200814462NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 MTH BAYER

KEFLEX C ORAL  

6624199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624199 NON-EXPEDITED Y US-
BAYER-200813913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER
ABDOMINAL PAIN  

6624200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624200 NON-EXPEDITED Y US-
BAYER-200814002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6624201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624201 NON-EXPEDITED Y US-
BAYER-200815153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6624202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624202 NON-EXPEDITED N US-
BAYER-200813910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 191 DAY BAYER

6624203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624203 NON-EXPEDITED Y US-
BAYER-200814968NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER

DOXYCYCLINE C ORAL 5 DAY

6624204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624204 NON-EXPEDITED N US-
BAYER-200813919NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6624205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624205 NON-EXPEDITED N US-
BAYER-200813984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6624206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624206 NON-EXPEDITED N US-BAYER-
US-2007-041461

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
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6624207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624207 NON-EXPEDITED N US-
BAYER-200817981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6624208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624208 NON-EXPEDITED Y US-
BAYER-200817438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

6624209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624209 NON-EXPEDITED N US-
BAYER-200813332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6624211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624211 NON-EXPEDITED Y US-
BAYER-200814482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 7 DAY BAYER

6624212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624212 NON-EXPEDITED Y US-
BAYER-200813659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6624213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624213 NON-EXPEDITED Y US-BAYER-
US-2007-042474

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6491101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6491101 EXPEDITED (15-DAY) Y OT US-
BAYER-200715565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEONECROSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 YR BAYER
ARTHRALGIA  
OSTEOARTHRITIS  

6499046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6499046 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200715846NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA MIRENA S INTRAUTERINE  BAYER
LOSS OF CONSCIOUSNESS SYNTHROID C  
AMENORRHOEA  
DIZZINESS POSTURAL  
HEART RATE DECREASED  

6555695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6555695 EXPEDITED (15-DAY) N OT US-
BAYER-200813598NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN INCREASED MIRENA S INTRAUTERINE  BAYER
JAUNDICE SYNTHROID C Total daily dose: 75 µG  
FATIGUE  
OCULAR ICTERUS  
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Detailed Report
6556722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6556722 NON-EXPEDITED N HO,OT US-
BAYER-200813884NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE 11 DAY BAYER

DEPO-PROVERA C 6 MTH
MEDROXYPROGESTERONE
ACETATE

C INTRAMUSCULAR 13 WEEK

6559884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6559884 NON-EXPEDITED N OT US-
BAYER-200814532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6559886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6559886 NON-EXPEDITED N OT US-
BAYER-200814357NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL WELLBUTRIN C  
ABDOMINAL PAIN  
PAIN  
PROCEDURAL PAIN  

6559909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6559909 NON-EXPEDITED N US-
BAYER-200812564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN UTERINE NEOPLASM MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6581018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6581018 NON-EXPEDITED Y OT US-
BAYER-200816244NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE FAILURE  

6625678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625678 NON-EXPEDITED Y US-
BAYER-200818619NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6625679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625679 NON-EXPEDITED N US-
BAYER-200814012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6625680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625680 NON-EXPEDITED N US-
BAYER-200818194NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6625681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625681 NON-EXPEDITED N US-
BAYER-200818495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
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Detailed Report
6625682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625682 NON-EXPEDITED N US-
BAYER-200813993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6625684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625684 NON-EXPEDITED Y US-
BAYER-200810410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 58 DAY BAYER

6625686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625686 NON-EXPEDITED N US-
BAYER-200818283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER

6625687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625687 NON-EXPEDITED N US-
BAYER-200813905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
VOMITING  

6625688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625688 NON-EXPEDITED Y US-
BAYER-200818685NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 143 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6625689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625689 NON-EXPEDITED N US-
BAYER-200810115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6625692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625692 NON-EXPEDITED N US-
BAYER-200813196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6625694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625694 NON-EXPEDITED Y US-
BAYER-200810414NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 129 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

ZOLOFT C  
BUSPAR C  
WELLBUTRIN C  

6625695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625695 NON-EXPEDITED N US-
BAYER-200818498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER
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6625696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625696 NON-EXPEDITED N US-
BAYER-200818295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6625697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625697 NON-EXPEDITED N US-
BAYER-200818465NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625699 NON-EXPEDITED N US-
BAYER-200818284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 90 DAY BAYER

6625701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625701 NON-EXPEDITED N US-
BAYER-200818745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625702 NON-EXPEDITED Y US-
BAYER-200820464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL  
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6625703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625703 NON-EXPEDITED N US-
BAYER-200820182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625704 NON-EXPEDITED N US-
BAYER-200818616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625706 NON-EXPEDITED N US-
BAYER-200818501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 653 DAY BAYER

6625707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625707 NON-EXPEDITED N US-
BAYER-200821028NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6625709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625709 NON-EXPEDITED N US-
BAYER-200819165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6625711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625711 NON-EXPEDITED N US-
BAYER-200818687NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6625713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625713 NON-EXPEDITED N US-
BAYER-200819224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER
Medical device complication  
UTERINE SPASM  

6625714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625714 NON-EXPEDITED N US-
BAYER-200818738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6625719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625719 EXPEDITED (15-DAY) N OT AR-
BAYER-200813261LA

41 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 16 MTH BAYER
METRORRHAGIA  
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Detailed Report
6625723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625723 EXPEDITED (15-DAY) Y OT US-BAYER-
US-2007-024027

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6625728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625728 NON-EXPEDITED Y HO US-
BAYER-200820696NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE 47 DAY BAYER
Medical device complication MICRONOR C  

6544201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6544201 NON-EXPEDITED Y OT US-
BAYER-200812423NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DIARRHOEA  
PELVIC PAIN  
WEIGHT DECREASED  

6559890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6559890 NON-EXPEDITED Y HO,OT US-
BAYER-200814151NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
6629006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629006 NON-EXPEDITED N US-BAYER-
US-2007-042942

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER
ABDOMINAL PAIN  

6629007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629007 NON-EXPEDITED N US-BAYER-
US-2007-042655

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6629008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629008 NON-EXPEDITED N US-
BAYER-200817151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6629010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629010 NON-EXPEDITED N US-
BAYER-200818502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6629012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629012 NON-EXPEDITED N US-BAYER-
US-2007-042867

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
HEADACHE  
NERVOUSNESS  
STRESS  
UTERINE PAIN  

6629013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629013 NON-EXPEDITED N US-BAYER-
US-2007-041721

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER

6629014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629014 NON-EXPEDITED N US-
BAYER-200820887NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 YR BAYER
ABDOMINAL PAIN LOWER  
COLD SWEAT  
CRYING  

6629015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629015 NON-EXPEDITED N US-BAYER-
US-2007-042571

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
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Detailed Report
6629016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629016 NON-EXPEDITED Y US-
BAYER-200814647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6629018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629018 NON-EXPEDITED N US-BAYER-
US-2007-042948

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
ABDOMINAL PAIN  
Medical device complication  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

6629020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629020 NON-EXPEDITED N US-
BAYER-200814818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6629021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629021 NON-EXPEDITED N US-BAYER-
US-2007-041039

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
MOBILITY DECREASED  
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Detailed Report
6629022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629022 NON-EXPEDITED N US-
BAYER-200814403NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6629023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629023 NON-EXPEDITED N US-BAYER-
US-2007-042390

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ALOPECIA  
DRY SKIN  
PRURITUS  

6629024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629024 NON-EXPEDITED N US-BAYER-
US-2007-042369

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

6629031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629031 NON-EXPEDITED N US-BAYER-
US-2007-040984

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
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Detailed Report
6629032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629032 NON-EXPEDITED N US-BAYER-
US-2007-040996

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6629033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629033 NON-EXPEDITED Y US-BAYER-
US-2007-040990

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 99 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

6629034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629034 NON-EXPEDITED N US-BAYER-
US-2007-040982

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6629038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629038 NON-EXPEDITED N US-BAYER-
US-2007-040986

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  

6629039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629039 NON-EXPEDITED N US-BAYER-
US-2007-040987

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6629040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629040 NON-EXPEDITED N US-BAYER-
US-2007-040980

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6642410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6642410 EXPEDITED (15-DAY) Y HO,LT,OT 2008S1006372 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONDITION AGGRAVATED LAMICTAL S ORAL 300 MG; TWICE A DAY;

ORAL
 

COMPLEX PARTIAL SEIZURES UNSPECIFIED INGREDIENT S  
GRAND MAL CONVULSION SEASONALE S  
DRUG INTERACTION KEPPRA S  
HEADACHE PHENYTOIN SODIUM S ORAL ORAL  
DIZZINESS ZONISAMIDE S ORAL 200 MG, DAILY; ORAL  
STATUS EPILEPTICUS FUROSEMIDE C  
ANTICONVULSANT DRUG LEVEL DECREASED  
BUNDLE BRANCH BLOCK RIGHT  
CONVULSIVE THRESHOLD LOWERED  
ELECTROCARDIOGRAM ST SEGMENT
ABNORMAL

 

Page: 154 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6643262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6643262 EXPEDITED (15-DAY) N OT 026655 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

BLOOD PRESSURE DECREASED  
LACERATION  
LOSS OF CONSCIOUSNESS  
SYNCOPE  

6570153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6570153 EXPEDITED (15-DAY) N OT US-
BAYER-200815094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6599261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6599261 NON-EXPEDITED N US-BAYER-
US-2007-024967

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
POLYMENORRHOEA  

6630053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630053 NON-EXPEDITED N US-
BAYER-200818484NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 245 DAY BAYER
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Detailed Report
6630054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630054 NON-EXPEDITED Y US-
BAYER-200818521NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 134 DAY BAYER

6630055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630055 NON-EXPEDITED N US-
BAYER-200818837NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6630056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630056 NON-EXPEDITED N US-
BAYER-200818861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6630058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630058 NON-EXPEDITED N US-
BAYER-200818539NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6630061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630061 NON-EXPEDITED N US-
BAYER-200819573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 82 DAY BAYER
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Detailed Report
6630062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630062 NON-EXPEDITED N US-
BAYER-200818811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6630063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630063 NON-EXPEDITED N US-
BAYER-200818845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6630064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630064 NON-EXPEDITED N US-
BAYER-200818810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 81 DAY BAYER

6630065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630065 NON-EXPEDITED N US-
BAYER-200818796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6630066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630066 NON-EXPEDITED N US-
BAYER-200820270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6630067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630067 NON-EXPEDITED N US-
BAYER-200818778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6630073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630073 EXPEDITED (15-DAY) N HO AT-
BAYER-200816410GPV

44 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE ABSCESS MIRENA S INTRAUTERINE Total daily dose: 20 µG 10 MTH BAYER
ABDOMINAL ADHESIONS  
ABDOMINAL PAIN  
CHLAMYDIAL INFECTION  

6630079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630079 NON-EXPEDITED N OT US-
BAYER-200821183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6639661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6639661 DIRECT N LT,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PITUITARY HAEMORRHAGE MIRENA S 1 WEEK
IMPAIRED SELF-CARE  
NERVOUS SYSTEM DISORDER  
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Detailed Report
6640063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6640063 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  
AMENORRHOEA  
MENORRHAGIA  
OVARIAN HAEMORRHAGE  
THROMBOSIS  

6643928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6643928 EXPEDITED (15-DAY) N OT 027040 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

DIZZINESS  
HAEMATEMESIS  
NAUSEA  

6547978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6547978 NON-EXPEDITED N US-
BAYER-200716125NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
CERVIX DISORDER CYTOMEL C  
CERVICAL CYST  
FEELING ABNORMAL  
UTERINE PAIN  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
6631095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631095 NON-EXPEDITED Y US-
BAYER-200818804NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6631098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631098 NON-EXPEDITED Y US-
BAYER-200819419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 26 DAY BAYER

6631099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631099 NON-EXPEDITED N US-
BAYER-200818834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 4 YR BAYER
MENORRHAGIA  

6631101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631101 NON-EXPEDITED N US-
BAYER-200818835NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6631102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631102 NON-EXPEDITED N US-
BAYER-200818850NA

20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
PRURITUS GENITAL  
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Detailed Report
6631103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631103 NON-EXPEDITED N US-
BAYER-200818868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 114 DAY BAYER

6631104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631104 NON-EXPEDITED Y US-
BAYER-200819210NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6631105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631105 NON-EXPEDITED N US-
BAYER-200818878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6631106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631106 NON-EXPEDITED N US-
BAYER-200819574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6631107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631107 NON-EXPEDITED N US-
BAYER-200818847NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6631108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631108 NON-EXPEDITED N US-
BAYER-200819192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6631109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631109 NON-EXPEDITED N US-
BAYER-200818832NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 4 YR BAYER

LEXAPRO C  

6631111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631111 NON-EXPEDITED Y US-
BAYER-200819190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6631112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631112 NON-EXPEDITED N US-
BAYER-200819187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6631113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631113 NON-EXPEDITED N US-
BAYER-200819194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
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Detailed Report
6631114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631114 NON-EXPEDITED N US-
BAYER-200818865NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6631115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631115 NON-EXPEDITED N US-BAYER-
US-2007-038813

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
GAIT DISTURBANCE  
Medical device complication  

6631116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631116 NON-EXPEDITED N US-
BAYER-200819195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6631117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631117 NON-EXPEDITED N US-
BAYER-200819100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6498991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6498991 NON-EXPEDITED N OT US-
BAYER-200714960NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 5 YR BAYER
DEVICE BREAKAGE  
INFERTILITY FEMALE  

6543178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6543178 NON-EXPEDITED Y OT US-
BAYER-200812362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER

6555689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6555689 EXPEDITED (15-DAY) Y DS,OT GB-
BAYER-200810423BNE

61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 37 DAY BAYER
PRURITUS  
RASH  
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6565799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6565799 NON-EXPEDITED N US-BAYER-
US-2007-007102

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN DISORDER MIRENA S INTRAUTERINE 115 DAY BAYER
Device expulsion NEURONTIN C  
Medical device complication DEPO-PROVERA C  
COMPLICATION OF DEVICE REMOVAL DEPAKOTE C  
POST PROCEDURAL DISCOMFORT GLUCOPHAGE C  
POST PROCEDURAL HAEMORRHAGE MACROBID C  
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  

6588023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6588023 EXPEDITED (15-DAY) Y OT US-
BAYER-200816570NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER

6595386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6595386 NON-EXPEDITED N US-BAYER-
US-2007-040103

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6607262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6607262 NON-EXPEDITED Y US-
BAYER-200818506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6632007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632007 NON-EXPEDITED N US-
BAYER-200818886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6632008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632008 NON-EXPEDITED Y US-
BAYER-200818893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6632009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632009 NON-EXPEDITED N US-
BAYER-200818889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6632010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632010 NON-EXPEDITED N US-
BAYER-200818873NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6632011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632011 NON-EXPEDITED N US-
BAYER-200819109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 91 DAY BAYER

6632012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632012 NON-EXPEDITED N US-
BAYER-200818884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6632014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632014 NON-EXPEDITED N US-
BAYER-200818888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6632015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632015 NON-EXPEDITED N US-
BAYER-200819443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6632016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632016 NON-EXPEDITED N US-
BAYER-200819581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
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6632017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632017 NON-EXPEDITED N US-
BAYER-200819582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 220 DAY BAYER
Device expulsion  

6632018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632018 NON-EXPEDITED N US-
BAYER-200819399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6632019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632019 NON-EXPEDITED N US-
BAYER-200819222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6632020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632020 NON-EXPEDITED Y US-
BAYER-200819228NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632021 NON-EXPEDITED N US-
BAYER-200819213NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6632022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632022 NON-EXPEDITED N US-
BAYER-200819218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6632023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632023 NON-EXPEDITED N US-
BAYER-200819124NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6632024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632024 NON-EXPEDITED N US-
BAYER-200819117NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6632026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632026 NON-EXPEDITED N US-
BAYER-200819202NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

ADVAIR HFA C  
TYLENOL C  
AVELOX C  
ZITHROMAX C  
BENADRYL C  
IBUPROFEN C  
COUGH SYRUP ADULT TUSSIN C  
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Detailed Report
6632027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632027 NON-EXPEDITED N US-
BAYER-200819220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632028 NON-EXPEDITED N US-
BAYER-200819553NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6632029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632029 NON-EXPEDITED N US-
BAYER-200819204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6632030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632030 NON-EXPEDITED N US-
BAYER-200819121NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6632031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632031 NON-EXPEDITED N US-
BAYER-200819395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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6632032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632032 NON-EXPEDITED N US-
BAYER-200819424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6632033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632033 NON-EXPEDITED N US-
BAYER-200819484NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER

6632034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632034 NON-EXPEDITED N US-
BAYER-200819584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632036 NON-EXPEDITED N US-
BAYER-200819954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6632037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632037 NON-EXPEDITED Y US-
BAYER-200819442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 210 DAY BAYER
Device expulsion  
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6632038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632038 NON-EXPEDITED N US-
BAYER-200820176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632039 NON-EXPEDITED N US-
BAYER-200819554NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER
METRORRHAGIA  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

6632040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632040 NON-EXPEDITED Y US-BAYER-
US-2007-040198

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6632041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632041 NON-EXPEDITED N US-
BAYER-200819164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

6632042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632042 NON-EXPEDITED N US-
BAYER-200819376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
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6632043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632043 NON-EXPEDITED N US-
BAYER-200819576NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
PENILE HAEMORRHAGE  

6632046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632046 NON-EXPEDITED N US-BAYER-
US-2007-042581

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER

6632047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632047 NON-EXPEDITED N US-BAYER-
US-2007-040972

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
MENORRHAGIA  

6632049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632049 NON-EXPEDITED N US-BAYER-
US-2007-040186

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  
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Detailed Report
6632050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632050 NON-EXPEDITED N US-BAYER-
US-2007-040250

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
Abdominal discomfort  

6632051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632051 NON-EXPEDITED N US-
BAYER-200820200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632052 NON-EXPEDITED N US-BAYER-
US-2007-039593

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER

VITAMINS C  

6632053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632053 NON-EXPEDITED N US-BAYER-
US-2007-040974

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6632054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632054 NON-EXPEDITED Y US-BAYER-
US-2007-040658

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6632055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632055 NON-EXPEDITED N US-BAYER-
US-2007-040964

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 127 DAY BAYER
DYSPAREUNIA  
PELVIC PAIN  

6632059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632059 NON-EXPEDITED Y US-BAYER-
US-2007-040088

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

6632060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632060 NON-EXPEDITED N US-BAYER-
US-2007-040226

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GROIN PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6632061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632061 NON-EXPEDITED N US-BAYER-
US-2007-042592

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6632062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632062 NON-EXPEDITED Y US-BAYER-
US-2007-040429

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

IRON C  

6632096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632096 NON-EXPEDITED N US-
BAYER-200817896NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6641674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6641674 DIRECT Y OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS QUASENSE S ORAL 1 PO Q DAY  

6589884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2008 6589884 EXPEDITED (15-DAY) Y DS,OT GB-
BAYER-200810656BNE

32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME NIFEDIPINE S  BAYER
RASH ERYTHEMATOUS MULTI-VITAMIN C  
ERYTHEMA LEVONORGESTREL S  
SWELLING AMITRIPTYLINE

HYDROCHLORIDE
S  

ARTHRALGIA CALCIUM CARBONATE S  
MUSCULOSKELETAL STIFFNESS PROVIGIL S ORAL  
SKIN LESION PROVIGIL S 16 MTH
RASH PROVIGIL S  
DRUG INTERACTION  
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6633019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2008 6633019 NON-EXPEDITED N US-
BAYER-200819479NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6525657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6525657 EXPEDITED (15-DAY) Y HO DE-
BAYER-200810450GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
ANEURYSM  
ATRIAL SEPTAL DEFECT  
CEREBELLAR INFARCTION  
HEMIPARESIS  
VISUAL FIELD DEFECT  

6536041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6536041 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200811361GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1140 DAY BAYER
BREAST MASS  

6543175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6543175 NON-EXPEDITED N OT US-
BAYER-200812316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine rupture MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6544202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6544202 NON-EXPEDITED N OT US-
BAYER-200812613NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE NUVARING C  
ABDOMINAL PAIN  
Medical device complication  
PROCEDURAL PAIN  
PROCTALGIA  

6545458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6545458 NON-EXPEDITED N OT US-
BAYER-200812427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  BAYER

6545459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6545459 EXPEDITED (15-DAY) Y HO US-
BAYER-200812530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE  BAYER

6550545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6550545 NON-EXPEDITED Y OT US-
BAYER-200812769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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6550550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6550550 NON-EXPEDITED Y OT US-
BAYER-200812629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6551605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6551605 NON-EXPEDITED Y US-
BAYER-200811808NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 131 DAY BAYER
Medical device complication  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  

6585542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6585542 NON-EXPEDITED Y OT US-
BAYER-200816483NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 218 DAY BAYER
ABORTION MISSED  
AMENORRHOEA  
Haemorrhage in pregnancy  

6593509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6593509 NON-EXPEDITED Y OT US-
BAYER-200816971NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
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6634164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634164 NON-EXPEDITED N US-
BAYER-200810015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE  BAYER
CYST  

6634165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634165 NON-EXPEDITED N US-
BAYER-200810437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6634166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634166 NON-EXPEDITED N US-
BAYER-200810079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6634167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634167 NON-EXPEDITED N US-
BAYER-200810019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6634168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634168 NON-EXPEDITED N US-
BAYER-200810439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER
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6634169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634169 NON-EXPEDITED N US-
BAYER-200810464NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634171 NON-EXPEDITED N US-
BAYER-200814828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6634173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634173 NON-EXPEDITED N US-
BAYER-200810472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634175 NON-EXPEDITED N US-
BAYER-200813906NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6634176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634176 NON-EXPEDITED Y US-
BAYER-200814438NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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6634177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634177 NON-EXPEDITED N US-
BAYER-200814956NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6634178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634178 NON-EXPEDITED N US-
BAYER-200816997NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6634180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634180 NON-EXPEDITED N US-
BAYER-200816954NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634181 NON-EXPEDITED N US-
BAYER-200816892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634182 NON-EXPEDITED N US-
BAYER-200816948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6634183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634183 NON-EXPEDITED N US-
BAYER-200816952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634184 NON-EXPEDITED N US-
BAYER-200816891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6634185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634185 NON-EXPEDITED Y US-BAYER-
US-2007-041519

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634186 NON-EXPEDITED Y US-BAYER-
US-2007-041527

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 133 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6634187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634187 NON-EXPEDITED N US-BAYER-
US-2007-041546

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6634188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634188 NON-EXPEDITED N US-
BAYER-200814995NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

MIGRAINE MEDICATION NOS C  

6634189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634189 NON-EXPEDITED Y US-BAYER-
US-2007-041555

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER

6634190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634190 NON-EXPEDITED N US-BAYER-
US-2007-041399

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6634191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634191 NON-EXPEDITED Y US-
BAYER-200816953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6634192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634192 NON-EXPEDITED Y US-
BAYER-200815173NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 25 DAY BAYER
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6634193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634193 NON-EXPEDITED Y US-BAYER-
US-2007-041402

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 97 DAY BAYER

6634194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634194 NON-EXPEDITED Y US-
BAYER-200813145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  

6634196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634196 NON-EXPEDITED N US-BAYER-
US-2007-041544

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6634197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634197 NON-EXPEDITED N US-BAYER-
US-2007-015178

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVE COMPRESSION MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY SEROQUEL C ORAL  

TRILEPTAL C ORAL  
CLONIPINE C ORAL  
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6634198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634198 NON-EXPEDITED N US-
BAYER-200820959NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Device expulsion  
UTERINE HAEMORRHAGE  

6634213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634213 NON-EXPEDITED N OT US-
BAYER-200821787NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
PAIN  

5835697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2008 5835697 EXPEDITED (15-DAY) N OT HQWYE710227JUN05 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC PREMPRO S  WYETH
PROGESTERONE RECEPTOR ASSAY POSITIVE CLIMARA PRO S unknown, patch  BERLEX
OESTROGEN RECEPTOR ASSAY POSITIVE  
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6478701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6478701 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200714630NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
CHROMATURIA  
JAUNDICE  

6538487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6538487 EXPEDITED (15-DAY) N OT US-
BAYER-200812194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER
CERVICAL DYSPLASIA  

6550546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6550546 EXPEDITED (15-DAY) N OT US-
BAYER-200812640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL PAIN LOWER  
HEPATIC CYST  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6550553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6550553 NON-EXPEDITED Y OT US-
BAYER-200812847NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6550593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6550593 NON-EXPEDITED Y OT US-
BAYER-200813070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 46 DAY BAYER

6559881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6559881 NON-EXPEDITED Y OT US-
BAYER-200813954NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INCOMPLETE MIRENA S  BAYER
Haemorrhage in pregnancy ASPIRIN C ORAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE VALTREX C  
AMENORRHOEA  
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Detailed Report
6561393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6561393 NON-EXPEDITED Y OT US-
BAYER-200814656NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 17 DAY BAYER

ASCORBIC ACID\CALCIUM
PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C  

6577959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6577959 NON-EXPEDITED N OT US-
BAYER-200816177NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 18 MTH BAYER

6592315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6592315 NON-EXPEDITED N OT US-
BAYER-200817230NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

LEVOTHYROXINE SODIUM C  
PREMARIN VAGINAL C  

6593510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6593510 NON-EXPEDITED Y OT US-
BAYER-200817658NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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6607174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6607174 NON-EXPEDITED Y OT US-
BAYER-200817954NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE PRENATABS FA C  
COMPLICATION OF DEVICE INSERTION  

6610569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6610569 NON-EXPEDITED Y OT US-
BAYER-200819052NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6636443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636443 NON-EXPEDITED N US-
BAYER-200818013NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 1 YR BAYER
GYNAECOLOGICAL CHLAMYDIA INFECTION  

6636453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636453 NON-EXPEDITED N US-
BAYER-200819405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 19 DAY BAYER

6636455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636455 NON-EXPEDITED N US-
BAYER-200819410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6636456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636456 NON-EXPEDITED Y US-
BAYER-200819475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6636457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636457 NON-EXPEDITED N US-
BAYER-200819738NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

IBUPROFEN C  
MULTI-VITAMIN C  

6636459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636459 NON-EXPEDITED N US-
BAYER-200819378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6636461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636461 NON-EXPEDITED N US-
BAYER-200819429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
Device expulsion  

6636462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636462 NON-EXPEDITED N US-
BAYER-200819591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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6636472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636472 NON-EXPEDITED N US-
BAYER-200819472NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6636473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636473 NON-EXPEDITED N US-
BAYER-200819467NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
COUGH  
PROCEDURAL PAIN  

6636480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636480 NON-EXPEDITED N US-
BAYER-200819746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6636482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636482 NON-EXPEDITED N US-
BAYER-200819917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6636489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636489 NON-EXPEDITED N US-BAYER-
US-2007-041736

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6636917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636917 EXPEDITED (15-DAY) Y OT BR-
BAYER-200810850LA

48 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
LEIOMYOMA  

6636924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636924 EXPEDITED (15-DAY) N OT US-
BAYER-200821799NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
HYPOAESTHESIA  

6636926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636926 NON-EXPEDITED Y OT US-
BAYER-200821883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  
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6636936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636936 NON-EXPEDITED N US-
BAYER-200810108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6636938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636938 NON-EXPEDITED N US-
BAYER-200820633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6636940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636940 NON-EXPEDITED N US-
BAYER-200820280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6636941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636941 NON-EXPEDITED N US-
BAYER-200819318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6636944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636944 NON-EXPEDITED N US-
BAYER-200819557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
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6636945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636945 NON-EXPEDITED N US-
BAYER-200813107NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6636946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636946 NON-EXPEDITED N US-
BAYER-200819328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6636956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636956 NON-EXPEDITED Y US-
BAYER-200821813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6636957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636957 NON-EXPEDITED N US-
BAYER-200813051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6636958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636958 NON-EXPEDITED N US-
BAYER-200813108NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6636961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636961 NON-EXPEDITED N US-
BAYER-200818020NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6636963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636963 NON-EXPEDITED N US-
BAYER-200819519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 505 DAY BAYER

6637105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6637105 EXPEDITED (15-DAY) Y LT US-WYE-H03900908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION LYBREL S ORAL  WYETH
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Detailed Report
6644402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6644402 EXPEDITED (15-DAY) N OT TPH-00039 22 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 3 MTH

ABDOMINAL PAIN  
ABORTION THREATENED  
ASTHENIA  
BLOOD PRESSURE FLUCTUATION  
DRUG INEFFECTIVE  
DYSPNOEA  
HAEMORRHAGE IN PREGNANCY  
HYPERTENSION  
MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  

6660088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6660088 EXPEDITED (15-DAY) Y DS 027417 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA AVIANE S ORAL 1 TABLET, QD, ORAL  

6551602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6551602 NON-EXPEDITED Y US-
BAYER-200811667NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6559973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6559973 NON-EXPEDITED N US-
BAYER-200812571NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

METOPROLOL TARTRATE C 1 MTH
ZOLOFT C  

6637611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637611 NON-EXPEDITED N US-
BAYER-200819503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6637612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637612 NON-EXPEDITED Y US-
BAYER-200819460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
VAGINAL DISCHARGE  

6637613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637613 NON-EXPEDITED Y US-
BAYER-200819452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 368 DAY BAYER
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Detailed Report
6637615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637615 NON-EXPEDITED Y US-
BAYER-200819921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6637616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637616 NON-EXPEDITED Y US-
BAYER-200819929NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER
MIRENA S INTRAUTERINE  BAYER

6637617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637617 NON-EXPEDITED N US-
BAYER-200819898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6637618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637618 NON-EXPEDITED Y US-
BAYER-200819751NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 172 DAY BAYER
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Detailed Report
6637619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637619 NON-EXPEDITED Y US-
BAYER-200819895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 54 DAY BAYER
UTERINE PAIN  

6637620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637620 NON-EXPEDITED Y US-
BAYER-200819952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 76 DAY BAYER

6637621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637621 NON-EXPEDITED Y US-
BAYER-200819762NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637622 NON-EXPEDITED N US-
BAYER-200819888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6637623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637623 NON-EXPEDITED Y US-
BAYER-200819561NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER
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Detailed Report
6637625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637625 NON-EXPEDITED Y US-
BAYER-200819893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637626 NON-EXPEDITED N US-
BAYER-200819957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637627 NON-EXPEDITED N US-
BAYER-200819933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  

6637628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637628 NON-EXPEDITED N US-
BAYER-200819760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 MTH BAYER

MIRENA S INTRAUTERINE  BAYER

6637629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637629 NON-EXPEDITED N US-
BAYER-200819766NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6637630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637630 NON-EXPEDITED N US-
BAYER-200819904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637631 NON-EXPEDITED Y US-
BAYER-200819761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 169 DAY BAYER
Device expulsion  

6637632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637632 NON-EXPEDITED Y US-
BAYER-200819965NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6637635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637635 NON-EXPEDITED Y US-
BAYER-200819913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637636 NON-EXPEDITED Y US-
BAYER-200819890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6637637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637637 NON-EXPEDITED Y US-
BAYER-200820305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6637639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637639 NON-EXPEDITED N US-
BAYER-200819759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER

6637640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6637640 NON-EXPEDITED N US-
BAYER-200819764NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6537024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6537024 EXPEDITED (15-DAY) N HO SE-
BAYER-200811414GPV

45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE Total daily dose: 20 µG 10 DAY BAYER
OVARIAN INFECTION METOPROLOL SUCCINATE C ORAL  
ABDOMINAL INFECTION  
DRUG HYPERSENSITIVITY  
PAIN  
PYREXIA  
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Detailed Report
6608840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6608840 NON-EXPEDITED N OT US-
BAYER-200818225NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6638723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6638723 NON-EXPEDITED N US-
BAYER-200821805NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FATIGUE  

6638724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6638724 NON-EXPEDITED N US-
BAYER-200821910NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINITIS BACTERIAL  

6638740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6638740 NON-EXPEDITED N OT US-
BAYER-200822012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER
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Detailed Report
6638741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6638741 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200811322LA

29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 13 MTH BAYER
OVARIAN CYST ESTRADIOL C TOPICAL  
AMENORRHOEA  
PRE-EXISTING CONDITION IMPROVED  
UTERINE LEIOMYOMA  

6660090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6660090 EXPEDITED (15-DAY) Y OT 027416 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESTLESSNESS AVIANE S ORAL TABLET, QD, ORAL  
INSOMNIA LEVONORGESTRELE/

ETHINYLESTRADIOL
C  

AFFECT LABILITY VANLAFAXINE C  

6561373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6561373 NON-EXPEDITED N OT US-
BAYER-200813873NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Human chorionic gonadotropin decreased  
Human chorionic gonadotropin increased  
PREGNANCY TEST URINE POSITIVE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6592367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6592367 NON-EXPEDITED Y US-
BAYER-200817115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6640235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6640235 NON-EXPEDITED N US-BAYER-
US-2007-041228

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S INTRAUTERINE  BAYER

6640236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6640236 NON-EXPEDITED N US-BAYER-
US-2007-041142

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6640239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6640239 NON-EXPEDITED N US-BAYER-
US-2007-041724

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640655 NON-EXPEDITED N US-
BAYER-200820294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6640656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640656 NON-EXPEDITED N US-
BAYER-200820295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6640658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640658 NON-EXPEDITED N US-
BAYER-200820298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 348 DAY BAYER

6640659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640659 NON-EXPEDITED N US-
BAYER-200820266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 49 DAY BAYER

6640661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640661 NON-EXPEDITED Y US-
BAYER-200820116NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER

6640663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640663 NON-EXPEDITED N US-
BAYER-200820302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6640664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640664 NON-EXPEDITED N US-
BAYER-200820279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6640666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640666 NON-EXPEDITED N US-
BAYER-200820486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640668 NON-EXPEDITED N US-
BAYER-200820332NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640669 NON-EXPEDITED Y US-
BAYER-200820732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640670 NON-EXPEDITED N US-
BAYER-200820320NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6640671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640671 NON-EXPEDITED N US-
BAYER-200820300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 232 DAY BAYER

6640672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640672 NON-EXPEDITED N US-
BAYER-200820631NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640673 NON-EXPEDITED N US-
BAYER-200820651NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640674 NON-EXPEDITED N US-
BAYER-200820504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6640675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640675 NON-EXPEDITED N US-
BAYER-200820498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6640677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640677 NON-EXPEDITED N US-
BAYER-200820330NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6498988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6498988 EXPEDITED (15-DAY) N OT US-
BAYER-200715726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE As used: 20 µG  BAYER
UTERINE DISORDER  

6533672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6533672 EXPEDITED (15-DAY) Y US-
BAYER-200811641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROGESTERONE ABNORMAL MIRENA S INTRAUTERINE  BAYER

6551496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6551496 EXPEDITED (15-DAY) Y OT US-
BAYER-200813239NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
LIMB OPERATION  
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Detailed Report
6551497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6551497 EXPEDITED (15-DAY) N OT US-
BAYER-200813379NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ANAEMIA ROCEPHIN C  
VAGINAL HAEMORRHAGE FLAGYL C INTRACAVERNOSA 1 WEEK
DEPRESSION ESTROGEN (NOS) C  
ANGER  
DIZZINESS  
NAUSEA  
OVARIAN CYST  
SUICIDAL IDEATION  
VAGINITIS BACTERIAL  

6551654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6551654 NON-EXPEDITED N US-
BAYER-200812679NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

VALTREX C  

6553676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6553676 NON-EXPEDITED N OT US-
BAYER-200812593NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN PROMETHAZINE WITH CODEINE C  
ABDOMINAL DISTENSION  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
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6559957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6559957 NON-EXPEDITED N US-
BAYER-200812578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Decreased appetite  
DIZZINESS  
PYREXIA  

6577953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6577953 NON-EXPEDITED N HO,OT US-
BAYER-200815405NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

RUPTURED ECTOPIC PREGNANCY ADVAIR DISKUS C  
XOPENEX C  

6577968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6577968 NON-EXPEDITED Y OT US-
BAYER-200816240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 17 DAY BAYER

6585567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6585567 NON-EXPEDITED Y OT US-
BAYER-200816571NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  
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6586739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6586739 NON-EXPEDITED Y US-BAYER-
US-2007-029493

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy VITAMINS C  
NORMAL NEWBORN FOLIC ACID C  

6588046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6588046 NON-EXPEDITED N US-
BAYER-200816945NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6589379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6589379 NON-EXPEDITED Y OT US-
BAYER-200816879NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6593511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6593511 EXPEDITED (15-DAY) N OT US-
BAYER-200817087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL ACUITY REDUCED MIRENA S INTRAUTERINE  BAYER
ORBITAL OEDEMA  
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6598496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6598496 NON-EXPEDITED Y OT US-
BAYER-200817304NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE VICODIN C  

PROVERA C  

6639377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6639377 EXPEDITED (15-DAY) N HO 026641 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN  
BREAST TENDERNESS  
ECTOPIC PREGNANCY  
VAGINAL HAEMORRHAGE  

6641567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641567 NON-EXPEDITED N US-
BAYER-200820347NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641568 NON-EXPEDITED N US-
BAYER-200820506NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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6641570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641570 NON-EXPEDITED N US-
BAYER-200820626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641571 NON-EXPEDITED N US-
BAYER-200820730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641572 NON-EXPEDITED N US-
BAYER-200820801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6641573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641573 NON-EXPEDITED N US-
BAYER-200820296NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6641574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641574 NON-EXPEDITED N US-
BAYER-200820678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6641576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641576 NON-EXPEDITED N US-
BAYER-200820779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES VIRUS INFECTION MIRENA S INTRAUTERINE  BAYER

6641577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641577 NON-EXPEDITED N US-
BAYER-200820607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641578 NON-EXPEDITED Y US-
BAYER-200820290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6641580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641580 NON-EXPEDITED Y US-
BAYER-200820365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6641581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641581 NON-EXPEDITED Y US-
BAYER-200820284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6641582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641582 NON-EXPEDITED N US-
BAYER-200820351NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6641583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641583 NON-EXPEDITED Y US-
BAYER-200820840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 137 DAY BAYER

6641584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641584 NON-EXPEDITED N US-
BAYER-200820467NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
NAUSEA  

6641585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641585 NON-EXPEDITED Y US-
BAYER-200820475NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  
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6641586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641586 NON-EXPEDITED Y US-
BAYER-200820781NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 35 DAY BAYER
DYSPAREUNIA  
PAIN  
VAGINAL HAEMORRHAGE  

6641587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641587 NON-EXPEDITED Y US-
BAYER-200820591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6641588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641588 NON-EXPEDITED Y US-
BAYER-200820539NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641589 NON-EXPEDITED Y US-
BAYER-200820604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6641590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641590 NON-EXPEDITED Y US-
BAYER-200820927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
NAUSEA  
PROCEDURAL PAIN  

6641591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641591 NON-EXPEDITED Y US-
BAYER-200820839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6641593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641593 NON-EXPEDITED N US-
BAYER-200822149NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6641596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641596 NON-EXPEDITED Y US-
BAYER-200820850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER

6641643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641643 NON-EXPEDITED N OT US-
BAYER-200822424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6641644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641644 NON-EXPEDITED N CA-
BAYER-200819058NA

31 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6654881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6654881 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE REGULAR DOSE FOR

ADULT INTRA-UTERI
 BERLEX

FATIGUE  
INSOMNIA  
LOSS OF LIBIDO  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6655816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6655816 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED SEASONIQUE S ORAL 1 PILL ONCE A DAY PO  
ACNE  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
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6553654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6553654 NON-EXPEDITED Y US-
BAYER-200811924NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 84 DAY BAYER

SERTRALINE HYDROCHLORIDE C ORAL Total daily dose: 100
MG  Unit dose: 100 MG

62 DAY

6553659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6553659 NON-EXPEDITED Y US-
BAYER-200811923NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL TENDERNESS MIRENA S INTRAUTERINE  BAYER
Medical device complication ADVAIR DISKUS C ORAL Total daily dose: 1 PUFF  

SINGULAIR C ORAL Total daily dose: 10 MG  

6600202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6600202 NON-EXPEDITED Y US-BAYER-
US-2006-040480

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 492 DAY BAYER
NORMAL NEWBORN  

6608852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6608852 NON-EXPEDITED N HO,OT US-
BAYER-200818776NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 3 DAY BAYER
Device dislocation  
PAIN  
UTERINE RUPTURE  
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6642978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642978 NON-EXPEDITED N US-
BAYER-200820481NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6642979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642979 NON-EXPEDITED Y US-
BAYER-200816963NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6642980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642980 NON-EXPEDITED N US-
BAYER-200715208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
DEPRESSED MOOD  
DEPRESSION  
GENITAL HAEMORRHAGE  
HEADACHE  
NAUSEA  
VOMITING  
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6642981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642981 NON-EXPEDITED N US-
BAYER-200816974NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6642982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642982 NON-EXPEDITED N US-
BAYER-200820601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6642983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642983 NON-EXPEDITED N US-
BAYER-200715354NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6642984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642984 NON-EXPEDITED Y US-
BAYER-200820585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 162 DAY BAYER

6642990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642990 NON-EXPEDITED N US-
BAYER-200820609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER
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6642991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642991 NON-EXPEDITED N US-
BAYER-200820513NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6642993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642993 NON-EXPEDITED Y US-
BAYER-200820605NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6642994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642994 NON-EXPEDITED N US-
BAYER-200820640NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6642996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642996 NON-EXPEDITED N US-
BAYER-200816967NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

PAXIL C ORAL Total daily dose: 30 MG  
LEVOXYL C ORAL  
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Detailed Report
6642997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642997 NON-EXPEDITED Y US-
BAYER-200816991NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6642998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642998 NON-EXPEDITED N US-
BAYER-200820853NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 22 DAY BAYER

6642999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642999 NON-EXPEDITED Y US-
BAYER-200820903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 30 DAY BAYER
Medical device complication  

6643000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643000 NON-EXPEDITED N US-
BAYER-200820958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6643001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643001 NON-EXPEDITED N US-
BAYER-200822007NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
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6643002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643002 NON-EXPEDITED Y US-
BAYER-200820907NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6643003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643003 NON-EXPEDITED N US-
BAYER-200820996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6643004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643004 NON-EXPEDITED N US-
BAYER-200820957NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6643006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643006 NON-EXPEDITED N US-
BAYER-200820917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER

6643007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643007 NON-EXPEDITED N US-
BAYER-200820919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6643008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643008 NON-EXPEDITED N US-
BAYER-200820925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6643009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643009 NON-EXPEDITED N US-
BAYER-200820892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6643010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643010 NON-EXPEDITED N US-
BAYER-200820997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6643011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643011 NON-EXPEDITED N US-
BAYER-200822701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
NAUSEA  
PREGNANCY TEST FALSE POSITIVE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6643013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643013 NON-EXPEDITED N US-
BAYER-200821830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6643014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643014 NON-EXPEDITED Y US-
BAYER-200820895NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

ZYRTEC C  
CLARITIN C  
MERCET C  
FOAM C  

6643015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643015 NON-EXPEDITED N US-
BAYER-200820956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS GARDNERELLA MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL  

6643016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643016 NON-EXPEDITED N US-
BAYER-200821912NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 197 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL
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Detailed Report
6643017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643017 NON-EXPEDITED N US-
BAYER-200820915NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6643018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643018 NON-EXPEDITED N US-
BAYER-200820963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6643044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6643044 NON-EXPEDITED N OT US-
BAYER-200822298NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN ZOLOFT C Total daily dose: 50 MG  
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Detailed Report
6655562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6655562 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE INTRA-UTERINE  
ACNE  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
DEPRESSION  
FATIGUE  
HYPOAESTHESIA  
INCREASED APPETITE  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MOOD SWINGS  
NIGHT SWEATS  
PRURITUS  

6655721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6655721 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  BAYER
ACNE  
DEPRESSION  
FATIGUE  
INSOMNIA  
WEIGHT INCREASED  
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Detailed Report
6655885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6655885 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S  
ARTHRALGIA  
BACK PAIN  
EMOTIONAL DISORDER  
FATIGUE  
HEADACHE  
MEMORY IMPAIRMENT  
NECK PAIN  
NERVOUS SYSTEM DISORDER  
TEARFULNESS  

6514884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6514884 NON-EXPEDITED Y US-BAYER-
US-2007-021567

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
Maternal exposure during pregnancy VITAMINS C  
NORMAL NEWBORN  

6541096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6541096 NON-EXPEDITED N OT US-
BAYER-200812092NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

Page: 231 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6551495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6551495 NON-EXPEDITED N OT US-
BAYER-200813260NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6553637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6553637 EXPEDITED (15-DAY) Y HO BE-
BAYER-200812643GPV

41 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL SEPSIS  
Infectious peritonitis  

6588026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6588026 NON-EXPEDITED Y OT US-
BAYER-200813175NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6592312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6592312 NON-EXPEDITED Y OT US-
BAYER-200817282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6615698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6615698 EXPEDITED (15-DAY) N US-
BAYER-200819511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

6644212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644212 NON-EXPEDITED N US-
BAYER-200816684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6644213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644213 NON-EXPEDITED N US-
BAYER-200813995NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
URINARY TRACT DISORDER  

6644214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644214 NON-EXPEDITED N US-
BAYER-200816950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

Page: 233 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6644215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644215 NON-EXPEDITED Y US-
BAYER-200810105NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6644216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644216 NON-EXPEDITED N US-
BAYER-200822013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6644217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644217 NON-EXPEDITED N US-
BAYER-200821057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644219 NON-EXPEDITED N US-
BAYER-200821321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6644220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644220 NON-EXPEDITED N US-
BAYER-200821116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6644222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644222 NON-EXPEDITED N US-
BAYER-200821192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644223 NON-EXPEDITED N US-
BAYER-200821191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6644225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644225 NON-EXPEDITED N US-
BAYER-200821072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644226 NON-EXPEDITED N US-
BAYER-200821334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644227 NON-EXPEDITED N US-
BAYER-200821112NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6644228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644228 NON-EXPEDITED N US-
BAYER-200821426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6644229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644229 NON-EXPEDITED N US-
BAYER-200822429NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 66 MTH BAYER
AMENORRHOEA  
DYSPAREUNIA  

6644230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644230 NON-EXPEDITED Y US-
BAYER-200816985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6644232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644232 NON-EXPEDITED N US-
BAYER-200821056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6644238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644238 NON-EXPEDITED N US-
BAYER-200816981NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN VITAMINS C  

6644239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644239 NON-EXPEDITED N US-
BAYER-200821067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644241 NON-EXPEDITED N US-
BAYER-200821017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6644243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644243 NON-EXPEDITED N US-
BAYER-200822123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

6644397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644397 EXPEDITED (15-DAY) N OT A0728626A 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE AMOXICILLIN S UNKNOWN  GLAXOSMITHKLINE
DRUG INEFFECTIVE LEVONORGESTREL S ORAL 1TAB Twice per day  
NAUSEA  
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Detailed Report
6654398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6654398 EXPEDITED (15-DAY) Y OT 027424 19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS AVIANE S ORAL 1 TABLET, QD, ORAL  
HEADACHE LEVONORGESTREL AND

ETHINYL ESTRADIOL
C  

MOOD SWINGS  

6654424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6654424 EXPEDITED (15-DAY) Y OT 027422 15 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING AVIANE S ORAL 1 TABLET, QD, ORAL  
METRORRHAGIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
C  

DIZZINESS  
LOSS OF CONSCIOUSNESS  

6657527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6657527 DIRECT N DE,HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S  
HAEMORRHAGE  
HEADACHE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
STILLBIRTH  
URINARY INCONTINENCE  
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Detailed Report
6536045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6536045 EXPEDITED (15-DAY) N OT US-BAYER-
US-2007-026489

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
DIZZINESS  
EXTRASYSTOLES  
NAUSEA  
PRESYNCOPE  
PROCEDURAL PAIN  
SUPRAVENTRICULAR TACHYCARDIA  

6558666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6558666 NON-EXPEDITED N US-
BAYER-200812493NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 4 DAY BAYER
CHILLS  

6645069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645069 NON-EXPEDITED Y US-
BAYER-200820071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6645070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645070 NON-EXPEDITED Y US-
BAYER-200820074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6645071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645071 NON-EXPEDITED Y US-
BAYER-200820965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6645073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645073 NON-EXPEDITED N US-
BAYER-200820945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6645074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645074 NON-EXPEDITED Y US-
BAYER-200820890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6645075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645075 NON-EXPEDITED Y US-
BAYER-200817562NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain MIRENA S INTRAUTERINE  BAYER

6645076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645076 NON-EXPEDITED N US-
BAYER-200814436NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 5 YR BAYER
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Detailed Report
6645077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645077 NON-EXPEDITED Y US-
BAYER-200813987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6645078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645078 NON-EXPEDITED Y US-
BAYER-200820131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6645079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645079 NON-EXPEDITED N US-BAYER-
US-2007-041137

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6645080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645080 NON-EXPEDITED N US-
BAYER-200810486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNKNOWN  BAYER
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Detailed Report
6645103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645103 EXPEDITED (15-DAY) Y OT CO-
BAYER-200814096LA

31 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN FAILURE MIRENA S INTRAUTERINE 858 DAY BAYER
AMENORRHOEA  
BLOOD FOLLICLE STIMULATING HORMONE
ABNORMAL

 

CERVICITIS  
HOT FLUSH  
HYPOMENORRHOEA  
OESTRADIOL ABNORMAL  
OVARIAN ATROPHY  
ULTRASOUND OVARY ABNORMAL  

6645106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6645106 EXPEDITED (15-DAY) N OT US-
BAYER-200823107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S INTRAUTERINE  BAYER
CONSTIPATION  
LIBIDO DECREASED  
VAGINAL HAEMORRHAGE  
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Detailed Report
6543179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6543179 EXPEDITED (15-DAY) Y HO UA-
BAYER-200811870GPV

48 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gout MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
BLOOD CREATININE INCREASED  
BLOOD UREA INCREASED  
NEUROTOXICITY  
RENAL FAILURE CHRONIC  

6571104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6571104 EXPEDITED (15-DAY) Y OT US-
BAYER-200815150NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

6572469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6572469 NON-EXPEDITED Y OT US-
BAYER-200815096NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 301 DAY BAYER
AFFECT LABILITY  
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
6577964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6577964 NON-EXPEDITED N OT US-
BAYER-200815679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

RUPTURED ECTOPIC PREGNANCY  

6581016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6581016 NON-EXPEDITED Y HO US-
BAYER-200816620NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
HYPERHIDROSIS  
MUSCULOSKELETAL DISCOMFORT  
NAUSEA  
PYREXIA  
URINARY INCONTINENCE  
VOMITING  

6605192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6605192 NON-EXPEDITED Y OT US-
BAYER-200818151NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
6617708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6617708 EXPEDITED (15-DAY) Y HO SE-
BAYER-200815894GPV

34 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Total daily dose: 20 µG 10 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6646178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6646178 NON-EXPEDITED N US-
BAYER-200823282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
GAIT DISTURBANCE  
HYPOAESTHESIA  

6646180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6646180 NON-EXPEDITED N US-
BAYER-200823014NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S  BAYER
GENITAL HAEMORRHAGE  
PRESYNCOPE  
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6660092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6660092 EXPEDITED (15-DAY) Y OT 027418 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED AVIANE S ORAL TABLET QD, ORAL  
METRORRHAGIA AMOXICILLIN TRIHYDRATE S ORAL 500 MG, TID, ORAL  
DRUG INTERACTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
C  

RESPIRATORY TRACT INFECTION LORAZEPAM C  
VENLAFAXINE HYDROCHLORIDE C  

6550547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6550547 EXPEDITED (15-DAY) Y HO HU-BAYER-
HU-2005-027881

37 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LEVONORGESTREL S INTRAUTERINE 166 DAY BAYER
PYREXIA PERINDOPRIL C ORAL Unit dose: 4 MG  
OVARIAN CYST CARVEDILOL C ORAL Unit dose: 12.5 MG  
OOPHORITIS AMLODIPINE C ORAL Unit dose: 5 MG  
APPENDICITIS  
PELVIC INFLAMMATORY DISEASE  

6620119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6620119 NON-EXPEDITED N US-
BAYER-200819733NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
OEDEMA PERIPHERAL  
VAGINAL HAEMORRHAGE  
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6632035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6632035 NON-EXPEDITED N US-
BAYER-200819231NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 MTH BAYER
Abdominal discomfort  
VAGINAL HAEMORRHAGE  

6636915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6636915 EXPEDITED (15-DAY) Y OT GB-
BAYER-200811140BNE

35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTENSION MIRENA S  BAYER
PALLOR  
PULSE ABNORMAL  
Syncope  

6647468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647468 NON-EXPEDITED N US-
BAYER-200814379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING MIRENA S INTRAUTERINE 4 YR BAYER
MOOD ALTERED  

6647469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647469 NON-EXPEDITED N US-
BAYER-200820338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 247 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6647470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647470 NON-EXPEDITED N US-
BAYER-200821281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6647475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647475 NON-EXPEDITED N US-
BAYER-200816689NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 69 DAY BAYER
ABDOMINAL PAIN HYDROCHLOROTHIAZIDE C UNKNOWN  
NAUSEA  
PELVIC PAIN  
VULVOVAGINAL DISCOMFORT  

6647478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647478 NON-EXPEDITED N US-
BAYER-200820898NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER
PRURITUS GENERALISED  

6647479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647479 NON-EXPEDITED N US-
BAYER-200821279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6647481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647481 NON-EXPEDITED N US-
BAYER-200814060NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  
PYREXIA  
UTERINE PAIN  
UTERINE SPASM  

6647482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647482 NON-EXPEDITED Y US-
BAYER-200813985NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6647489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647489 NON-EXPEDITED N US-
BAYER-200821696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6647490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647490 NON-EXPEDITED N US-
BAYER-200821427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE  BAYER
BURNING SENSATION  
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Detailed Report
6647492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647492 NON-EXPEDITED N US-
BAYER-200821694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6555688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6555688 NON-EXPEDITED N OT US-
BAYER-200813634NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
NAUSEA  
PELVIC PAIN  
PYREXIA  
URINARY TRACT INFECTION  
VOMITING  

6592311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6592311 NON-EXPEDITED Y HO,OT US-
BAYER-200817022NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 18 DAY BAYER
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6594543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6594543 NON-EXPEDITED N US-BAYER-
US-2007-001592

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
WEIGHT INCREASED  

6608848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6608848 NON-EXPEDITED N OT US-
BAYER-200818945NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 36 DAY BAYER

6613063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6613063 NON-EXPEDITED N OT US-
BAYER-200819055NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6615704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6615704 NON-EXPEDITED Y OT US-
BAYER-200819634NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 403 DAY BAYER

NAUSEA ZOLOFT C ORAL  
VOMITING  
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Detailed Report
6645100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6645100 EXPEDITED (15-DAY) N OT CH-
BAYER-200818033GPV

47 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6649287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649287 NON-EXPEDITED Y OT US-
BAYER-200823267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6649336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649336 NON-EXPEDITED N US-
BAYER-200821835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 9 DAY BAYER

6649338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649338 NON-EXPEDITED N US-
BAYER-200821715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649340 NON-EXPEDITED N US-
BAYER-200816375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 6 MTH BAYER
VAGINAL HAEMORRHAGE  
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6649342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649342 NON-EXPEDITED N US-
BAYER-200821618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6649345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649345 NON-EXPEDITED N US-
BAYER-200821713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649346 NON-EXPEDITED Y US-
BAYER-200821678NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6649347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649347 NON-EXPEDITED N US-
BAYER-200821706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6649348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649348 NON-EXPEDITED Y US-
BAYER-200821724NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
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6649349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649349 NON-EXPEDITED N US-
BAYER-200821746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 4 DAY BAYER

6649350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649350 NON-EXPEDITED N US-
BAYER-200821750NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 578 DAY BAYER

6649352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649352 NON-EXPEDITED N US-
BAYER-200821738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  

6649353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649353 NON-EXPEDITED N US-
BAYER-200821619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 322 DAY BAYER

6649354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649354 NON-EXPEDITED N US-
BAYER-200821620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 208 DAY BAYER
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6649355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649355 NON-EXPEDITED Y US-
BAYER-200821933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 49 DAY BAYER

6649356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649356 NON-EXPEDITED N US-
BAYER-200821959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649357 NON-EXPEDITED Y US-
BAYER-200821976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6649358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649358 NON-EXPEDITED N US-
BAYER-200821888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6649359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649359 NON-EXPEDITED N US-
BAYER-200821967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER
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6649360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649360 NON-EXPEDITED N US-
BAYER-200821838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6649361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649361 NON-EXPEDITED Y US-
BAYER-200821953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6649362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649362 NON-EXPEDITED N US-
BAYER-200821894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6649363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649363 NON-EXPEDITED Y US-
BAYER-200821965NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

6649364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649364 NON-EXPEDITED N US-
BAYER-200821887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER
Medical device complication  
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Detailed Report
6649365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649365 NON-EXPEDITED Y US-
BAYER-200821985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6649366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649366 NON-EXPEDITED N US-
BAYER-200821954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649367 NON-EXPEDITED N US-
BAYER-200821943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6649368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649368 NON-EXPEDITED Y US-
BAYER-200821963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 297 DAY BAYER

6649369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649369 NON-EXPEDITED Y US-
BAYER-200821984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6649370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649370 NON-EXPEDITED N US-
BAYER-200821843NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 99 DAY BAYER

6649372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649372 NON-EXPEDITED Y US-
BAYER-200821986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6649377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649377 NON-EXPEDITED Y US-
BAYER-200821982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649378 NON-EXPEDITED N US-
BAYER-200821964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649379 NON-EXPEDITED N US-
BAYER-200821941NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER
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Detailed Report
6649380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649380 NON-EXPEDITED N US-
BAYER-200821948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 134 DAY BAYER

6649381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649381 NON-EXPEDITED N US-
BAYER-200821911NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 78 DAY BAYER

6649382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649382 NON-EXPEDITED Y US-
BAYER-200821916NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 DAY BAYER
ABDOMINAL PAIN  

6649383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649383 NON-EXPEDITED N US-
BAYER-200821840NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
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Detailed Report
6649384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649384 NON-EXPEDITED Y US-
BAYER-200821973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6649387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649387 NON-EXPEDITED Y US-
BAYER-200822650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S SUBCUTANEOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
DISCOMFORT  

6649388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649388 NON-EXPEDITED N US-
BAYER-200822150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6649392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649392 NON-EXPEDITED Y US-
BAYER-200823216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA MIRENA S INTRAUTERINE  BAYER
PRURITUS  
URTICARIA  
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6649394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649394 NON-EXPEDITED Y US-BAYER-
US-2007-023705

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
CONDITION AGGRAVATED  
HORMONE LEVEL ABNORMAL  
MOOD ALTERED  

6660962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6660962 EXPEDITED (15-DAY) N OT 027688 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN ORTHO TRI CYCLEN C  
MEMORY IMPAIRMENT UNSPECIFIED INGREDIENT C  
LOSS OF CONSCIOUSNESS  

6661512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6661512 DIRECT N HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  
ANAEMIA  
FUNGAL INFECTION  
HAEMORRHAGIC OVARIAN CYST  
IMPAIRED WORK ABILITY  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
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6514490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6514490 NON-EXPEDITED N OT US-
BAYER-200716550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6519247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6519247 NON-EXPEDITED Y US-BAYER-
US-2007-022691

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR  

6603797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6603797 NON-EXPEDITED N OT US-
BAYER-200817953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6607259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6607259 NON-EXPEDITED Y US-
BAYER-200818903NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION UNSPECIFIED INGREDIENT C  
ANXIETY UNSPECIFIED INGREDIENT C  
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6616610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6616610 NON-EXPEDITED N OT US-
BAYER-200819301NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6622633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6622633 NON-EXPEDITED N HO,OT US-
BAYER-200820360NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
HAEMOGLOBIN DECREASED LOTREL C ORAL  

CELEBREX C ORAL  
CELEXA C ORAL  

6644183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6644183 EXPEDITED (15-DAY) Y HO,LT AT-
BAYER-200818062GPV

52 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 YR BAYER

6668115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6668115 DIRECT Y 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MALFUNCTION MIRENA S  
PAIN  
PRODUCT QUALITY ISSUE  
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6512892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6512892 NON-EXPEDITED Y US-BAYER-
US-2007-031764

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ACNE  
Device expulsion  
MENORRHAGIA  

6549595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6549595 NON-EXPEDITED N US-
BAYER-200811027NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL FLUCONAZOLE C  

6650378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6650378 EXPEDITED (15-DAY) Y OT DE-
BAYER-200818023GPV

29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 186 DAY BAYER
ENDOMETRIAL HYPERPLASIA  
GENITAL HAEMORRHAGE  

6651684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651684 NON-EXPEDITED N OT US-
BAYER-200824151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6651701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651701 NON-EXPEDITED Y US-
BAYER-200822028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE  BAYER

6651702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651702 NON-EXPEDITED Y US-
BAYER-200822022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6651704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651704 NON-EXPEDITED Y US-
BAYER-200822030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6651705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651705 NON-EXPEDITED N US-
BAYER-200822040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  MTH BAYER

6651706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651706 NON-EXPEDITED Y US-
BAYER-200822032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER
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6651714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651714 NON-EXPEDITED N US-
BAYER-200821348NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

ALBUTEROL C ORAL  

6651716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651716 NON-EXPEDITED Y US-
BAYER-200822038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6651717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651717 NON-EXPEDITED Y US-
BAYER-200822026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6651718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651718 NON-EXPEDITED Y US-
BAYER-200822042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 48 DAY BAYER

6651719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651719 NON-EXPEDITED N US-
BAYER-200822043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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6651720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6651720 NON-EXPEDITED Y US-
BAYER-200822161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6652096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6652096 NON-EXPEDITED N US-
BAYER-200810218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6668038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6668038 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION SEASONIQUE S ORAL DAILY PO  DURAMED
HEART RATE INCREASED FLUVOXAMINE MALEATE C  

CYMBALTA C  

6512090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6512090 EXPEDITED (15-DAY) N OT US-
BAYER-200716230NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC SHOCK SYNDROME MIRENA S INTRAUTERINE 3 MTH BAYER
HYPOAESTHESIA  
PYREXIA  
VOMITING  
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6543174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6543174 NON-EXPEDITED Y OT US-
BAYER-200812343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6551482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6551482 EXPEDITED (15-DAY) N OT US-
BAYER-200812689NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL INFECTION MIRENA S INTRAUTERINE 6 MTH BAYER
CONVULSION  

6551485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6551485 NON-EXPEDITED Y OT US-
BAYER-200812749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6593512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6593512 NON-EXPEDITED Y OT US-
BAYER-200816853NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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6593539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6593539 NON-EXPEDITED N US-BAYER-
US-2007-030586

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PAIN  
VAGINAL HAEMORRHAGE  

6598485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6598485 NON-EXPEDITED N OT US-
BAYER-200817724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

6603852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6603852 NON-EXPEDITED N US-BAYER-
US-2007-024187

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
HEADACHE  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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6624131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6624131 NON-EXPEDITED Y OT US-
BAYER-200820552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6624132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6624132 NON-EXPEDITED Y OT US-
BAYER-200820551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6653013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653013 NON-EXPEDITED Y OT US-
BAYER-200824182NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6653019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653019 NON-EXPEDITED N US-
BAYER-200822154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  

6653021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653021 NON-EXPEDITED N US-
BAYER-200822166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6653022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653022 NON-EXPEDITED N US-
BAYER-200821523NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 1 DAY BAYER
AFFECT LABILITY  
FATIGUE  
FEELING ABNORMAL  
MALAISE  
PROCEDURAL PAIN  

6653023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653023 NON-EXPEDITED N US-
BAYER-200822082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6708062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6708062 NON-EXPEDITED Y HO,OT 027025 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT SEASONIQUE S ORAL 1 TABLET, QD, ORAL  
ASTHENIA  
PARALYSIS  

6585558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6585558 EXPEDITED (15-DAY) Y OT GB-
BAYER-200810643BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6585559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6585559 EXPEDITED (15-DAY) N OT GB-
BAYER-200810642BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE  BAYER

6607264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6607264 NON-EXPEDITED N US-
BAYER-200818645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6622627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6622627 EXPEDITED (15-DAY) Y HO FR-
BAYER-200817042GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
THROMBOPHLEBITIS SUPERFICIAL LEVOTHYROXINE SODIUM C UNKNOWN  YR
CHEST PAIN  
DYSPNOEA  
MUSCLE SPASMS  
WEIGHT DECREASED  

6654976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6654976 EXPEDITED (15-DAY) Y OT SE-BAYER-
SE-2007-039361

38 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE LEVONORGESTREL S INTRAUTERINE  BAYER
ASPHYXIA  
PREMATURE BABY  
PREMATURE RUPTURE OF MEMBRANES  
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6654995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6654995 NON-EXPEDITED N US-
BAYER-200822438NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRA-AMNIOTIC  BAYER
Device expulsion  
GENITAL HAEMORRHAGE  
Medical device complication  
MENSTRUATION IRREGULAR  

6654996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6654996 NON-EXPEDITED N US-
BAYER-200822431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 305 DAY BAYER
Medical device complication  

6655001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6655001 NON-EXPEDITED N US-
BAYER-200824197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PROCEDURAL PAIN  

6655008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6655008 NON-EXPEDITED N US-
BAYER-200822443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6655024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6655024 EXPEDITED (15-DAY) N OT BR-
BAYER-200814463LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
UTERINE ENLARGEMENT  
UTERINE RUPTURE  

6668891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2008 6668891 EXPEDITED (15-DAY) Y OT TPH-00045 43 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 26 YR

MESOTHELIOMA MALIGNANT PAROXETINE HYDROCHLORIDE C  
ASCITES  
INFECTIOUS PERITONITIS  
PLEURAL EFFUSION  
TUMOUR MARKER INCREASED  

6532693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6532693 NON-EXPEDITED N OT US-
BAYER-200811323NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

DEPO-PROVERA C SUBCUTANEOUS  
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6594789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6594789 NON-EXPEDITED N HO US-BAYER-
US-2007-005240

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
CHILLS  
MENORRHAGIA  
PYREXIA  
WEIGHT INCREASED  

6605086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6605086 NON-EXPEDITED N US-
BAYER-200715737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
DEPRESSION  
FATIGUE  
GENITAL HAEMORRHAGE  
MULTIPLE ALLERGIES  
SINUSITIS  
WEIGHT INCREASED  
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6605160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6605160 NON-EXPEDITED N US-BAYER-
US-2007-040442

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 WEEK BAYER
ASTHENIA  
LACTATION DISORDER  
PAIN  

6605196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6605196 NON-EXPEDITED N OT US-
BAYER-200818364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ALOPECIA  
ARTHRALGIA  
INFLUENZA LIKE ILLNESS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6607177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6607177 NON-EXPEDITED Y OT US-
BAYER-200818451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6614869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6614869 NON-EXPEDITED Y HO,OT US-
BAYER-200819414NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 227 DAY BAYER

6619256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6619256 NON-EXPEDITED N US-
BAYER-200817414NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS ALBUTEROL C INHALATION  
ABDOMINAL PAIN LOWER FLUTICASONE PROPIONATE C  
WEIGHT INCREASED CLARITIN C  
MENSTRUATION DELAYED  
OVARIAN CYST  

6636488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6636488 EXPEDITED (15-DAY) Y OT US-
BAYER-200822001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6655580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655580 NON-EXPEDITED N US-
BAYER-200810031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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6655581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655581 NON-EXPEDITED N US-
BAYER-200810084NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PROCEDURAL PAIN  

6655583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655583 NON-EXPEDITED N US-
BAYER-200810021NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6655584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655584 NON-EXPEDITED Y US-
BAYER-200810014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 0 DAY BAYER

6655585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655585 NON-EXPEDITED Y US-
BAYER-200810022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6655587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655587 NON-EXPEDITED Y US-
BAYER-200822432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6655589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655589 NON-EXPEDITED Y US-
BAYER-200822331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6655590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655590 NON-EXPEDITED Y US-
BAYER-200822374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6655591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655591 NON-EXPEDITED N US-
BAYER-200810044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ANXIETY  
FATIGUE  
GENITAL HAEMORRHAGE  
MOOD ALTERED  
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6655593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655593 NON-EXPEDITED Y US-
BAYER-200822437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6655595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655595 NON-EXPEDITED Y US-
BAYER-200822320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6655596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655596 NON-EXPEDITED Y US-
BAYER-200822401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6655597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655597 NON-EXPEDITED Y US-
BAYER-200822439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 417 DAY BAYER

6655598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655598 NON-EXPEDITED Y US-
BAYER-200822442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 280 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6655599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655599 NON-EXPEDITED Y US-
BAYER-200822445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6655600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655600 NON-EXPEDITED Y US-
BAYER-200822264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 MTH BAYER

6655601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655601 NON-EXPEDITED Y US-
BAYER-200822390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6655602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655602 NON-EXPEDITED Y US-
BAYER-200822327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6655603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655603 NON-EXPEDITED Y US-
BAYER-200822392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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6655604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655604 NON-EXPEDITED Y US-
BAYER-200822375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6655606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655606 NON-EXPEDITED Y US-
BAYER-200822399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 107 DAY BAYER

6655608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655608 NON-EXPEDITED Y US-
BAYER-200822530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6655609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655609 NON-EXPEDITED Y US-
BAYER-200822450NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER

6655610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655610 NON-EXPEDITED Y US-
BAYER-200822454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 42 DAY BAYER
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6655611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655611 NON-EXPEDITED Y US-
BAYER-200822521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6655612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655612 NON-EXPEDITED N US-
BAYER-200822518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
RASH  

6655613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655613 NON-EXPEDITED Y US-
BAYER-200822447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6655614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655614 NON-EXPEDITED N US-
BAYER-200822499NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6655615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655615 NON-EXPEDITED Y US-
BAYER-200822514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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6655616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655616 NON-EXPEDITED N US-
BAYER-200822527NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
GENITAL HAEMORRHAGE  
Medical device complication  

6655619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655619 NON-EXPEDITED N US-
BAYER-200822516NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6655620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655620 NON-EXPEDITED Y US-
BAYER-200822468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6655624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655624 NON-EXPEDITED Y US-
BAYER-200822504NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6655625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655625 NON-EXPEDITED Y US-
BAYER-200822465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 29 DAY BAYER
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Detailed Report
6655626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655626 NON-EXPEDITED Y US-
BAYER-200822526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6655628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655628 NON-EXPEDITED Y US-
BAYER-200822453NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 0 DAY BAYER

MIRENA S INTRAUTERINE 0 DAY BAYER

6655629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655629 NON-EXPEDITED Y US-
BAYER-200822458NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRA-ARTICULAR 0 DAY BAYER

6655630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655630 NON-EXPEDITED Y US-
BAYER-200822493NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

Page: 285 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6655775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6655775 EXPEDITED (15-DAY) Y HO FR-
BAYER-200819275GPV

20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS YASMIN S ORAL 7 DAY BAYER
Hepatitis TRIPHASIL-21 S ORAL 7 DAY
CHOLELITHIASIS  
CHOLESTASIS  
HEPATIC FIBROSIS  

6668230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6668230 DIRECT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA QUASENSE S ORAL 1 TAB QD PO  
BREAST ENLARGEMENT  
MOOD SWINGS  
MUSCLE SPASMS  
THERAPEUTIC RESPONSE UNEXPECTED WITH
DRUG SUBSTITUTION

 

WEIGHT INCREASED  

6668413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2008 6668413 DIRECT Y 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  
PELVIC ABSCESS  
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6541098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6541098 EXPEDITED (15-DAY) N OT US-
BAYER-200812238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOLOGICAL MALIGNANCY MIRENA S INTRAUTERINE  BAYER
OVARIAN DISORDER  

6544231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6544231 NON-EXPEDITED N US-
BAYER-200810441NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  

6571109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6571109 NON-EXPEDITED N US-
BAYER-200812988NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
NAUSEA  

6601612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6601612 NON-EXPEDITED N US-
BAYER-200816168NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6614868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6614868 NON-EXPEDITED Y OT US-
BAYER-200819298NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 378 DAY BAYER
OVARIAN CYST  

6637653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6637653 NON-EXPEDITED Y OT US-
BAYER-200822246NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 56 DAY BAYER

6649339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6649339 NON-EXPEDITED Y US-
BAYER-200818544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6656750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656750 NON-EXPEDITED N US-
BAYER-200715341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
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6656751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656751 NON-EXPEDITED N US-
BAYER-200715344NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GROIN PAIN  
PERINEAL PAIN  

6656752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656752 NON-EXPEDITED N US-
BAYER-200810532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6656753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656753 NON-EXPEDITED Y US-
BAYER-200810480NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6656755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656755 NON-EXPEDITED N US-
BAYER-200810609NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6656757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656757 NON-EXPEDITED N US-
BAYER-200810086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
FEELING ABNORMAL  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6656758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656758 NON-EXPEDITED N US-
BAYER-200810099NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6656759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656759 NON-EXPEDITED Y US-
BAYER-200810607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6656760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656760 NON-EXPEDITED Y US-BAYER-
US-2007-042593

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRACAVERNOSA 6 DAY BAYER
ABDOMINAL DISCOMFORT ASTELIN C NASAL  
Medical device complication SINGULAIR C UNKNOWN  

Page: 290 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6656761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656761 NON-EXPEDITED N US-
BAYER-200810561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6656763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656763 NON-EXPEDITED N US-BAYER-
US-2007-041042

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion EFFEXOR C UNKNOWN  

ATIVAN C UNKNOWN  

6656764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656764 NON-EXPEDITED N US-
BAYER-200810568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6656765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656765 NON-EXPEDITED N US-
BAYER-200715362NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER ZOLOFT C ORAL 7 MTH
UTERINE SPASM INDERAL C ORAL 9 YR
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Detailed Report
6656822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656822 NON-EXPEDITED N US-
BAYER-200715411NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
ORAL DISCOMFORT ASCORBIC ACID\CALCIUM

PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C  

BACK PAIN  
UTERINE SPASM  

6656823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656823 NON-EXPEDITED N US-
BAYER-200810571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6656824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656824 NON-EXPEDITED N US-
BAYER-200810575NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6656825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656825 NON-EXPEDITED Y US-
BAYER-200810569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6656826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6656826 NON-EXPEDITED N US-
BAYER-200810606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6541953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6541953 EXPEDITED (15-DAY) Y OT DE-
BAYER-200717835GPV

34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DEPRESSION  
Device expulsion  
MENORRHAGIA  
NIGHTMARE  
PLACENTA ACCRETA  
POSTPARTUM HAEMORRHAGE  
RESTLESSNESS  
SLEEP DISORDER  

6568864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6568864 NON-EXPEDITED N US-BAYER-
US-2007-043012

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
GENITAL DISCOMFORT  
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6568876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6568876 NON-EXPEDITED N US-
BAYER-200715004NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
HYPOAESTHESIA  
RASH  
VAGINAL DISCHARGE  

6588049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6588049 NON-EXPEDITED N US-
BAYER-200815268NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 2 YR BAYER
ABDOMINAL RIGIDITY  
BREAST PAIN  
NAUSEA  
VOMITING  

6593536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6593536 NON-EXPEDITED Y US-
BAYER-200815084NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
HEADACHE METFORMIN HYDROCHLORIDE C  
IRRITABILITY LITHIUM CARBONATE C  
FEELING ABNORMAL CLONIDINE TRANSDERMAL

SYSTEM
C  

THORAZINE C  
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6602789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6602789 NON-EXPEDITED N US-
BAYER-200813721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GAIT DISTURBANCE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DYSPAREUNIA  
Medical device complication  
PYREXIA  

6605874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6605874 NON-EXPEDITED N US-
BAYER-200815732NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
CARDIAC MURMUR  

6605875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6605875 NON-EXPEDITED N US-
BAYER-200815727NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 3 MTH BAYER
Visual impairment ADVIL C  
ABNORMAL SENSATION IN EYE  
HEADACHE  
NAUSEA  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
UTERINE CONTRACTIONS ABNORMAL  
UTERINE INFLAMMATION  
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6657738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657738 NON-EXPEDITED N US-
BAYER-200715935NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
FUNGAL INFECTION  
PAIN IN EXTREMITY  

6657742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657742 NON-EXPEDITED N US-
BAYER-200716205NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN PRILOSEC C  
MENORRHAGIA  

6657743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657743 NON-EXPEDITED N US-
BAYER-200716076NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
HEADACHE  
NAUSEA  
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6657744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657744 NON-EXPEDITED N US-
BAYER-200715702NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ACNE  
MOOD SWINGS  
PROCEDURAL PAIN  
VULVOVAGINAL MYCOTIC INFECTION  
WEIGHT INCREASED  

6657745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657745 NON-EXPEDITED N US-
BAYER-200715711NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED MEDROXYPROGESTERONE

ACETATE
C  

IRRITABILITY  
Medical device complication  
PROCEDURAL PAIN  

6657746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657746 NON-EXPEDITED N US-
BAYER-200810424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 72 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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6657749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657749 NON-EXPEDITED N US-
BAYER-200715911NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
WEIGHT LOSS POOR WELLBUTRIN XL C ORAL 1 WEEK
ABDOMINAL PAIN LOWER  
ACNE  
DEPRESSION  
MOOD SWINGS  
PAIN IN EXTREMITY  

6657750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657750 NON-EXPEDITED N US-
BAYER-200716995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6657751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657751 NON-EXPEDITED N US-
BAYER-200715255NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
GENITAL PAIN  
HYPOMENORRHOEA  
VULVOVAGINAL DRYNESS  
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6657752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657752 NON-EXPEDITED N US-
BAYER-200810418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER

6657753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657753 NON-EXPEDITED N US-
BAYER-200822538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6657754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657754 NON-EXPEDITED N US-
BAYER-200822488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 40 DAY BAYER
TENDERNESS  

6657760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657760 NON-EXPEDITED N US-
BAYER-200822653NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6657761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657761 NON-EXPEDITED N US-
BAYER-200822537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 45 DAY BAYER
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6657763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657763 NON-EXPEDITED N US-
BAYER-200822670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6657767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657767 NON-EXPEDITED N US-
BAYER-200822575NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 25 DAY BAYER
Medical device complication UNSPECIFIED INGREDIENT C UNKNOWN  

6657768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657768 NON-EXPEDITED N US-
BAYER-200822559NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 MTH BAYER

6657769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657769 NON-EXPEDITED N US-
BAYER-200822564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6657770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657770 NON-EXPEDITED N US-
BAYER-200824591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 106 DAY BAYER
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6657771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657771 NON-EXPEDITED N US-
BAYER-200817991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6657772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657772 NON-EXPEDITED N US-
BAYER-200822533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6657773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657773 NON-EXPEDITED Y US-BAYER-
US-2007-041147

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6657774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657774 NON-EXPEDITED N US-BAYER-
US-2007-041749

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 1388 DAY BAYER
Product quality issue  

6657775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657775 NON-EXPEDITED N US-
BAYER-200822572NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6657776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657776 NON-EXPEDITED N US-
BAYER-200822665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6657777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657777 NON-EXPEDITED N US-
BAYER-200822525NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 55 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6657778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657778 NON-EXPEDITED Y US-BAYER-
US-2007-041560

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 59 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6657779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657779 NON-EXPEDITED Y US-BAYER-
US-2007-041709

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 102 DAY BAYER

6657781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657781 NON-EXPEDITED Y US-BAYER-
US-2007-041144

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 59 DAY BAYER
Device expulsion  
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6657792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6657792 EXPEDITED (15-DAY) N HO IL-
BAYER-200816491GPV

Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
MENTAL DISORDER  
PROCEDURAL COMPLICATION  

6671727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2008 6671727 EXPEDITED (15-DAY) N OT 028499 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 1 TABLET, ORAL  
ABORTION SPONTANEOUS  
DRUG ADMINISTRATION ERROR  

6593501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6593501 NON-EXPEDITED Y OT US-
BAYER-200816907NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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6604451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6604451 EXPEDITED (15-DAY) Y DS,OT GB-PFIZER
INC-2008026573

32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA NIFEDIPINE S ORAL  
DRUG INTERACTION VITAMINS C  
LUPUS-LIKE SYNDROME AMITRIPTYLINE

HYDROCHLORIDE
S ORAL  

RASH ERYTHEMATOUS AMITRIPTYLINE
HYDROCHLORIDE

S  

CALCIUM CARBONATE S Text:1 dose form-
Freq:QD

 

LEVONORGESTREL S ORAL  
LEVONORGESTREL S  
PROVIGIL S  
PROVIGIL S  

6650393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6650393 NON-EXPEDITED Y US-
BAYER-200823585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6658611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658611 EXPEDITED (15-DAY) N OT CA-
BAYER-200824329NA

44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC OPERATION MIRENA S INTRAUTERINE 2 YR BAYER
BACK PAIN TYLENOL C ORAL  
HYPOMENORRHOEA ADVIL C ORAL  
MUSCLE SPASMS  
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6658650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658650 NON-EXPEDITED N US-
BAYER-200716463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  

6658651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658651 NON-EXPEDITED N US-
BAYER-200716543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 1 MTH BAYER
DEPRESSION  
NAUSEA  
PANIC ATTACK  

6658652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658652 NON-EXPEDITED N US-
BAYER-200716743NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 138 DAY BAYER
ACNE  
GENITAL HAEMORRHAGE  
INSOMNIA  
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6658653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658653 NON-EXPEDITED N US-
BAYER-200716459NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER
FATIGUE IBUPROFEN C  
ABDOMINAL PAIN  
AFFECT LABILITY  
BACK PAIN  
CRYING  
HEADACHE  
MOOD SWINGS  
NAUSEA  
SINUS HEADACHE  

6658655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658655 NON-EXPEDITED N US-
BAYER-200716738NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CONTRACTIONS ABNORMAL MIRENA S INTRAUTERINE 23 MTH BAYER
BACK PAIN  
BREAST PAIN  
DEPRESSION  
FATIGUE  
HUNGER  
MENORRHAGIA  
MENSTRUAL DISORDER  
MOOD SWINGS  
NAUSEA  
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Detailed Report
6658656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658656 NON-EXPEDITED N US-
BAYER-200813498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6658657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658657 NON-EXPEDITED N US-
BAYER-200716878NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING ALBUTEROL C INHALATION  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  

6658659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658659 NON-EXPEDITED N US-
BAYER-200717097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER

6658660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658660 NON-EXPEDITED Y US-
BAYER-200810476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
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6658661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658661 NON-EXPEDITED N US-
BAYER-200813500NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC DISCOMFORT  

6658662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658662 NON-EXPEDITED N US-
BAYER-200717051NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

6658663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658663 NON-EXPEDITED Y US-
BAYER-200810531NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 295 DAY BAYER

6658664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658664 NON-EXPEDITED N US-
BAYER-200717129NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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6658668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658668 NON-EXPEDITED N US-
BAYER-200813710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
MEMORY IMPAIRMENT  

6658669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658669 NON-EXPEDITED N US-
BAYER-200717192NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
ACNE  

6658670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658670 NON-EXPEDITED N US-
BAYER-200716845NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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6658671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658671 NON-EXPEDITED N US-
BAYER-200717134NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
AFFECT LABILITY  
CRYING  
DIZZINESS  
HYPERHIDROSIS  
NAUSEA  
PAIN  

6658672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658672 NON-EXPEDITED N US-
BAYER-200717238NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  

6658673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658673 NON-EXPEDITED Y US-
BAYER-200813513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6658674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658674 NON-EXPEDITED N US-
BAYER-200717242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6658675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658675 NON-EXPEDITED N US-
BAYER-200812863NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6658676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658676 NON-EXPEDITED N US-
BAYER-200717175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
GENITAL DISCOMFORT  
INSOMNIA  
RASH  

6658677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658677 NON-EXPEDITED N US-
BAYER-200813112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  
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6658678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658678 NON-EXPEDITED N US-
BAYER-200717231NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BAYER
ABDOMINAL PAIN LOWER CLARINEX C  
BREAST TENDERNESS ALLEGRA C  
ABDOMINAL DISTENSION  
ARTHRALGIA  
MOOD SWINGS  

6658679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658679 NON-EXPEDITED N US-
BAYER-200822651NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6658681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658681 NON-EXPEDITED US-
BAYER-200810529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 6 MTH BAYER

6658682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658682 NON-EXPEDITED N US-
BAYER-200717090NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6658683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658683 NON-EXPEDITED N US-
BAYER-200813095NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 60 MTH BAYER
AMENORRHOEA  

6658684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658684 NON-EXPEDITED N US-
BAYER-200717123NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6658685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658685 NON-EXPEDITED N US-
BAYER-200819091NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

6658686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658686 NON-EXPEDITED N US-
BAYER-200717247NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
PROCEDURAL NAUSEA ALBUTEROL C  
DIARRHOEA  
FEELING JITTERY  
PROCEDURAL VOMITING  
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6658687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658687 NON-EXPEDITED N US-
BAYER-200822644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 67 DAY BAYER

6658688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658688 NON-EXPEDITED N US-
BAYER-200824848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6658692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658692 NON-EXPEDITED N US-
BAYER-200822646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6658694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658694 NON-EXPEDITED Y US-
BAYER-200822677NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6658696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658696 NON-EXPEDITED N US-
BAYER-200822676NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 1 DAY BAYER
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Detailed Report
6658697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658697 NON-EXPEDITED N US-
BAYER-200822641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6658699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6658699 NON-EXPEDITED N US-
BAYER-200822147NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

6671508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6671508 DIRECT Y 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LYBREL S ORAL DAILY PO  

6673201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6673201 EXPEDITED (15-DAY) N OT 028547 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

ABORTION SPONTANEOUS DEPO-PROVERA C  
MATERNAL DRUGS AFFECTING FOETUS  
PREGNANCY ON CONTRACEPTIVE  
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Detailed Report
6598817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6598817 NON-EXPEDITED Y US-
BAYER-200716290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER
DYSPAREUNIA  

6607180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6607180 EXPEDITED (15-DAY) N US-
BAYER-200818379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE 3 YR BAYER

6608872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6608872 NON-EXPEDITED N US-
BAYER-200813050NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA TRICOR C  
PROCEDURAL PAIN GEODON C  

SEROQUEL C  
LITHIUM CARBONATE C  
BUSPAR C  
LEXAPRO C  
LAMICTAL C  
TOPAMAX C  
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6619157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6619157 NON-EXPEDITED N US-
BAYER-200817886NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA INFECTIOSUM MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
OEDEMA PERIPHERAL  

6644231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6644231 NON-EXPEDITED N US-
BAYER-200820698NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
FOOD AVERSION  
Medical device complication  

6659930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659930 NON-EXPEDITED N US-
BAYER-200717257NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
PRURITUS  

6659931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659931 NON-EXPEDITED N US-
BAYER-200716996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 96 DAY BAYER
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6659932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659932 NON-EXPEDITED N US-
BAYER-200716011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

6659933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659933 NON-EXPEDITED N US-
BAYER-200810227NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE  BAYER

ASCORBIC ACID
\ERGOCALCIFEROL\FOLIC ACID
\PANTHENOL\RETINOL
\RIBOFLAVIN\THIAMINE
HYDROCHLORIDE

C  

6659934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659934 NON-EXPEDITED Y US-
BAYER-200716332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6659937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659937 NON-EXPEDITED N US-
BAYER-200810117NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
ADNEXA UTERI PAIN  
PROCEDURAL PAIN  
VOMITING  
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6659938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659938 NON-EXPEDITED N US-
BAYER-200810421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6659939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659939 NON-EXPEDITED N US-
BAYER-200810216NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Medical device complication SINGULAIR C  
POST PROCEDURAL HAEMORRHAGE EPHEDRINE\PHENOBARBITAL

\THEOPHYLLINE
C INHALATION  

ALBUTEROL C  

6659941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659941 NON-EXPEDITED N US-
BAYER-200716322NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE  BAYER
ANXIETY  
MOOD SWINGS  

6659944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659944 NON-EXPEDITED N US-
BAYER-200823112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER
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6659947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6659947 NON-EXPEDITED N US-
BAYER-200823113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 269 DAY BAYER
Medical device complication  

6660543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 6660543 EXPEDITED (15-DAY) Y OT GB-PFIZER
INC-2008045332

31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER SULFASALAZINE S ORAL  
ARTHRITIS SULFASALAZINE S  
PAIN FISH OIL C  
ARTHRALGIA DICLOFENAC SODIUM C ORAL  
PAIN IN EXTREMITY LEVONORGESTREL S ORAL  
DRUG INTERACTION UNSPECIFIED INGREDIENT S ORAL  

6541963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6541963 EXPEDITED (15-DAY) Y DE GB-
BAYER-200810244BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STREPTOCOCCAL INFECTION MIRENA S INTRAUTERINE 6 MTH BAYER
INFLUENZA  
SEPTIC SHOCK  

6545457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6545457 EXPEDITED (15-DAY) N DE BE-
BAYER-200812248GPV

< 1 DAY Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
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6549490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6549490 NON-EXPEDITED Y OT US-
BAYER-200812850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6577957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6577957 EXPEDITED (15-DAY) N OT US-
BAYER-200815145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER

6579790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6579790 EXPEDITED (15-DAY) Y OT US-
BAYER-200816049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MUSCULAR WEAKNESS  

6608887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6608887 NON-EXPEDITED Y US-
BAYER-200818942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
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6613069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6613069 NON-EXPEDITED Y OT US-
BAYER-200819185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 10 DAY BAYER
Medical device complication  
PELVIC PAIN  

6613070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6613070 NON-EXPEDITED Y OT US-
BAYER-200819244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER

6620113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6620113 EXPEDITED (15-DAY) Y OT US-
BAYER-200819867NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
KNEE OPERATION  

6641641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6641641 EXPEDITED (15-DAY) Y OT US-
BAYER-200819796NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLAMMATORY CARCINOMA OF THE BREAST MIRENA S INTRAUTERINE 240 DAY BAYER
AMENORRHOEA ZOLOFT C ORAL  
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Detailed Report
6657780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6657780 NON-EXPEDITED N US-BAYER-
US-2007-038544

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
NAUSEA  
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Detailed Report
6657789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6657789 EXPEDITED (15-DAY) Y HO,OT PL-
BAYER-200819001GPV

Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE 6 DAY BAYER
SYNCOPE METRONIDAZOLE C UNKNOWN  
ABDOMINAL PAIN  
ADHESION  
ANAEMIA  
ANURIA  
CARDIAC FUNCTION DISTURBANCE
POSTOPERATIVE

 

ELECTROLYTE IMBALANCE  
FATIGUE  
HYPOTENSION  
MALAISE  
NAUSEA  
OEDEMA  
OEDEMA PERIPHERAL  
PELVIC FLUID COLLECTION  
POLYURIA  
POSTOPERATIVE WOUND INFECTION  
PYREXIA  
STREPTOCOCCAL INFECTION  
TACHYCARDIA  
VAGINITIS BACTERIAL  
VOMITING  
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6661200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661200 NON-EXPEDITED N US-
BAYER-200810307NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
SOMNOLENCE  

6661201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661201 NON-EXPEDITED N US-
BAYER-200810103NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6661202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661202 NON-EXPEDITED N US-
BAYER-200717029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 15 DAY BAYER

6661203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661203 NON-EXPEDITED N US-
BAYER-200810225NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
VAGINAL HAEMORRHAGE  
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6661204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661204 NON-EXPEDITED N US-
BAYER-200813043NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
HEADACHE NEXIUM C  
DIZZINESS VERAPAMIL HYDROCHLORIDE C  
PROCEDURAL PAIN  

6661205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661205 NON-EXPEDITED Y US-
BAYER-200717027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER

6661206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661206 NON-EXPEDITED N US-
BAYER-200810482NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 138 DAY BAYER
MENORRHAGIA MESTRANOL C UNKNOWN  
UTERINE SPASM BCP C UNKNOWN 4 YR
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  
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Detailed Report
6661207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661207 NON-EXPEDITED N US-
BAYER-200810376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  
NAUSEA  

6661208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661208 NON-EXPEDITED N US-
BAYER-200810539NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER
COMPLICATION OF DEVICE INSERTION WELLBUTRIN C ORAL  

PROZAC C ORAL  

6661209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661209 NON-EXPEDITED N US-
BAYER-200810229NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6661210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661210 NON-EXPEDITED N US-
BAYER-200813320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6661211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661211 NON-EXPEDITED N US-
BAYER-200810335NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 126 DAY BAYER

6661212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661212 NON-EXPEDITED N US-
BAYER-200810368NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 58 DAY BAYER

6661213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661213 NON-EXPEDITED N US-
BAYER-200810250NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
ALOPECIA SARAFEM C  
BACK PAIN  
BREAST TENDERNESS  
DEPRESSION  
MENSTRUATION IRREGULAR  

6661214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661214 NON-EXPEDITED N US-
BAYER-200810412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6661215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661215 NON-EXPEDITED N US-
BAYER-200813044NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
VOMITING NUVARING C  
VAGINAL HAEMORRHAGE VALIUM C  
FEELING OF BODY TEMPERATURE CHANGE LAMICTAL C  
PROCEDURAL PAIN SEROQUEL C  

VICODIN C  
TRASYDIM C  

6661216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661216 NON-EXPEDITED N US-
BAYER-200717030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

Page: 329 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6661217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661217 NON-EXPEDITED Y US-
BAYER-200810372NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

ACYCLOVIR SODIUM C ORAL  
ALBUTEROL C  
ASCORBIC ACID C  
CALCIUM CARBONATE C  
CLONAZEPAM C  
PANCRECARB C ORAL  
MAGNESIUM OXIDE C  
INSULIN GLARGINE C SUBCUTANEOUS  
INSULIN LISPRO C SUBCUTANEOUS  
PANTOPRAZOLE C  
PREDNISONE C ORAL  
TACROLIMUS C  
URSODIOL C  
DARBEPOETIN ALFA C  
CALCITONIN C  
TRAZODONE HYDROCHLORIDE C ORAL  
ASCORBIC ACID C ORAL  
PENTAMIDINE C INHALATION  
GABAPENTIN C ORAL  
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6661218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661218 NON-EXPEDITED N US-
BAYER-200810285NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

6661219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661219 NON-EXPEDITED N US-
BAYER-200810352NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 MTH BAYER
GENITAL HAEMORRHAGE CYMBALTA C  
BREAST SWELLING LEXAPRO C  
ALOPECIA  
BACK PAIN  
DISTURBANCE IN ATTENTION  
MOOD SWINGS  
PRURITUS  
URINARY TRACT INFECTION  
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6661225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661225 NON-EXPEDITED N US-
BAYER-200814158NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA KLONOPIN C ORAL  

VICODIN C UNKNOWN  
DARVOCET-N C UNKNOWN  
ROBAXIN C ORAL  
VISTARIL C UNKNOWN  

6661226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661226 NON-EXPEDITED N US-
BAYER-200813998NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VULVOVAGINAL PRURITUS  

6661227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661227 NON-EXPEDITED N US-
BAYER-200814470NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM SYNTHROID C UNKNOWN  
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6661229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661229 NON-EXPEDITED N US-
BAYER-200814445NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
INGROWN HAIR HYZAAR C ORAL Total daily dose: 1 DF

Unit dose: 1 DF
3 YR

6661230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661230 NON-EXPEDITED N US-
BAYER-200814080NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6661231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661231 NON-EXPEDITED N US-
BAYER-200813494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6661232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661232 NON-EXPEDITED Y US-
BAYER-200823116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6661233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661233 NON-EXPEDITED N US-
BAYER-200813982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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6661236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661236 NON-EXPEDITED N US-
BAYER-200813164NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GAIT DISTURBANCE MIRENA S INTRAUTERINE 77 DAY BAYER
ABDOMINAL PAIN  
INFLAMMATION  
MENORRHAGIA  
MENSTRUATION DELAYED  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

6661237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661237 NON-EXPEDITED N US-
BAYER-200814513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6661239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661239 NON-EXPEDITED N US-
BAYER-200813166NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
GENITAL PAIN  
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6661240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661240 NON-EXPEDITED N US-
BAYER-200814120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6661241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661241 NON-EXPEDITED N US-
BAYER-200813922NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

FLONASE C  
TERFENADINE C  

6661242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661242 NON-EXPEDITED N US-
BAYER-200816090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6661243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661243 NON-EXPEDITED Y US-
BAYER-200817975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 81 DAY BAYER
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6661245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661245 NON-EXPEDITED N US-
BAYER-200814162NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6661246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6661246 NON-EXPEDITED N US-
BAYER-200824965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6550580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2008 6550580 NON-EXPEDITED N OT US-
BAYER-200813011NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 629 DAY BAYER
Medical device complication  
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6607245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2008 6607245 NON-EXPEDITED N OT US-
BAYER-200817803NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
AFFECT LABILITY  
AMENORRHOEA  
DYSPAREUNIA  
FATIGUE  
GENITAL HAEMORRHAGE  
NIGHT SWEATS  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  
STRESS  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

6615707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2008 6615707 NON-EXPEDITED Y OT US-
BAYER-200819619NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 36 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6571105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6571105 NON-EXPEDITED N OT US-
BAYER-200815215NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 37 DAY BAYER
Medical device complication  
PELVIC PAIN  

6577951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6577951 EXPEDITED (15-DAY) N OT US-
BAYER-200816038NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTHYROIDISM MIRENA S INTRAUTERINE  BAYER
POLYMENORRHOEA SYNTHROID C  
MENORRHAGIA SINGULAIR C ORAL  
ABDOMINAL PAIN WELLBUTRIN XL C ORAL  
GENITAL HAEMORRHAGE  

6603795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6603795 NON-EXPEDITED N OT US-
BAYER-200817807NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6614422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6614422 NON-EXPEDITED N OT US-
BAYER-200819500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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6614485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6614485 NON-EXPEDITED N US-
BAYER-200819421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6614866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6614866 NON-EXPEDITED Y OT US-
BAYER-200819415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  

6615706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6615706 NON-EXPEDITED N HO US-
BAYER-200819422NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6624128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6624128 NON-EXPEDITED Y HO,OT US-
BAYER-200820268NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 47 DAY BAYER
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6627070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6627070 NON-EXPEDITED N OT US-
BAYER-200820962NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication ASCORBIC ACID\CALCIUM

PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C  

ABDOMINAL PAIN  
DYSURIA  
PROCEDURAL PAIN  

6649288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6649288 NON-EXPEDITED Y OT US-
BAYER-200823286NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 34 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

6652810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6652810 EXPEDITED (15-DAY) Y HO,OT FR-
JNJFOC-20080407654

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM REMICADE S INTRAVENOUS 6 infusions  
OVARIAN CYST NORDETTE S ORAL  
ANKYLOSING SPONDYLITIS MORPHINE SULFATE C  

PHENYLBUTAZONE C  
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6654975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6654975 EXPEDITED (15-DAY) Y OT US-
BAYER-200823889NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 5 MTH BAYER
Device dislocation  
PELVIC ABSCESS  
UTERINE RUPTURE  

6663130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6663130 EXPEDITED (15-DAY) N HO AU-
BAYER-200819690GPV

30 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
SEPSIS  

6680307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6680307 EXPEDITED (15-DAY) HO,OT TPH-00047 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

LOWER LIMB FRACTURE  
POLYMENORRHOEA  

6460031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6460031 EXPEDITED (15-DAY) Y HO US-BAYER-
US-2007-040842

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 60 DAY BAYER
Hypoaesthesia SINGULAIR C  
DYSPNOEA  
PARAESTHESIA  
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6547984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6547984 NON-EXPEDITED N US-BAYER-
US-2007-043005

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

6555703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6555703 NON-EXPEDITED N OT US-
BAYER-200813891NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 391 DAY BAYER
ABDOMINAL PAIN WELLBUTRIN C ORAL  
VAGINAL HAEMORRHAGE LORATADINE C ORAL  
ADHESION  
BACK PAIN  
HYDROMETRA  
MASS  
Medical device complication  
MENORRHAGIA  

6632109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6632109 NON-EXPEDITED Y OT US-
BAYER-200821186NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device dislocation FLUOXETINE C ORAL  
DEPRESSED MOOD  
Medical device complication  
POOR QUALITY SLEEP  
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6638743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6638743 NON-EXPEDITED N OT US-
BAYER-200822014NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 59 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PROCEDURAL PAIN  

6639719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6639719 NON-EXPEDITED Y OT US-
BAYER-200822303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6655702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2008 6655702 NON-EXPEDITED N US-
BAYER-200812386NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

KEFLEX C ORAL  
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Detailed Report
6551486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6551486 EXPEDITED (15-DAY) Y HO FR-
BAYER-200812470GPV

55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE Total daily dose: 20 µG 10 YR BAYER
ABDOMINAL PAIN  
ADENOMYOSIS  
ANAEMIA  
Device dislocation  
ENDOMETRIOSIS  
PERITONEAL LESION  
PYREXIA  

6577952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6577952 NON-EXPEDITED N OT US-
BAYER-200816170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6577960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6577960 EXPEDITED (15-DAY) Y OT US-
BAYER-200816172NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
PARAESTHESIA  

6577981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6577981 NON-EXPEDITED Y US-
BAYER-200816037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
UTERINE HAEMORRHAGE  
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6579788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6579788 NON-EXPEDITED Y OT US-
BAYER-200816231NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 44 DAY BAYER
Medical device complication  

6625726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6625726 EXPEDITED (15-DAY) N US-
BAYER-200820746NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE 1 YR BAYER
WEIGHT DECREASED LIBRAX C ORAL  

XANAX C ORAL  
CELEXA C ORAL  

6627069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6627069 NON-EXPEDITED N US-
BAYER-200819872NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6629041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6629041 EXPEDITED (15-DAY) Y HO,LT SE-
BAYER-200815240GPV

44 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES SIMPLEX MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 YR BAYER
HERPES SIMPLEX HEPATITIS UNSPECIFIED INGREDIENT C UNKNOWN  
SALPINGITIS  
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6630057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6630057 NON-EXPEDITED N US-
BAYER-200820735NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
BREAST MASS  
BREAST PAIN  
CHEST PAIN  
CHILLS  
MENORRHAGIA  
PYREXIA  

6630074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6630074 NON-EXPEDITED N US-
BAYER-200821085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 129 DAY BAYER
METRORRHAGIA  

6641639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6641639 NON-EXPEDITED N OT US-
BAYER-200822142NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 190 DAY BAYER
PELVIC PAIN  

6645098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6645098 NON-EXPEDITED Y OT US-
BAYER-200823133NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6668397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6668397 EXPEDITED (15-DAY) Y OT GB-
BAYER-200811472BNE

31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia MIRENA S INTRAUTERINE  BAYER
HYPOAESTHESIA PROVERA C ORAL  

6668452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6668452 NON-EXPEDITED N US-
BAYER-200813274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 78 DAY BAYER

6668465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6668465 NON-EXPEDITED N US-
BAYER-200822835NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
HEADACHE  
MALAISE  

6668472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6668472 NON-EXPEDITED N US-
BAYER-200822360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6668481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6668481 EXPEDITED (15-DAY) N OT BR-
BAYER-200814831LA

38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WHITE BLOOD CELL COUNT DECREASED MIRENA S INTRAUTERINE  BAYER
NAUSEA FAMOTIDINE C ORAL 8 DAY
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ACNE  
ASTHENIA  
BACK PAIN  
CHEST PAIN  
CHILLS  
DIZZINESS  
EAR DISCOMFORT  
GASTROINTESTINAL CANDIDIASIS  
HEADACHE  
MENORRHAGIA  
OVARIAN CYST  
PREMATURE MENOPAUSE  
TREMOR  
VISION BLURRED  
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Detailed Report
6684603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6684603 EXPEDITED (15-DAY) Y DS 8030923 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME NIFEDIPINE S 10 MG 1/D  
DEPRESSION AMITRIPTYLINE

HYDROCHLORIDE
S 150 MG 1/D  

INSOMNIA CALCIUM CARBONATE S 1 DF 1/D  
RAYNAUD'S PHENOMENON ETHINYL ESTRADIOL

\LEVONORGESTREL
S 30 MG 1/D  

DRUG INTERACTION PROVIGIL S ORAL 200 MG 1/D PO  
INFECTION PROVIGIL S ORAL PO  

MULTI-VITAMIN C  

6684884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6684884 EXPEDITED (15-DAY) N OT 028682 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL ORAL  
ABORTION SPONTANEOUS  
MATERNAL DRUGS AFFECTING FOETUS  
UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  

6816515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6816515 DIRECT N OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B S ORAL LEVONORGESTREL

1.5MG 1 EVERY 12HRS
1DAY PO

12 HR

ACNE  
CANDIDIASIS  
MOOD SWINGS  

Page: 349 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6688825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2008 6688825 DIRECT N DS 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S VAGINAL SLOW RELEASE

5YEAR VAG
 BAYER

ABDOMINAL PAIN  
ACNE  
ANXIETY  
BACK PAIN  
BREAST PAIN  
DEPRESSION  
EAR PAIN  
FATIGUE  
HOT FLUSH  
INFECTION  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MENOPAUSE  
MOOD SWINGS  
SKIN DISORDER  
WEIGHT INCREASED  

6574282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6574282 NON-EXPEDITED N OT US-
BAYER-200816048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6585553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6585553 EXPEDITED (15-DAY) N OT US-
BAYER-200816378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6585564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6585564 EXPEDITED (15-DAY) N OT US-
BAYER-200816396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6607178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6607178 NON-EXPEDITED N OT US-
BAYER-200818585NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 196 DAY BAYER

6607184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6607184 NON-EXPEDITED Y OT US-
BAYER-200818587NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 92 DAY BAYER

6607185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6607185 NON-EXPEDITED Y OT US-
BAYER-200818590NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 401 DAY BAYER
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Detailed Report
6607186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6607186 NON-EXPEDITED N OT US-
BAYER-200818589NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 239 DAY BAYER

6607188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6607188 NON-EXPEDITED Y OT US-
BAYER-200818591NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 274 DAY BAYER

6608850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6608850 NON-EXPEDITED N OT US-
BAYER-200818937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6614867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6614867 NON-EXPEDITED N HO,OT US-
BAYER-200819525NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 8 MTH BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  
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Detailed Report
6615699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6615699 NON-EXPEDITED Y OT US-
BAYER-200819406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 WEEK BAYER
Medical device complication  

6615705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6615705 NON-EXPEDITED N OT US-
BAYER-200819864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6616612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6616612 NON-EXPEDITED N OT US-
BAYER-200819625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 119 DAY BAYER
PELVIC PAIN  

6620116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6620116 EXPEDITED (15-DAY) N OT US-
BAYER-200819631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

6638731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6638731 NON-EXPEDITED Y OT US-
BAYER-200822067NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 121 DAY BAYER
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Detailed Report
6670612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6670612 NON-EXPEDITED N US-
BAYER-200823213NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  

6670615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6670615 NON-EXPEDITED Y US-
BAYER-200823211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6687843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2008 6687843 DIRECT OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA SEASONALE S ORAL ONE Q DAY PO 90 DAY
THERAPEUTIC RESPONSE UNEXPECTED WITH
DRUG SUBSTITUTION

 

6512089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6512089 EXPEDITED (15-DAY) N OT US-
BAYER-200716527NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE 5 YR BAYER
FACIAL PARESIS MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Hypoaesthesia  
HYPOAESTHESIA  
MUSCULAR WEAKNESS  
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Detailed Report
6514500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6514500 EXPEDITED (15-DAY) N HO,OT IT-
BAYER-200718090GPV

42 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE Total daily dose: 20 µG 20 DAY BAYER
ANAEMIA  
ENDOMETRIAL HYPERPLASIA  
UTERINE POLYP  

6598468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6598468 EXPEDITED (15-DAY) N HO US-
BAYER-200817017NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE  BAYER
CYSTITIS BETAHACOGNERIC C  
VAGINAL DISCHARGE ZITHROMAX C  
PYREXIA CEFAPIRIN C  
CHILLS  
FALL  

6607258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6607258 NON-EXPEDITED Y US-
BAYER-200818287NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 6 MTH BAYER
Bacterial test positive  

Page: 355 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6622682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6622682 NON-EXPEDITED Y US-
BAYER-200817900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 14 DAY BAYER
Medical device complication  

6625717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6625717 EXPEDITED (15-DAY) Y DS,OT GB-
BAYER-200810676BNE

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACERATION MIRENA S  BAYER
HAEMORRHAGE  
HYPERHIDROSIS  
PALLOR  
PRESYNCOPE  

6629271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6629271 EXPEDITED (15-DAY) Y HO,OT US-WYE-H03725408 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LYBREL S ORAL unknown 35 DAY WYETH
CONVULSION LUPRON C UNKNOWN  DAY UNKNOWN

6653015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6653015 NON-EXPEDITED N HO,OT US-
BAYER-200823853NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 11 DAY BAYER

NUVARING C  
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Detailed Report
6671920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6671920 NON-EXPEDITED N OT US-
BAYER-200825773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER

6671974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6671974 NON-EXPEDITED N CA-
BAYER-200819522NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 6 WEEK BAYER
MUSCLE TIGHTNESS  

6671983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6671983 NON-EXPEDITED N US-
BAYER-200820723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6672032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6672032 NON-EXPEDITED Y US-
BAYER-200823636NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6727645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6727645 NON-EXPEDITED N OT US-WYE-H04110208 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
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Detailed Report
6728173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6728173 NON-EXPEDITED Y OT US-WYE-H03087208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

6749362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6749362 NON-EXPEDITED Y OT US-WYE-H02756108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY LYBREL S ORAL ORAL 3 DAY

6749363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6749363 NON-EXPEDITED Y OT US-WYE-H02862908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

DRUG INEFFECTIVE  

6671902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2008 6671902 EXPEDITED (15-DAY) N OT CR-
BAYER-200815046LA

28 YR Female CRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE  BAYER
BREAST MASS  

6671987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2008 6671987 NON-EXPEDITED N US-
BAYER-200819408NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6671992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2008 6671992 NON-EXPEDITED Y US-
BAYER-200819922NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6674075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2008 6674075 NON-EXPEDITED N US-
BAYER-200825271NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA YAZ S ORAL  BAYER
Abnormal withdrawal bleeding PLAN B S ORAL Unit dose: 0.75 MG  
HEADACHE  
METRORRHAGIA  

6551483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6551483 EXPEDITED (15-DAY) N OT US-
BAYER-200812762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S 1 MTH BAYER

6593504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6593504 NON-EXPEDITED N OT US-
BAYER-200817085NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 512 DAY BAYER
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Detailed Report
6596939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6596939 EXPEDITED (15-DAY) Y HO,OT US-BAYER-
US-2006-028086

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS ACUTE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
DYSPAREUNIA  
DYSURIA  
FEELING COLD  
FLANK PAIN  
GROIN PAIN  
GYNAECOLOGICAL CHLAMYDIA INFECTION  
Medical device complication  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
METRORRHAGIA  
NAUSEA  
PAIN IN EXTREMITY  
PARAESTHESIA  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
PROCEDURAL PAIN  
PYREXIA  
TREMOR  
VAGINAL HAEMORRHAGE  
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Detailed Report
6620122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6620122 NON-EXPEDITED N US-
BAYER-200819230NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 237 DAY BAYER
PREMENSTRUAL SYNDROME SPIRONOLACTONE C  
BREAST TENDERNESS ROZEREM C  
ARTHRALGIA  
BLEPHAROSPASM  
HYPOAESTHESIA  
MUSCLE SPASMS  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6646190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6646190 NON-EXPEDITED N OT US-
BAYER-200823092NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 42 MTH BAYER
Medical device complication  

6671967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6671967 NON-EXPEDITED Y US-
BAYER-200818918NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 5 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
GENITAL PAIN  
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Detailed Report
6674731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674731 NON-EXPEDITED N US-
BAYER-200813318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6674732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674732 NON-EXPEDITED Y US-
BAYER-200813308NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6674735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674735 NON-EXPEDITED N US-
BAYER-200817642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PAIN MIRENA S INTRAUTERINE 13 DAY BAYER

6674737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674737 NON-EXPEDITED N US-
BAYER-200817667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 147 DAY BAYER

6674738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674738 NON-EXPEDITED N US-
BAYER-200817617NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 40 DAY BAYER
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Detailed Report
6674739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674739 NON-EXPEDITED N US-
BAYER-200817639NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6674740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674740 NON-EXPEDITED N US-
BAYER-200817621NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 40 DAY BAYER

6674743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674743 NON-EXPEDITED N US-
BAYER-200817647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6674747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674747 NON-EXPEDITED N US-
BAYER-200817728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 291 DAY BAYER

6674752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674752 NON-EXPEDITED N US-
BAYER-200824010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE TRI-LEVLEN S ORAL 20 YR BAYER
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6674754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674754 NON-EXPEDITED N US-
BAYER-200817637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6674755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674755 NON-EXPEDITED N US-
BAYER-200817651NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6674757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674757 NON-EXPEDITED Y US-
BAYER-200823895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6674758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6674758 NON-EXPEDITED N US-
BAYER-200817620NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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6545466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6545466 NON-EXPEDITED N US-
BAYER-200715276NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
HYPOAESTHESIA ORAL LEVOTHYROXINE SODIUM C ORAL  
PARAESTHESIA ORAL CALCIUM C  
APPLICATION SITE PRURITUS  

6570151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6570151 EXPEDITED (15-DAY) Y HO,OT BE-
BAYER-200812226GPV

34 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

POSTPARTUM HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA C INTRAUTERINE  
ABDOMINAL PAIN  
BACK PAIN  
BACTERIAL INFECTION  
CHORIOAMNIONITIS  
FATIGUE  
GENITAL HAEMORRHAGE  
GROIN PAIN  
Haemorrhage in pregnancy  
HYPOTENSION  
MALAISE  
NAUSEA  
PLACENTA ACCRETA  
VAGINAL DISCHARGE  
WEIGHT FLUCTUATION  
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6591360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6591360 EXPEDITED (15-DAY) N HO US-
BAYER-200817386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC STROKE MIRENA S INTRAUTERINE  BAYER

6593505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6593505 NON-EXPEDITED N OT US-
BAYER-200817110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER

6601479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6601479 EXPEDITED (15-DAY) N HO,OT BE-
BAYER-200815282GPV

30 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 426 DAY BAYER

ACUTE ABDOMEN VENTOLIN C  
INTRA-ABDOMINAL HAEMORRHAGE  

6602786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6602786 EXPEDITED (15-DAY) N HO,LT,OT FR-
BAYER-200814624GPV

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 2 YR BAYER

ABDOMINAL PAIN LOWER  
METRORRHAGIA  
PERITONEAL HAEMORRHAGE  
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6605853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6605853 NON-EXPEDITED Y US-
BAYER-200716611NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA IBUPROFEN C  
Medical device complication  
PELVIC DISCOMFORT  

6610579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6610579 NON-EXPEDITED N US-
BAYER-200815790NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 107 DAY BAYER

EFFEXOR C  
NIRTROQUICK C  
PRENATABS FA C  

6619275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6619275 EXPEDITED (15-DAY) N OT US-
BAYER-200819868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH IMPACTED MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN PENICILLIN C  
ABDOMINAL TENDERNESS  
GENITAL HAEMORRHAGE  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
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6620111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6620111 NON-EXPEDITED Y OT US-
BAYER-200819982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 YR BAYER
Device expulsion  
Medical device complication  

6621305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6621305 NON-EXPEDITED Y US-
BAYER-200814457NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 59 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
LEVOXYL C UNKNOWN  

6622669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6622669 NON-EXPEDITED N US-
BAYER-200817888NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
DIZZINESS PROZAC C  
HOT FLUSH XANAX C  
CHILLS DOXYCYCLINE C  
GENITAL HAEMORRHAGE  
NIGHT SWEATS  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  
PYREXIA  
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6624124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6624124 EXPEDITED (15-DAY) Y OT US-
BAYER-200820115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 2 YR BAYER
Medical device complication  
UTERINE LEIOMYOMA  
VAGINAL HAEMORRHAGE  

6625693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6625693 NON-EXPEDITED N US-
BAYER-200813907NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN ALLEGRA C  
ABDOMINAL PAIN  
BREAST PAIN  
SINUSITIS  
VULVOVAGINAL MYCOTIC INFECTION  

6643036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6643036 NON-EXPEDITED Y OT US-
BAYER-200822138NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 138 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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6647473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6647473 NON-EXPEDITED Y US-
BAYER-200816435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE  BAYER

6673238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6673238 NON-EXPEDITED N US-
BAYER-200822449NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 43 DAY BAYER

6676131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676131 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200817868GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

METRORRHAGIA AMITRIPTYLINE
HYDROCHLORIDE

C ORAL  

ABDOMINAL PAIN PREGABALIN C ORAL  
PELVIC PAIN  
PERITONEAL HAEMORRHAGE  

6676192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676192 NON-EXPEDITED N US-
BAYER-200813435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

Page: 370 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6676193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676193 NON-EXPEDITED Y US-
BAYER-200813902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676194 NON-EXPEDITED Y US-
BAYER-200814182NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6676195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676195 NON-EXPEDITED Y US-
BAYER-200814181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676196 NON-EXPEDITED Y US-
BAYER-200814180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676197 NON-EXPEDITED Y US-
BAYER-200813996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 0 DAY BAYER
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6676198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676198 NON-EXPEDITED N US-
BAYER-200814633NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

CALCIUM C UNKNOWN  
PROZAC C UNKNOWN  

6676199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676199 NON-EXPEDITED Y US-
BAYER-200813986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6676200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676200 NON-EXPEDITED N US-
BAYER-200814249NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 76 DAY BAYER

6676201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676201 NON-EXPEDITED N US-
BAYER-200814442NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FLATULENCE  
NAUSEA  
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6676203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676203 NON-EXPEDITED Y US-
BAYER-200813844NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 209 DAY BAYER
UTERINE SPASM  

6676204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676204 NON-EXPEDITED N US-
BAYER-200814223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676205 NON-EXPEDITED Y US-
BAYER-200814429NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication VITAMINS C UNKNOWN  

6676206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676206 NON-EXPEDITED N US-
BAYER-200814593NA

21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6676207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676207 NON-EXPEDITED N US-
BAYER-200814055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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6676208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676208 NON-EXPEDITED N US-
BAYER-200814452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676209 NON-EXPEDITED N US-
BAYER-200814432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 DAY BAYER
Vulvovaginal pain MIRENA S INTRAUTERINE  BAYER

6676210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676210 NON-EXPEDITED N US-
BAYER-200814433NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6676211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676211 NON-EXPEDITED N US-
BAYER-200814218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676212 NON-EXPEDITED N US-
BAYER-200814177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6676213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676213 NON-EXPEDITED N US-
BAYER-200814608NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6676214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676214 NON-EXPEDITED N US-
BAYER-200814211NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6676215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676215 NON-EXPEDITED N US-
BAYER-200814662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER

PHENTERMINE C UNKNOWN  

6676216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676216 NON-EXPEDITED Y US-
BAYER-200813991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE 0 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6676222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676222 NON-EXPEDITED Y US-
BAYER-200814906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER
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6676223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676223 NON-EXPEDITED N US-
BAYER-200815951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676228 NON-EXPEDITED Y US-
BAYER-200814793NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6676233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676233 NON-EXPEDITED N US-
BAYER-200816363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676234 NON-EXPEDITED Y US-
BAYER-200814816NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6676241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676241 NON-EXPEDITED Y US-
BAYER-200815828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 49 DAY BAYER
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6676243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676243 NON-EXPEDITED N US-
BAYER-200815934NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
PAIN NEXIUM C ORAL  
ALOPECIA PRAVACHOL C ORAL  

6676244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676244 NON-EXPEDITED N US-
BAYER-200823265NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6676246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676246 NON-EXPEDITED N US-
BAYER-200815798NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
NAUSEA  

6676251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676251 NON-EXPEDITED N US-
BAYER-200823991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6676252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676252 NON-EXPEDITED Y US-
BAYER-200823370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6676255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676255 NON-EXPEDITED Y US-
BAYER-200823368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2008 6676256 NON-EXPEDITED N US-
BAYER-200823529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
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6570156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6570156 EXPEDITED (15-DAY) Y US-
BAYER-200814795NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE ENLARGEMENT MIRENA S INTRAUTERINE 134 DAY BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
DEPRESSION  
FLUID RETENTION  
GENITAL HAEMORRHAGE  
HEADACHE  
LIBIDO DECREASED  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6605848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6605848 EXPEDITED (15-DAY) N OT US-
BAYER-200810491NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
HYPERHIDROSIS  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  
VULVOVAGINAL PRURITUS  
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6620117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6620117 NON-EXPEDITED Y OT US-
BAYER-200820229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6622632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6622632 NON-EXPEDITED Y OT US-
BAYER-200820273NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6624127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6624127 NON-EXPEDITED Y OT US-
BAYER-200820161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 DAY BAYER

6629037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6629037 NON-EXPEDITED N OT US-
BAYER-200820812NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 56 DAY BAYER
Medical device complication  
UTERINE RUPTURE  
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Detailed Report
6631119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6631119 EXPEDITED (15-DAY) Y OT US-
BAYER-200821219NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 181 DAY BAYER
Device expulsion  

6655558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6655558 NON-EXPEDITED N HO,OT US-
BAYER-200824203NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
ABDOMINAL PAIN  
PAIN  
VAGINAL HAEMORRHAGE  

6680013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680013 EXPEDITED (15-DAY) Y OT FR-
BAYER-200820780GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6680053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680053 NON-EXPEDITED N US-
BAYER-200817606NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6680055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680055 NON-EXPEDITED N US-
BAYER-200817265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6680057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680057 NON-EXPEDITED Y US-
BAYER-200817591NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6680058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680058 NON-EXPEDITED Y US-
BAYER-200817578NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 158 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6680059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680059 NON-EXPEDITED N US-
BAYER-200816968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6680060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680060 NON-EXPEDITED N US-
BAYER-200816983NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6680061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680061 NON-EXPEDITED N US-
BAYER-200817124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6680062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680062 NON-EXPEDITED N US-
BAYER-200816982NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6680064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680064 NON-EXPEDITED N US-
BAYER-200816969NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6680065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680065 NON-EXPEDITED N US-
BAYER-200816696NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6680067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680067 NON-EXPEDITED N US-
BAYER-200816989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6680069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680069 NON-EXPEDITED N US-
BAYER-200816979NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 DAY BAYER

6680073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680073 NON-EXPEDITED Y US-
BAYER-200817743NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6680079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680079 NON-EXPEDITED N US-
BAYER-200825726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6680080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680080 NON-EXPEDITED N US-
BAYER-200824389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 118 DAY BAYER

6680081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680081 NON-EXPEDITED Y US-
BAYER-200817734NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6680083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680083 NON-EXPEDITED N US-
BAYER-200822725NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL VOMITING MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  

6680087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680087 NON-EXPEDITED N US-
BAYER-200824002NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6680109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680109 NON-EXPEDITED N US-
BAYER-200825870NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 1 YR BAYER

6680110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680110 NON-EXPEDITED N US-
BAYER-200822354NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6680120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680120 NON-EXPEDITED N US-
BAYER-200815425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6680121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680121 NON-EXPEDITED Y US-
BAYER-200816496NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6680122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680122 NON-EXPEDITED N US-
BAYER-200816526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6680123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680123 NON-EXPEDITED N US-
BAYER-200816683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6680124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680124 NON-EXPEDITED N US-
BAYER-200817733NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 12 MTH BAYER
Device expulsion  

6680125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680125 NON-EXPEDITED N US-
BAYER-200816708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6680127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6680127 NON-EXPEDITED N US-
BAYER-200816797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6692221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6692221 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  
ACNE  
BLEEDING ANOVULATORY  
CONDITION AGGRAVATED  
HEADACHE  

6692915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6692915 DIRECT N 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 5 MTH
ALOPECIA  
AMENORRHOEA  
HEADACHE  
MOOD ALTERED  
PAIN  
SALPINGITIS  
WEIGHT INCREASED  

Page: 387 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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6693418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6693418 EXPEDITED (15-DAY) N OT 029529 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B S ORAL 1 TABLET,ORAL  
DYSPNOEA  

6088690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6088690 EXPEDITED (15-DAY) Y HO US-
JNJFOC-20060405602

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL ABSCESS ORTHO EVRA S TRANSDERMAL  
THROMBOSIS ORTHO EVRA S TRANSDERMAL  
NEPHROLITHIASIS TRIPHASIL-21 S  

TOPAMAX C  

6653014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6653014 NON-EXPEDITED N OT US-
BAYER-200824122NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
DISCOMFORT  
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
Medical device complication  
MENSTRUAL DISORDER  
NAUSEA  
PROCEDURAL PAIN  
UTERINE RUPTURE  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  
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Detailed Report
6671982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6671982 NON-EXPEDITED Y US-
BAYER-200819757NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 180 DAY BAYER
WEIGHT INCREASED FLONASE C  
ASTHMA  
BRONCHITIS  

6681301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681301 NON-EXPEDITED N US-
BAYER-200814980NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6681303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681303 NON-EXPEDITED N US-
BAYER-200814945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  

6681304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681304 NON-EXPEDITED N US-
BAYER-200810601NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER
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6681305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681305 NON-EXPEDITED N US-
BAYER-200814942NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRA-ARTICULAR  BAYER

ATENOLOL C ORAL  
IMITREX C ORAL  

6681306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681306 NON-EXPEDITED N US-
BAYER-200814974NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER DEPO-PROVERA C  
BACK PAIN  
PAIN IN EXTREMITY  

6681307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681307 NON-EXPEDITED N US-
BAYER-200814697NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 61 MTH BAYER
WEIGHT INCREASED HYDROCHLOROTHIAZIDE C  
GENITAL HAEMORRHAGE CRESTOR C  
VAGINAL HAEMORRHAGE CLARITIN C  

LOESTRIN 1.5/30 21 DAY C  
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Detailed Report
6681308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681308 NON-EXPEDITED N US-
BAYER-200814946NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

LISINOPRIL C ORAL  

6681309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681309 NON-EXPEDITED N US-
BAYER-200815063NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6681310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681310 NON-EXPEDITED N US-
BAYER-200815208NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER
ACNE  
PROCEDURAL PAIN  

6681312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681312 NON-EXPEDITED N US-
BAYER-200815375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6681313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681313 NON-EXPEDITED N US-
BAYER-200815073NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ALOPECIA  

6681314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681314 NON-EXPEDITED N US-
BAYER-200815319NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
DYSPAREUNIA  

6681315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681315 NON-EXPEDITED N US-
BAYER-200815510NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 5 MTH BAYER
DYSPNOEA  
PALPITATIONS  
PARAESTHESIA  

6681317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681317 NON-EXPEDITED N US-
BAYER-200815667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 30 MTH BAYER
MENSTRUAL DISORDER  
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Detailed Report
6681320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681320 NON-EXPEDITED N US-
BAYER-200815079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER LEVOTHYROXINE SODIUM C ORAL  

6681321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681321 NON-EXPEDITED N US-
BAYER-200815005NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
PREMENSTRUAL SYNDROME  

6681322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681322 NON-EXPEDITED N US-
BAYER-200815340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA MIRENA S INTRAUTERINE  BAYER

6681325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681325 NON-EXPEDITED N US-
BAYER-200815008NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6681331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681331 NON-EXPEDITED N US-
BAYER-200815689NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
Medical device complication  

6681334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681334 NON-EXPEDITED N US-
BAYER-200815006NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6681335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681335 NON-EXPEDITED N US-
BAYER-200817264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6681336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681336 NON-EXPEDITED N US-
BAYER-200815794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6681340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681340 NON-EXPEDITED N US-
BAYER-200819579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6681341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681341 NON-EXPEDITED N US-
BAYER-200819392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6681348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681348 NON-EXPEDITED N US-
BAYER-200819382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6681352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681352 NON-EXPEDITED N US-
BAYER-200819783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6681354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681354 NON-EXPEDITED N US-
BAYER-200819418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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6681355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6681355 NON-EXPEDITED N US-
BAYER-200819439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6693814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6693814 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
ABDOMINAL PAIN UPPER  
ASTHENIA  
CONSTIPATION  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
SECRETION DISCHARGE  
VISION BLURRED  

6694443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2008 6694443 DIRECT N HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S VAGINAL ONCE EVERY 5 YEARS

VAG
 BAYER

BACK PAIN  
POST PROCEDURAL COMPLICATION  
SYNCOPE  
VOMITING  
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6593507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6593507 EXPEDITED (15-DAY) Y OT US-
BAYER-200816855NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 12 DAY BAYER
ABDOMINAL DISTENSION  
BREAST CANCER  
HEADACHE  
INTRA-ABDOMINAL HAEMATOMA  
LOSS OF CONSCIOUSNESS  
LUNG NEOPLASM  
MASS  
SARCOIDOSIS  

6620112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6620112 NON-EXPEDITED Y OT US-
BAYER-200820130NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  

6634179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6634179 NON-EXPEDITED N US-
BAYER-200816642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE 21 DAY BAYER
BREAST SWELLING  
BREAST TENDERNESS  
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Detailed Report
6671900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6671900 NON-EXPEDITED N OT US-
BAYER-200825363NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation MIRENA S INTRAUTERINE  BAYER

YAZ C  
VITAMINS C  

6684955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684955 NON-EXPEDITED N US-
BAYER-200816576NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE LEVOTHYROXINE SODIUM C UNKNOWN  
AMENORRHOEA VYTORIN C UNKNOWN  
BREAST PAIN ALLEGRA C UNKNOWN  
GENITAL HAEMORRHAGE MULTI-VITAMIN C UNKNOWN  
HYPOMENORRHOEA  

6684956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684956 NON-EXPEDITED N US-
BAYER-200815955NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6684957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684957 NON-EXPEDITED N US-
BAYER-200816331NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRA-ARTICULAR  BAYER
MOOD SWINGS PAXIL C  
DEPRESSION  
SOCIAL PHOBIA  

6684958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684958 NON-EXPEDITED N US-
BAYER-200815862NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 173 DAY BAYER
BACK PAIN  
BONE PAIN  
DEPRESSION  
GENITAL HAEMORRHAGE  
HEADACHE  
MOOD SWINGS  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

6684959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684959 NON-EXPEDITED N US-
BAYER-200816349NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 1 YR BAYER
GENITAL HAEMORRHAGE LEVOTHYROXINE SODIUM C ORAL  

PROZAC C ORAL  
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Detailed Report
6684960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684960 NON-EXPEDITED N US-
BAYER-200816035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE  BAYER

6684961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684961 NON-EXPEDITED N US-
BAYER-200815922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 MTH BAYER
ABDOMINAL PAIN  
BACK PAIN  
GENITAL HAEMORRHAGE  

6684963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684963 NON-EXPEDITED N US-
BAYER-200816465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL UNSPECIFIED INGREDIENT C UNKNOWN  
HEADACHE  
Medical device complication  

6684964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684964 NON-EXPEDITED N US-
BAYER-200815876NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
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6684965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684965 NON-EXPEDITED N US-
BAYER-200816060NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6684966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684966 NON-EXPEDITED N US-
BAYER-200815927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6684967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684967 NON-EXPEDITED N US-
BAYER-200816086NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 494 DAY BAYER

6684968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684968 NON-EXPEDITED N US-
BAYER-200815958NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6684970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684970 NON-EXPEDITED N US-
BAYER-200816152NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
VERTIGO THYROID, UNSPECIFIED C ORAL  
AMENORRHOEA  
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Detailed Report
6684971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684971 NON-EXPEDITED N US-
BAYER-200815896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6684973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684973 NON-EXPEDITED N US-
BAYER-200815953NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

CLONIDINE TRANSDERMAL
SYSTEM

C ORAL  

6684974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684974 NON-EXPEDITED Y US-
BAYER-200823620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

6684975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684975 NON-EXPEDITED N US-
BAYER-200826273NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 130 DAY BAYER
ENDOMETRITIS  
GENITAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  
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Detailed Report
6684976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684976 NON-EXPEDITED N US-
BAYER-200823616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 102 DAY BAYER

6684977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684977 NON-EXPEDITED N US-
BAYER-200824316NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6684978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684978 NON-EXPEDITED N US-
BAYER-200816693NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6684980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684980 NON-EXPEDITED N US-
BAYER-200819325NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6684981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684981 NON-EXPEDITED N US-
BAYER-200816501NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6684982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684982 NON-EXPEDITED N US-
BAYER-200815919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE  BAYER

AMOXICILLIN C  

6684983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684983 NON-EXPEDITED Y US-
BAYER-200823204NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6684984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684984 NON-EXPEDITED N US-
BAYER-200819321NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6684985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684985 NON-EXPEDITED N US-
BAYER-200823610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6684986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684986 NON-EXPEDITED N US-
BAYER-200823614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6684988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684988 NON-EXPEDITED Y US-
BAYER-200824649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6684992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684992 NON-EXPEDITED Y US-
BAYER-200822846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6684993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684993 NON-EXPEDITED Y US-
BAYER-200823612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6684994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684994 NON-EXPEDITED N US-
BAYER-200823626NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6684995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684995 NON-EXPEDITED N US-
BAYER-200816679NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
NIPPLE PAIN  
VAGINAL DISCHARGE  
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Detailed Report
6684997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684997 NON-EXPEDITED N US-
BAYER-200816681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6684998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6684998 NON-EXPEDITED N US-
BAYER-200823209NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
VOMITING  

6685000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6685000 NON-EXPEDITED N US-
BAYER-200816705NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6685001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6685001 NON-EXPEDITED N US-
BAYER-200823624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6686170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2008 6686170 EXPEDITED (15-DAY) OT TPH-00054 23 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL S ORAL ORAL  
ABORTION THREATENED MICROVLAR C  
ABDOMINAL PAIN  
HAEMORRHAGE IN PREGNANCY  
HEADACHE  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

INFECTION  
MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUATION DELAYED  
VOMITING  

6447086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2008 6447086 EXPEDITED (15-DAY) Y OT B0491949A 23 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY LAMICTAL S ORAL 100MG Twice per day  GLAXOSMITHKLINE
UNINTENDED PREGNANCY TRIPHASIL-21 S ORAL 1TAB Per day  
DRUG INTERACTION FOLIC ACID C UNKNOWN  
LIVE BIRTH  
Maternal exposure during pregnancy  
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Detailed Report
6695478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2008 6695478 EXPEDITED (15-DAY) N OT 029526 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 22 TABLET, SINGLE,

ORAL
 

ABDOMINAL PAIN LOWER SEROQUEL C  
VAGINAL HAEMORRHAGE KLONOPIN C  
UNINTENDED PREGNANCY GLUCOPHAGE C  
ABORTION SPONTANEOUS BENADRYL (SODIUM CITRATE,

MENTHOL, AMMONIUM
CHLORIDE)

C  

VICODIN C  
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Detailed Report
6697111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2008 6697111 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
CLUMSINESS  
DEVICE DISLOCATION  
FEELING ABNORMAL  
HAEMORRHAGE  
OEDEMA PERIPHERAL  
OVARIAN CYST  
PELVIC PAIN  
PYREXIA  
THROMBOSIS  
UTERINE ENLARGEMENT  
WEIGHT INCREASED  

6531581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6531581 EXPEDITED (15-DAY) N OT US-
BAYER-200811022NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S INTRAUTERINE 157 DAY BAYER
URETERIC STENOSIS LORTAB C ORAL  
URINARY TRACT INFECTION PHENERGAN C ORAL  
URINE ODOUR ABNORMAL  
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Detailed Report
6544203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6544203 NON-EXPEDITED Y OT US-
BAYER-200812421NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 68 DAY BAYER
PROCEDURAL PAIN VITAMINS C  
FEELING ABNORMAL  
Medical device complication  
POST PROCEDURAL DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  

6559885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6559885 EXPEDITED (15-DAY) N OT US-
BAYER-200814424NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ARTHROPATHY  
LIBIDO DECREASED  
VOMITING IN PREGNANCY  

6585540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6585540 NON-EXPEDITED N US-
BAYER-200816464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6607176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6607176 EXPEDITED (15-DAY) N OT CA-
BAYER-200818279NA

43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 5 YR BAYER
Medical device complication  
UTERINE LEIOMYOMA  

6622653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6622653 NON-EXPEDITED Y US-
BAYER-200814066NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 MTH BAYER

6624169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6624169 NON-EXPEDITED N US-
BAYER-200818493NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
EMOTIONAL DISTRESS  
FEAR  
MENTAL STATUS CHANGES  
PAIN  
POST PROCEDURAL COMPLICATION  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
6624210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6624210 NON-EXPEDITED Y US-
BAYER-200813683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COLPOSCOPY  

6627060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6627060 NON-EXPEDITED N OT US-
BAYER-200821089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 18 DAY BAYER
Medical device complication  
PROCEDURAL PAIN  

6627075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6627075 NON-EXPEDITED Y OT US-
BAYER-200821042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 8 DAY BAYER

6631120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6631120 NON-EXPEDITED Y OT US-
BAYER-200821218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6632057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6632057 NON-EXPEDITED Y US-
BAYER-200821039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 380 DAY BAYER
Medical device complication  
PELVIC PAIN  

6633015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6633015 EXPEDITED (15-DAY) Y US-
BAYER-200821040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
VAGINAL INFECTION  

6634207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6634207 EXPEDITED (15-DAY) Y OT US-
BAYER-200821774NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CROHN'S DISEASE MIRENA S INTRAUTERINE 188 DAY BAYER
UTERINE RUPTURE DOXYCYCLINE C 5 DAY
ABDOMINAL PAIN  
PELVIC INFLAMMATORY DISEASE  
RECTAL HAEMORRHAGE  

6638734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6638734 EXPEDITED (15-DAY) N OT US-
BAYER-200821809NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6666992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6666992 NON-EXPEDITED N OT US-
BAYER-200715093NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
MENSTRUATION DELAYED  

6673300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6673300 NON-EXPEDITED N US-
BAYER-200825444NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  
MALAISE  
Medical device complication  

6680010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6680010 EXPEDITED (15-DAY) Y HO,LT RU-
BAYER-200820715GPV

28 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BLOODY DISCHARGE  
OVARIAN CYST  
SHOCK HAEMORRHAGIC  
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6687502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687502 NON-EXPEDITED N US-
BAYER-200824486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6687503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687503 NON-EXPEDITED N US-
BAYER-200824652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6687504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687504 NON-EXPEDITED N US-
BAYER-200817255NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6687505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687505 NON-EXPEDITED N US-
BAYER-200824664NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6687506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687506 NON-EXPEDITED N US-
BAYER-200817295NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 7 MTH BAYER
ABDOMINAL PAIN  
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6687508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687508 NON-EXPEDITED N US-
BAYER-200824669NA

48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
PENIS DISORDER  

6687509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687509 NON-EXPEDITED N US-
BAYER-200824667NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL COMPLICATION  

6687510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687510 NON-EXPEDITED N US-
BAYER-200817260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COUGH  
GENITAL HAEMORRHAGE  
INFLUENZA  

6687511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687511 NON-EXPEDITED N US-
BAYER-200817150NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6687512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687512 NON-EXPEDITED N US-
BAYER-200814808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 0 DAY BAYER

6687513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687513 NON-EXPEDITED N US-
BAYER-200817199NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6687514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687514 NON-EXPEDITED Y US-
BAYER-200817336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
HAIR DISORDER MIRENA S INTRAUTERINE  BAYER

6687515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687515 NON-EXPEDITED N US-
BAYER-200824481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6687517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687517 NON-EXPEDITED Y US-
BAYER-200824670NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 171 DAY BAYER
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Detailed Report
6687519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687519 NON-EXPEDITED N US-
BAYER-200817149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6687521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687521 NON-EXPEDITED N US-
BAYER-200824741NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6687522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687522 NON-EXPEDITED Y US-
BAYER-200824778NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6687617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687617 NON-EXPEDITED N US-
BAYER-200817444NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL LESION MIRENA S INTRAUTERINE  BAYER

6687618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687618 NON-EXPEDITED N US-
BAYER-200817596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 0 DAY BAYER

Page: 418 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6687619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687619 NON-EXPEDITED N US-
BAYER-200817614NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
HEADACHE MULTI-VITAMIN C ORAL  
BACK PAIN MEDROXYPROGESTERONE

ACETATE
C UNKNOWN  

IRRITABILITY  
NAUSEA  
WEIGHT INCREASED  

6687620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687620 NON-EXPEDITED Y US-
BAYER-200817615NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

PROZAC C  

6687621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687621 NON-EXPEDITED N US-
BAYER-200817585NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6687622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687622 NON-EXPEDITED N US-
BAYER-200817624NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6687626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687626 NON-EXPEDITED N US-
BAYER-200817598NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE  BAYER

6687627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687627 NON-EXPEDITED N US-
BAYER-200817419NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 55 DAY BAYER
ABDOMINAL DISCOMFORT  
Device expulsion  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  
NAUSEA  

6687628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687628 NON-EXPEDITED N US-
BAYER-200817582NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
GENITAL HAEMORRHAGE  
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Detailed Report
6687629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687629 NON-EXPEDITED Y US-
BAYER-200823666NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6687630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687630 NON-EXPEDITED N US-
BAYER-200826276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOCAL SWELLING MIRENA S INTRAUTERINE 10 DAY BAYER
DYSPNOEA  

6687640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6687640 NON-EXPEDITED Y US-
BAYER-200824729NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6697843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6697843 EXPEDITED (15-DAY) N DS TPH-00061 24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 5 YR
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Detailed Report
6730257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2008 6730257 NON-EXPEDITED Y OT 07-002189 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER LOESTRIN 1/20 21 DAY S ORAL 20/1000UG, ORAL  

NORDETTE S ORAL ORAL  
ACTIVELLA S  
PREMARIN S  
PREMARIN S  
PREMPHASE S  
PREMPRO S  
PROVERA S  
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Detailed Report
6625712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6625712 NON-EXPEDITED N OT US-
BAYER-200820127NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 DAY BAYER
Device dislocation CYANOCOBALAMIN\DICLOFENAC

SODIUM\PYRIDOXINE
HYDROCHLORIDE\THIAMINE
MONONITRATE

C  

ABDOMINAL PAIN LOWER CALCIUM C  
BACK PAIN AVINZA C  
PROCEDURAL PAIN FLUOXETINE C  
POST PROCEDURAL HAEMORRHAGE XANAX C  
POST PROCEDURAL DISCOMFORT XANAX C  

AMBIEN CR C  
TRAZODONE HYDROCHLORIDE C  
ZOMIG C  
ACTIQ C  
PERCOCET C  
PHENERGAN C  
FLEXERIL C  
ALLEGRA-D C  
FORTICAL C NASAL  
PROTONIX C ORAL  

6633013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6633013 NON-EXPEDITED N OT US-
BAYER-200821347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6647438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6647438 NON-EXPEDITED N OT US-
BAYER-200823085NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  

6647442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6647442 NON-EXPEDITED Y OT US-
BAYER-200823289NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE 1 DAY BAYER
INFLUENZA LIKE ILLNESS  
NAUSEA  
UNRESPONSIVE TO STIMULI  
VOMITING  

6666987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6666987 EXPEDITED (15-DAY) Y HO,OT HU-
BAYER-200819903GPV

41 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC SHOCK MIRENA S INTRAUTERINE  BAYER
LIP SWELLING  
MENORRHAGIA  
RASH  
SWELLING FACE  
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Detailed Report
6688909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688909 NON-EXPEDITED N US-
BAYER-200817731NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER

6688911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688911 NON-EXPEDITED N US-
BAYER-200817702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6688913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688913 NON-EXPEDITED N US-
BAYER-200817739NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6688914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688914 NON-EXPEDITED N US-
BAYER-200817891NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 8 MTH BAYER
ENDOMETRIAL HYPERTROPHY MIRENA C INTRAUTERINE  
PELVIC PAIN  

6688915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688915 NON-EXPEDITED N US-
BAYER-200817625NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
6688916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6688916 NON-EXPEDITED N US-
BAYER-200817636NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED ZYRTEC C  
ALOPECIA NASONEX C  
ACNE  
AMENORRHOEA  
BLOOD PRESSURE INCREASED  
HEADACHE  
HIRSUTISM  
URINARY TRACT INFECTION  
VAGINAL INFECTION  

6698600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2008 6698600 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
ALOPECIA  
BACK PAIN  
DEPRESSION  
MENORRHAGIA  
MUSCLE SPASMS  
PANIC ATTACK  
VISUAL IMPAIRMENT  
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Detailed Report
6433262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6433262 EXPEDITED (15-DAY) N OT US-BAYER-
US-2007-024663

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
SYNCOPE CELEXA C ORAL Unit dose: 20 MG  
GENITAL HAEMORRHAGE XANAX C ORAL Unit dose: 2 MG  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
Device expulsion  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6608849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6608849 EXPEDITED (15-DAY) Y OT US-
BAYER-200818468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
MOBILITY DECREASED  
PAIN IN EXTREMITY  

6632106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6632106 NON-EXPEDITED N OT US-
BAYER-200821484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 43 DAY BAYER
Medical device complication  
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Detailed Report
6633014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6633014 NON-EXPEDITED N OT US-
BAYER-200821096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
URTICARIA  

6643047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6643047 NON-EXPEDITED Y OT US-
BAYER-200822627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6658616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6658616 NON-EXPEDITED Y HO,OT US-
BAYER-200824811NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 395 DAY BAYER

6663145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6663145 NON-EXPEDITED N HO,OT US-BAYER-
US-2007-034376

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6690212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690212 EXPEDITED (15-DAY) N OT FR-
BAYER-200821197GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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Detailed Report
6690235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690235 NON-EXPEDITED N US-
BAYER-200817153NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
MIGRAINE  
MOOD ALTERED  
PROCEDURAL PAIN  

6690236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690236 NON-EXPEDITED N US-
BAYER-200824939NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6690237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690237 NON-EXPEDITED Y US-
BAYER-200824936NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6690238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690238 NON-EXPEDITED Y US-
BAYER-200824929NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 34 DAY BAYER
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Detailed Report
6690239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690239 NON-EXPEDITED N US-
BAYER-200817175NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6690240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690240 NON-EXPEDITED N US-
BAYER-200817156NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6690241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690241 NON-EXPEDITED N US-
BAYER-200817177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6690242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690242 NON-EXPEDITED N US-
BAYER-200824943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6690243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690243 NON-EXPEDITED Y US-
BAYER-200818170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER
RASH  
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6690244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2008 6690244 NON-EXPEDITED N US-
BAYER-200817160NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6415343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2008 6415343 EXPEDITED (15-DAY) N HO,DS FR-BAYER-
FR-2007-033817

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
HEMIPARESIS  

6625691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2008 6625691 NON-EXPEDITED N US-
BAYER-200815022NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
CHILLS  
GENITAL HAEMORRHAGE  
HEADACHE  
MOOD ALTERED  
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6673224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2008 6673224 EXPEDITED (15-DAY) N HO,LT,OT CH-
BAYER-200820264GPV

34 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS LIMB MIRENA S INTRAUTERINE Total daily dose: 20 µG 1819 DAY BAYER
CHEST PAIN MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
ARRHYTHMIA MEFENAMIC ACID C Unit dose: 500 MG  
PULMONARY EMBOLISM DAFALGAN C Unit dose: 1000 MG  
PLEURISY PANTOZOL C Unit dose: 40 MG  
FALL CIPRALEX C Unit dose: 10 MG  
CONTUSION REMERON C Unit dose: 30 MG  

MARCUMAR C  

6691300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2008 6691300 NON-EXPEDITED N US-
BAYER-200822251NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING HYDROCHLOROTHIAZIDE C ORAL  
ABDOMINAL PAIN  

6691305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2008 6691305 NON-EXPEDITED N US-
BAYER-200822366NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
HAIR GROWTH ABNORMAL  
PROCEDURAL PAIN  
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6700649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2008 6700649 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
DISTURBANCE IN ATTENTION  
FEELING ABNORMAL  
INSOMNIA  
NIGHTMARE  
PANIC ATTACK  
WEIGHT INCREASED  

6700769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2008 6700769 DIRECT N DS,OT,RI 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE MIRENA S  
ABDOMINAL PAIN UPPER  
ACNE  
ALOPECIA  
ANGER  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
CONFUSIONAL STATE  
DEPRESSION  
DYSPAREUNIA  
HEADACHE  
LOSS OF LIBIDO  
MOOD SWINGS  
PAIN  
PAIN IN EXTREMITY  
WEIGHT INCREASED  
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6700972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2008 6700972 DIRECT Y LT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRA-CERVICAL INTRA-UTERI  
ALOPECIA  
HAEMORRHAGE  
MOOD SWINGS  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

Page: 434 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5730513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 5730513 EXPEDITED (15-DAY) N HO,OT HQWYE455212NOV04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER PREMPRO S  WYETH
CEREBROVASCULAR ACCIDENT ETHINYL ESTRADIOL

\LEVONORGESTREL
S  WYETH

PANCREATITIS MEDROXYPROGESTERONE
ACETATE

S  

DIABETES MELLITUS DEPO-PROVERA S  
ESTRATEST S  OLD PRE-AERS REPORTS

WITH WRONG
VALIDATION (N=59)

MEDROXYPROGESTERONE
ACETATE

S  WYETH

FEMHRT S  
PREMARIN S  WYETH
SYNTHROID C  
GLUCOPHAGE C  
LOPID C  
PRAVACHOL C  BRISTOL MYERS SQUIBB
ATIVAN C  WYETH
ASCORBIC ACID C  UNKNOWN
VITAMIN B C  UNKNOWN

6549499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6549499 NON-EXPEDITED N US-
BAYER-200811211NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
DIZZINESS  
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6594707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6594707 NON-EXPEDITED N US-BAYER-
US-2007-003651

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROCYSTIC BREAST DISEASE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  

6602784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6602784 NON-EXPEDITED N OT US-
BAYER-200818002NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 506 DAY BAYER

6607187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6607187 NON-EXPEDITED Y OT US-
BAYER-200818805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6633012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6633012 NON-EXPEDITED Y OT US-
BAYER-200821588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
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Detailed Report
6633016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6633016 NON-EXPEDITED N US-
BAYER-200821154NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGITIS MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6636452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6636452 NON-EXPEDITED N US-
BAYER-200819256NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA MIRENA S INTRAUTERINE  BAYER
SKIN LESION YASMIN C  
AMENORRHOEA  

6636921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6636921 NON-EXPEDITED N OT US-
BAYER-200821849NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ACNE  
ANXIETY  
DEPRESSION  
DIZZINESS  
LIBIDO DECREASED  
MOOD ALTERED  
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6649289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6649289 NON-EXPEDITED Y OT US-
BAYER-200823310NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 585 DAY BAYER
VAGINAL HAEMORRHAGE WELLBUTRIN C  
PELVIC PAIN MULTI-VITAMIN C  
ABDOMINAL DISTENSION  
BOWEL MOVEMENT IRREGULARITY  
IMPAIRED WORK ABILITY  
MALAISE  
MENORRHAGIA  

6655006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6655006 NON-EXPEDITED Y US-
BAYER-200824220NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  BAYER
FLANK PAIN  

6657755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6657755 NON-EXPEDITED N US-
BAYER-200715969NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL OEDEMA MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA LAMICTAL C ORAL  
VAGINAL ODOUR WELLBUTRIN C ORAL  

ORTHO-NOVUM C  
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Detailed Report
6657795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6657795 NON-EXPEDITED N OT US-
BAYER-200824659NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 MTH BAYER
UTERINE PAIN  

6659935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6659935 NON-EXPEDITED Y OT US-
BAYER-200717146NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 33 DAY BAYER
Device expulsion VITAMINS C  
BACK PAIN  
Device dislocation  
Medical device complication  
MICTURITION URGENCY  
Urinary retention  

6661139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6661139 NON-EXPEDITED N OT US-
BAYER-200824932NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER

6661870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6661870 NON-EXPEDITED Y OT US-
BAYER-200825108NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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6663094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6663094 EXPEDITED (15-DAY) Y DS TPH-00043 31 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACUNAR INFARCTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 6 MTH

6668395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6668395 NON-EXPEDITED N OT US-
BAYER-200825398NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 219 DAY BAYER
ABDOMINAL PAIN  
PYREXIA  

6671912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6671912 EXPEDITED (15-DAY) N FR-
BAYER-200820450GPV

30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 2 MTH BAYER

6673269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6673269 NON-EXPEDITED N US-
BAYER-200824746NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6692724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692724 NON-EXPEDITED N OT US-
BAYER-200827022NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 18 DAY BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER

6692804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692804 NON-EXPEDITED N US-
BAYER-200817182NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6692805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692805 NON-EXPEDITED N US-
BAYER-200817188NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6692806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692806 NON-EXPEDITED Y US-
BAYER-200825560NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6692809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692809 NON-EXPEDITED N US-
BAYER-200825457NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6692810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692810 NON-EXPEDITED N US-
BAYER-200825869NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6692811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692811 NON-EXPEDITED N US-
BAYER-200817190NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE  BAYER

6692816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692816 NON-EXPEDITED N US-
BAYER-200825854NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6692822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692822 NON-EXPEDITED N US-
BAYER-200825579NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6692823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692823 NON-EXPEDITED N US-
BAYER-200825583NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6692826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6692826 NON-EXPEDITED N US-
BAYER-200825795NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6693692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6693692 EXPEDITED (15-DAY) Y OT US-BOEHRINGER
INGELHEIM GMBH,
GERMANY-2008-
BP-10298RO

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE ZALEPLON S  BOEHRINGER INGELHEIM
ILLUSION ZALEPLON S  BOEHRINGER INGELHEIM
HALLUCINATION FLUOXETINE S  

ZIPRASIDONE HYDROCHLORIDE S  
ALESSE 28 S ORAL  

6702398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6702398 DIRECT N LT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
AMNESIA  
ANAEMIA  
DEPRESSION  
DISTURBANCE IN ATTENTION  
IMPAIRED WORK ABILITY  
MENORRHAGIA  
NERVOUS SYSTEM DISORDER  
SUICIDAL IDEATION  
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Detailed Report
6703089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6703089 EXPEDITED (15-DAY) N OT 029847 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN UPPER  
DECREASED APPETITE  
HAEMATEMESIS  

6534723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6534723 NON-EXPEDITED Y US-
BAYER-200811316NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6589380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6589380 NON-EXPEDITED N OT US-
BAYER-200817298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6610597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6610597 NON-EXPEDITED N US-
BAYER-200819066NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITOURINARY TRACT INFECTION MIRENA S INTRAUTERINE 6 DAY BAYER
PAIN LEXAPRO C UNKNOWN  
PROCEDURAL PAIN XANAX C UNKNOWN  
ABDOMINAL PAIN ATENOLOL C UNKNOWN  
VAGINAL HAEMORRHAGE ZYRTEC C UNKNOWN  
PROGESTERONE ABNORMAL FLONASE C UNKNOWN  
GASTROINTESTINAL DISORDER M.V.I. ADULT C UNKNOWN  
DYSMENORRHOEA  

6637634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6637634 NON-EXPEDITED Y US-
BAYER-200819926NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6646192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6646192 NON-EXPEDITED Y OT US-
BAYER-200823013NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER
SMEAR CERVIX ABNORMAL SARAFEM C  
CERVICAL DYSPLASIA  
ENDOMETRITIS  
UTERINE TENDERNESS  
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6656762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6656762 NON-EXPEDITED N US-
BAYER-200823439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
BREAST DISORDER  
MALAISE  
NAUSEA  

6671964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6671964 NON-EXPEDITED N US-
BAYER-200817013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 15 MTH BAYER
Medical device complication  
PROCEDURAL PAIN  

6693940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6693940 EXPEDITED (15-DAY) Y OT BR-
BAYER-200815545LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6693945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6693945 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200815550LA

34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
HEADACHE SERTRALINE C ORAL  
LOSS OF CONSCIOUSNESS LEVOTHYROXINE SODIUM C ORAL  
ACNE  
ALOPECIA  
CONSTIPATION  
GENITAL HAEMORRHAGE  
Medical device complication  

6694234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694234 NON-EXPEDITED N US-
BAYER-200818677NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

6694235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694235 NON-EXPEDITED N US-
BAYER-200819482NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 4 DAY BAYER
COMPLICATION OF DEVICE INSERTION VITAMINS NOS C ORAL  
ABDOMINAL PAIN  
HEADACHE  
PAIN  
SENSATION OF PRESSURE  
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6694238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694238 NON-EXPEDITED N US-
BAYER-200819082NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6694245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694245 NON-EXPEDITED N US-
BAYER-200819386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydia test positive MIRENA S INTRACARDIAC  BAYER

6694246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694246 NON-EXPEDITED N US-
BAYER-200816323NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
MENSTRUATION DELAYED  

6694247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694247 NON-EXPEDITED N US-
BAYER-200819085NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6694248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694248 NON-EXPEDITED N US-
BAYER-200817326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6694249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694249 NON-EXPEDITED N US-
BAYER-200819914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6694250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694250 NON-EXPEDITED N US-
BAYER-200817198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
Device expulsion  

6694255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694255 NON-EXPEDITED N US-
BAYER-200817778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
6694261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694261 NON-EXPEDITED N US-
BAYER-200817196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6694263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694263 NON-EXPEDITED N US-
BAYER-200817193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE PROZAC C  

ATENOLOL C  
VITAMINS NOS C  

6694264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694264 NON-EXPEDITED Y US-
BAYER-200820139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6694265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694265 NON-EXPEDITED N US-
BAYER-200819953NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6694267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694267 NON-EXPEDITED N US-
BAYER-200820647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6694268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694268 NON-EXPEDITED N US-
BAYER-200820469NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6694273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694273 NON-EXPEDITED N US-
BAYER-200820217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6694275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694275 NON-EXPEDITED N US-
BAYER-200820471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6694280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694280 NON-EXPEDITED N US-
BAYER-200820615NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6694283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694283 NON-EXPEDITED N US-
BAYER-200820501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6694285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694285 NON-EXPEDITED N US-
BAYER-200820725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6694286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694286 NON-EXPEDITED N US-
BAYER-200826269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

Page: 452 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6694287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694287 NON-EXPEDITED N US-
BAYER-200820212NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

ORLISTAT C  

6694289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6694289 NON-EXPEDITED N US-
BAYER-200819969NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MALAISE  

6696469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6696469 EXPEDITED (15-DAY) DE,OT TPH-00055 3 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE LEVONORGESTREL S TRANSPLACENTAL TRANSPLACENTAL  
NEONATAL ASPHYXIA UNKNOWN VACCINE (VACCINES) C  
LOSS OF CONSCIOUSNESS  
MATERNAL DRUGS AFFECTING FOETUS  
NEONATAL DISORDER  
PREMATURE BABY  
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Detailed Report
6703105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6703105 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACERATION MIRENA S  
HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
PENIS DISORDER  

6704777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6704777 DIRECT N DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL ONE MIRENA IMPLANT

ONCE VAG
 BAYER

ARTHRALGIA  
DEPRESSION  
DISEASE RECURRENCE  
HEADACHE  
MIGRAINE  
MYALGIA  
PAIN  
URINARY TRACT INFECTION  
VAGINITIS BACTERIAL  
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Detailed Report
6579827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6579827 NON-EXPEDITED N US-
BAYER-200815223NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN IBUPROFEN C  
ABDOMINAL PAIN  
ASTHENIA  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6630080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6630080 EXPEDITED (15-DAY) Y OT US-
BAYER-200821093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
KNEE OPERATION  

6633011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6633011 NON-EXPEDITED N OT US-
BAYER-200821714NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 190 DAY BAYER

6636923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6636923 NON-EXPEDITED N OT US-
BAYER-200821871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 72 DAY BAYER
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Detailed Report
6638742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6638742 NON-EXPEDITED N OT US-
BAYER-200822120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

6640654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6640654 NON-EXPEDITED N US-
BAYER-200820029NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ALOPECIA  

6647436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6647436 NON-EXPEDITED N HO,OT US-
BAYER-200823280NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
Medical device complication  
PAIN  

6653016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6653016 NON-EXPEDITED N US-
BAYER-200823881NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DIZZINESS PORTIA C  
NAUSEA  
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  
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Detailed Report
6668403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6668403 NON-EXPEDITED Y OT US-
BAYER-200825387NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6676133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6676133 NON-EXPEDITED N HO,OT US-
BAYER-200826016NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 3 DAY BAYER
PYREXIA  

6695264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695264 NON-EXPEDITED N US-
BAYER-200821448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  

6695265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695265 NON-EXPEDITED N US-
BAYER-200821278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

Page: 457 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6695266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695266 NON-EXPEDITED N US-
BAYER-200821335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6695267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695267 NON-EXPEDITED N US-
BAYER-200821276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6695268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695268 NON-EXPEDITED Y US-
BAYER-200821074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6695271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695271 NON-EXPEDITED N US-
BAYER-200821212NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6695272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695272 NON-EXPEDITED N US-
BAYER-200822155NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6695274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695274 NON-EXPEDITED N US-
BAYER-200821106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6695275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695275 NON-EXPEDITED N US-
BAYER-200822167NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695276 NON-EXPEDITED N US-
BAYER-200822169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6695277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695277 NON-EXPEDITED N US-
BAYER-200821540NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6695279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695279 NON-EXPEDITED N US-
BAYER-200825915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695282 NON-EXPEDITED N US-
BAYER-200821685NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6695284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695284 NON-EXPEDITED N US-
BAYER-200821538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6695285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695285 NON-EXPEDITED N US-
BAYER-200821568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695287 NON-EXPEDITED N US-
BAYER-200822139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6695288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695288 NON-EXPEDITED N US-
BAYER-200821450NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
Abdominal discomfort  
ABDOMINAL PAIN  
HEADACHE  
Medical device complication  
MENSTRUATION DELAYED  

6695289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695289 NON-EXPEDITED N US-
BAYER-200822177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695292 NON-EXPEDITED N US-
BAYER-200822109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695293 NON-EXPEDITED N US-
BAYER-200821455NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
6695294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695294 NON-EXPEDITED N US-
BAYER-200825917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S 37 DAY BAYER

6695295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695295 NON-EXPEDITED N US-
BAYER-200822140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6695296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695296 NON-EXPEDITED N US-
BAYER-200822151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695297 NON-EXPEDITED N US-
BAYER-200822164NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6695298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695298 NON-EXPEDITED N US-
BAYER-200822173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6695299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695299 NON-EXPEDITED N US-
BAYER-200822159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695300 NON-EXPEDITED N US-
BAYER-200822217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695305 NON-EXPEDITED N US-
BAYER-200826042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6695306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695306 NON-EXPEDITED N US-
BAYER-200826049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695308 NON-EXPEDITED N US-
BAYER-200825968NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DYSPAREUNIA  
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Detailed Report
6695310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695310 NON-EXPEDITED N US-
BAYER-200826055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6695312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695312 NON-EXPEDITED N US-
BAYER-200826046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695313 NON-EXPEDITED N US-
BAYER-200825991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6695333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695333 NON-EXPEDITED N US-
BAYER-200817763NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6695334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695334 NON-EXPEDITED N US-
BAYER-200817908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6695335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695335 NON-EXPEDITED N US-
BAYER-200817761NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 3 MTH BAYER
Medical device complication  
SENSATION OF FOREIGN BODY  
VAGINAL HAEMORRHAGE  

6695336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695336 NON-EXPEDITED N US-
BAYER-200817747NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE KEPPRA C  

6695337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695337 NON-EXPEDITED N US-
BAYER-200817751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

6695338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695338 NON-EXPEDITED N US-
BAYER-200817806NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
HEADACHE SYNTHROID C  
ACNE  
BACK PAIN  
IRRITABILITY  
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Detailed Report
6695341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695341 NON-EXPEDITED N US-
BAYER-200817994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6695342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695342 NON-EXPEDITED N US-
BAYER-200817972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6695343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695343 NON-EXPEDITED N US-
BAYER-200820011NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695344 NON-EXPEDITED N US-
BAYER-200820014NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
Vulvovaginal pain  

6695402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695402 NON-EXPEDITED N US-
BAYER-200817957NA

29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS DISORDER MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
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6695403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695403 NON-EXPEDITED Y US-
BAYER-200820024NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
INFECTION  

6695405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695405 NON-EXPEDITED Y US-
BAYER-200820068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6695406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695406 NON-EXPEDITED Y US-
BAYER-200820066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695407 NON-EXPEDITED N US-
BAYER-200818721NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6695408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695408 NON-EXPEDITED N US-
BAYER-200817963NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6695409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695409 NON-EXPEDITED Y US-
BAYER-200820010NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695411 NON-EXPEDITED N US-
BAYER-200818017NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6695412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695412 NON-EXPEDITED Y US-
BAYER-200820018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6695416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6695416 NON-EXPEDITED N US-
BAYER-200818015NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
BREAST TENDERNESS  
HEADACHE  
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Detailed Report
6705797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6705797 DIRECT N HO,LT,RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S  DURAMED
THROMBOSIS  

6707726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6707726 DIRECT N DS,LT,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE 1 DEVICE   5 YEAR

DEVICE  INTRA-UTERI
A LITTLE OVER ONE
YEAR

1 YR

ANXIETY  
FUNGAL INFECTION  
MOOD SWINGS  
POST PROCEDURAL HAEMORRHAGE  
SINUSITIS  
UPPER RESPIRATORY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
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6555275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6555275 NON-EXPEDITED N US-
BAYER-200813597NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PAIN IBUPROFEN C ORAL  
MENSTRUATION IRREGULAR ASPIRIN C ORAL  
GENITAL PAIN  
HYPOMENORRHOEA  
Medical device complication  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

6565770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6565770 NON-EXPEDITED N US-
BAYER-200812764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER

6603818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6603818 NON-EXPEDITED N US-
BAYER-200813503NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
INFECTION UNSPECIFIED INGREDIENT C  
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Detailed Report
6622665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6622665 NON-EXPEDITED N US-
BAYER-200817118NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROGESTERONE DECREASED MIRENA S INTRAUTERINE 493 DAY BAYER
VAGINAL HAEMORRHAGE DOXYCYCLINE C ORAL Unit dose: 100 MG  
ALOPECIA  
BLOOD TESTOSTERONE DECREASED  
COMPLICATION OF DEVICE INSERTION  
DEHYDROEPIANDROSTERONE DECREASED  

6627071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6627071 EXPEDITED (15-DAY) N OT US-
BAYER-200821038NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 100 DAY BAYER
EMOTIONAL DISORDER PROZAC C ORAL  
HYPOMENORRHOEA BUSPIRONE C ORAL  
AFFECT LABILITY  
ANGER  
CRYING  
IRRITABILITY  
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Detailed Report
6632058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6632058 NON-EXPEDITED N US-
BAYER-200820881NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN CYMBALTA C  
DIZZINESS  
FATIGUE  
MALAISE  
PROCEDURAL PAIN  
PYREXIA  

6644224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6644224 NON-EXPEDITED Y US-
BAYER-200821615NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 5 MTH BAYER
ABDOMINAL TENDERNESS  
MENORRHAGIA  
UROGENITAL HAEMORRHAGE  

6671913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6671913 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200818977GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL PAIN  
MALAISE  
PERITONEAL HAEMORRHAGE  

Page: 472 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6696809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696809 NON-EXPEDITED Y US-
BAYER-200820125NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6696810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696810 NON-EXPEDITED N US-
BAYER-200813909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 485 DAY BAYER

6696811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696811 NON-EXPEDITED N US-
BAYER-200814028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6696812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696812 NON-EXPEDITED N US-
BAYER-200813911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 21 DAY BAYER

6696813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696813 NON-EXPEDITED Y US-
BAYER-200813983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6696814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696814 NON-EXPEDITED Y US-
BAYER-200813923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER

6696815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696815 NON-EXPEDITED N US-
BAYER-200814025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6696816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696816 NON-EXPEDITED N US-
BAYER-200821981NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6696817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696817 NON-EXPEDITED Y US-
BAYER-200821955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 118 DAY BAYER

6696818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696818 NON-EXPEDITED N US-
BAYER-200821958NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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6696819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696819 NON-EXPEDITED N US-
BAYER-200821753NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6696820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696820 NON-EXPEDITED N US-
BAYER-200826149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6696821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696821 NON-EXPEDITED N US-
BAYER-200820148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6696822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696822 NON-EXPEDITED N US-
BAYER-200826061NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
PRURITUS  

6696823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696823 NON-EXPEDITED Y US-
BAYER-200820158NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6696824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696824 NON-EXPEDITED N US-
BAYER-200821740NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 18 MTH BAYER
VAGINAL HAEMORRHAGE  

6696826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696826 NON-EXPEDITED N US-
BAYER-200826068NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6696827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696827 NON-EXPEDITED N US-
BAYER-200825964NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6696828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696828 NON-EXPEDITED N US-
BAYER-200820141NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER

6696829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696829 NON-EXPEDITED US-
BAYER-200821617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6696831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696831 NON-EXPEDITED N US-
BAYER-200821979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6696832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696832 NON-EXPEDITED N US-
BAYER-200821826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6696833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696833 NON-EXPEDITED N US-
BAYER-200821423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6696834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696834 NON-EXPEDITED N US-
BAYER-200821829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6696836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696836 NON-EXPEDITED N US-
BAYER-200821614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6696837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696837 NON-EXPEDITED N US-
BAYER-200820145NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 46 DAY BAYER
ABDOMINAL PAIN  

6696838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696838 NON-EXPEDITED N US-
BAYER-200821828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6696839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696839 NON-EXPEDITED N US-
BAYER-200826169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 190 DAY BAYER

6696840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696840 NON-EXPEDITED N US-
BAYER-200820165NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6696841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696841 NON-EXPEDITED N US-
BAYER-200820136NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE  BAYER

6696842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696842 NON-EXPEDITED N US-
BAYER-200820160NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6696843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6696843 NON-EXPEDITED N US-
BAYER-200826064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
INFECTION  
VAGINAL HAEMORRHAGE  
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Detailed Report
6708078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6708078 DIRECT N DS,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 1- IUD 365 DAYS A

YEAR INTRA-UTERINE
 BERLEX

ACNE  
ALOPECIA  
AMENORRHOEA  
BACK PAIN  
DEPRESSION  
GAIT DISTURBANCE  
INSOMNIA  
IRRITABILITY  
JOINT SWELLING  
LOSS OF LIBIDO  
MOOD SWINGS  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
SCAR  
SCREAMING  
SUICIDAL IDEATION  
WEIGHT INCREASED  

6711831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2008 6711831 DIRECT N HO,DS 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S YEARS  
DEVICE DISLOCATION  
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Detailed Report
6605870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6605870 NON-EXPEDITED N US-
BAYER-200810493NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE INFECTION MIRENA S  BAYER

6607261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6607261 NON-EXPEDITED Y US-
BAYER-200818391NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
Staphylococcus test negative  

6610582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6610582 NON-EXPEDITED N US-
BAYER-200816825NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE  BAYER

6610586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6610586 NON-EXPEDITED N US-
BAYER-200815534NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN AMPICILLIN C ORAL  
GENITAL HAEMORRHAGE  
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Detailed Report
6619257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6619257 NON-EXPEDITED N OT US-
BAYER-200819622NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 18 DAY BAYER

Medical device complication  

6621365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6621365 NON-EXPEDITED Y US-
BAYER-200816676NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 13 DAY BAYER
DIZZINESS  
NAUSEA  
PROCEDURAL PAIN  

6625720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6625720 EXPEDITED (15-DAY) N US-
BAYER-200813903NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal swelling MIRENA S INTRAUTERINE 5 DAY BAYER
RASH PRURITIC PRE-NATAL VITAMINS (NOS) C  

TYLENOL C  

6640676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6640676 NON-EXPEDITED N US-
BAYER-200820359NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6698371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698371 NON-EXPEDITED N US-
BAYER-200816658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6698372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698372 NON-EXPEDITED N US-
BAYER-200816883NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
METRORRHAGIA  

6698373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698373 NON-EXPEDITED N US-
BAYER-200818036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE  BAYER
NAUSEA  
WEIGHT INCREASED  
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6698374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698374 NON-EXPEDITED N US-
BAYER-200818003NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ANGER  
FRUSTRATION  
IMPATIENCE  
MOOD SWINGS  
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

6698375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698375 NON-EXPEDITED N US-
BAYER-200817774NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER

6698377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698377 NON-EXPEDITED N US-
BAYER-200818033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

VITAMINS C  
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6698378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698378 NON-EXPEDITED N US-
BAYER-200820208NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
BREAST TENDERNESS  

6698379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698379 NON-EXPEDITED N US-
BAYER-200816664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6698380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698380 NON-EXPEDITED N US-
BAYER-200816717NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 97 DAY BAYER

VITAMINS NOS C ORAL  

6698381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698381 NON-EXPEDITED N US-
BAYER-200817899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6698382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698382 NON-EXPEDITED N US-
BAYER-200816876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 89 DAY BAYER

6698383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698383 NON-EXPEDITED N US-
BAYER-200818185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6698385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698385 NON-EXPEDITED N US-
BAYER-200818507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6698386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698386 NON-EXPEDITED N US-
BAYER-200818340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6698387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698387 NON-EXPEDITED N US-
BAYER-200820215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6698388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698388 NON-EXPEDITED N US-
BAYER-200818175NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6698389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698389 NON-EXPEDITED N US-
BAYER-200818534NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6698390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698390 NON-EXPEDITED N US-
BAYER-200818473NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6698391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698391 NON-EXPEDITED N US-
BAYER-200818166NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6698393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698393 NON-EXPEDITED N US-
BAYER-200818160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6698394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698394 NON-EXPEDITED N US-
BAYER-200818293NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSORIASIS MIRENA S INTRAUTERINE 15 DAY BAYER

6698398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698398 NON-EXPEDITED N US-
BAYER-200820210NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6698399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698399 NON-EXPEDITED Y US-
BAYER-200818492NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6698400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698400 NON-EXPEDITED N US-
BAYER-200818221NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

6698401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698401 NON-EXPEDITED N US-
BAYER-200818290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 33 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6698402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698402 NON-EXPEDITED N US-
BAYER-200818472NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6698403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698403 NON-EXPEDITED N US-
BAYER-200818347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6698404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698404 NON-EXPEDITED N US-
BAYER-200818496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6698405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698405 NON-EXPEDITED N US-
BAYER-200818680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6698406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698406 NON-EXPEDITED N US-
BAYER-200818672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 43 DAY BAYER
PELVIC PAIN  
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6698408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698408 NON-EXPEDITED N US-
BAYER-200820553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6698409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698409 NON-EXPEDITED N US-
BAYER-200820328NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6698410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698410 NON-EXPEDITED N US-
BAYER-200818124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6698411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698411 NON-EXPEDITED N US-
BAYER-200826492NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6698412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698412 NON-EXPEDITED N US-
BAYER-200818531NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 58 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6698413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698413 NON-EXPEDITED N US-
BAYER-200818191NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  

6698414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698414 NON-EXPEDITED N US-
BAYER-200818673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
Medical device complication  

6698415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698415 NON-EXPEDITED N US-
BAYER-200820597NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6698416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698416 NON-EXPEDITED Y US-
BAYER-200826490NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 88 DAY BAYER
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6698417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698417 NON-EXPEDITED N US-
BAYER-200826304NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 263 DAY BAYER
Device expulsion  

6698419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698419 NON-EXPEDITED N US-
BAYER-200820649NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6698420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698420 NON-EXPEDITED N US-
BAYER-200827508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6698421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698421 NON-EXPEDITED N US-
BAYER-200820599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6698422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698422 NON-EXPEDITED N US-
BAYER-200820642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

Page: 492 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6698423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698423 NON-EXPEDITED N US-
BAYER-200820584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6698424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6698424 NON-EXPEDITED Y US-
BAYER-200823343NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6711553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6711553 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
DIARRHOEA  
DIZZINESS  
GAIT DISTURBANCE  
MUSCLE SPASMS  
NAUSEA  
PROCEDURAL PAIN  
VOMITING  

6713673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 6713673 DIRECT Y OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION SEASONIQUE S ORAL 1 TABLET ONCE DAILY

PO
1 YR DURAMED

URINARY TRACT INFECTION ALESSE 28 S ORAL 1 TABLET ONCE DAILY
PO

4 MTH BARR

VULVITIS  
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6620120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6620120 NON-EXPEDITED Y US-
BAYER-200820046NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 4 MTH BAYER

6639717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6639717 NON-EXPEDITED Y OT US-
BAYER-200822305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6639718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6639718 NON-EXPEDITED Y OT US-
BAYER-200822306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6643038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6643038 NON-EXPEDITED N OT US-
BAYER-200822134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6643039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6643039 NON-EXPEDITED Y OT US-
BAYER-200822179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
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6647610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6647610 EXPEDITED (15-DAY) Y OT US-WYE-H04071508 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope NORPLANT S SUBCUTANEOUS 6 capsules 4 YR WYETH

6674861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6674861 NON-EXPEDITED N OT US-
BAYER-200825901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6699345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699345 NON-EXPEDITED Y OT US-
BAYER-200827623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6699472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699472 NON-EXPEDITED N US-
BAYER-200824967NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6699473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699473 NON-EXPEDITED N US-
BAYER-200826039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
VOMITING  
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6699474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699474 NON-EXPEDITED N US-
BAYER-200826010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6699476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699476 NON-EXPEDITED N US-
BAYER-200826040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6699477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699477 NON-EXPEDITED N US-
BAYER-200819938NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
DYSPAREUNIA  

6699478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699478 NON-EXPEDITED N US-
BAYER-200819253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6699480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699480 NON-EXPEDITED Y US-
BAYER-200825908NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6699481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699481 NON-EXPEDITED Y US-
BAYER-200822956NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER
PROCEDURAL PAIN THYROID, UNSPECIFIED C  

6699483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699483 NON-EXPEDITED N US-
BAYER-200819330NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
PROCEDURAL PAIN  

6699484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699484 NON-EXPEDITED N US-
BAYER-200819939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6699485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699485 NON-EXPEDITED N US-
BAYER-200819962NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER

6699488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6699488 NON-EXPEDITED N US-
BAYER-200819900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6700018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6700018 NON-EXPEDITED N A0728603A 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE IMITREX S ORAL 1TAB Unknown  GLAXOSMITHKLINE
BREAST TENDERNESS LEVONORGESTREL S ORAL 2 DAY
BREAST DISCHARGE  
BREAST ENLARGEMENT  

6710004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6710004 EXPEDITED (15-DAY) OT TPH-00066 19 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 1 YR

DYSGEUSIA PRIMOLUT NOR
(NORETHISTERONE ACETATE)

S ORAL ORAL 8 DAY

BURNING SENSATION  
HEADACHE  
PRURITUS  

6711248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6711248 EXPEDITED (15-DAY) N HO,OT 029462 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT LEVONORGESTREL S ORAL 1 TABLET, QD, ORAL  
PUPILS UNEQUAL ADVAIR DISKUS C  
EYE SWELLING SYNTHROID C  
PAIN IN EXTREMITY ALBUTEROL C  
ATRIAL SEPTAL DEFECT  
FEELING ABNORMAL  
HORNER'S SYNDROME  
LIMB INJURY  
SENSORY LOSS  
THROMBOSIS  
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6711342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6711342 DIRECT N DS,OT,RI 47 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ACNE  
ASTHENIA  
BREAST PAIN  
DEPRESSION  
DRY SKIN  
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
HEADACHE  
HYPERTRICHOSIS  
MALAISE  
MENORRHAGIA  
OVARIAN CYST  
PAIN  
PALPITATIONS  
SOCIAL AVOIDANT BEHAVIOUR  
THROMBOSIS  
THYROIDECTOMY  
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7978130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 7978130 EXPEDITED (15-DAY) N HO,OT NO-
BAYER-200821563GPV

17 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORTAL VEIN THROMBOSIS YASMIN S ORAL 3 MTH BAYER
SPLENIC VEIN THROMBOSIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 3 MTH

SPLENIC INFARCTION LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL 4 YR

VARICES OESOPHAGEAL DESOGESTREL S ORAL 6 MTH
HAEMATEMESIS VALTREX S ORAL 1 DAY
FOCAL NODULAR HYPERPLASIA  
GENITAL HAEMORRHAGE  
NAUSEA  

6599433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6599433 NON-EXPEDITED Y US-BAYER-
US-2007-025343

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 102 DAY BAYER

6643035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6643035 NON-EXPEDITED N OT US-
BAYER-200822612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 242 DAY BAYER
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6695404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6695404 EXPEDITED (15-DAY) N DS,OT AU-
BAYER-200821669GPV

48 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GOITRE MIRENA S INTRAUTERINE 1726 DAY BAYER
WEIGHT INCREASED METOPROLOL TARTRATE C ORAL Total daily dose: 15 MG 1 YR
ALOPECIA CODEINE PHOSPHATE C UNKNOWN  
ABDOMINAL DISTENSION  
AMENORRHOEA  
ARRHYTHMIA  
BREAST PAIN  
HYPERTRICHOSIS  
MENORRHAGIA  
OVARIAN CYST  

6700904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700904 EXPEDITED (15-DAY) Y OT FR-
BAYER-200822067GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE  BAYER
HEADACHE  

6700947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700947 NON-EXPEDITED N US-
BAYER-200824199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 55 DAY BAYER
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Detailed Report
6700948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700948 NON-EXPEDITED N US-
BAYER-200814936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6700949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700949 NON-EXPEDITED N US-
BAYER-200820906NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6700950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700950 NON-EXPEDITED Y US-
BAYER-200824162NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6700951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700951 NON-EXPEDITED Y US-
BAYER-200817632NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6700952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700952 NON-EXPEDITED N US-
BAYER-200818876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6700954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700954 NON-EXPEDITED N US-
BAYER-200820926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
RASH  

6700955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700955 NON-EXPEDITED N US-
BAYER-200816846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 138 DAY BAYER

6700958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700958 NON-EXPEDITED N US-
BAYER-200816843NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6700959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700959 NON-EXPEDITED N US-
BAYER-200816863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6700961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700961 NON-EXPEDITED N US-
BAYER-200820888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6700963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700963 NON-EXPEDITED N US-
BAYER-200820923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6700964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700964 NON-EXPEDITED N US-
BAYER-200716251NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6700965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700965 NON-EXPEDITED N US-
BAYER-200825504NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6700966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6700966 NON-EXPEDITED Y US-
BAYER-200827668NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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Detailed Report
6712961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6712961 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  
ABDOMINAL DISCOMFORT  
APPENDICECTOMY  
CONDITION AGGRAVATED  

6713551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6713551 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S  BAYER

6528361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6528361 NON-EXPEDITED N OT US-
BAYER-200810590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6634209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6634209 EXPEDITED (15-DAY) N OT US-
BAYER-200821739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
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6642992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6642992 NON-EXPEDITED N US-
BAYER-200813087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTACT LENS INTOLERANCE MIRENA S INTRAUTERINE  BAYER
ALLERGY TO CHEMICALS  
DRY SKIN  
ERYTHEMA  
EYELID IRRITATION  
EYELID OEDEMA  

6642995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6642995 NON-EXPEDITED N US-
BAYER-200819937NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6644186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6644186 NON-EXPEDITED N OT US-
BAYER-200822426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6649344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6649344 NON-EXPEDITED N US-
BAYER-200821655NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S INTRAUTERINE  BAYER
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6684991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6684991 NON-EXPEDITED N US-
BAYER-200826241NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS YAZ S ORAL  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 2 WEEK BAYER
METRORRHAGIA  

6701886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701886 NON-EXPEDITED Y US-
BAYER-200822782NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 63 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6701887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701887 NON-EXPEDITED N US-
BAYER-200824384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701888 NON-EXPEDITED N US-
BAYER-200824361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6701889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701889 NON-EXPEDITED N US-
BAYER-200824370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 36 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6701890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701890 NON-EXPEDITED N US-
BAYER-200824309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER

6701892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701892 NON-EXPEDITED N US-
BAYER-200824287NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6701893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701893 NON-EXPEDITED N US-
BAYER-200824365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6701894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701894 NON-EXPEDITED Y US-
BAYER-200819090NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 2 DAY BAYER
DISCOMFORT  
HYPERSENSITIVITY  
RASH  

6701895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701895 NON-EXPEDITED N US-
BAYER-200824377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701896 NON-EXPEDITED N US-
BAYER-200824383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701897 NON-EXPEDITED N US-
BAYER-200824363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
FEELING ABNORMAL  

Page: 509 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6701898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701898 NON-EXPEDITED N US-
BAYER-200824215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6701899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701899 NON-EXPEDITED N US-
BAYER-200824369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701900 NON-EXPEDITED N US-
BAYER-200824392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6701901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701901 NON-EXPEDITED N US-
BAYER-200823424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6701902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701902 NON-EXPEDITED Y US-
BAYER-200824368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER
PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6701903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701903 NON-EXPEDITED N US-
BAYER-200824306NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6701904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701904 NON-EXPEDITED N US-
BAYER-200824397NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE  BAYER

6701909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701909 NON-EXPEDITED Y US-
BAYER-200825572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701910 NON-EXPEDITED N US-
BAYER-200824381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE  BAYER

6701911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701911 NON-EXPEDITED Y US-
BAYER-200824405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER
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Detailed Report
6701912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701912 NON-EXPEDITED N US-
BAYER-200824380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6701913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701913 NON-EXPEDITED N US-
BAYER-200825910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6701915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701915 NON-EXPEDITED N US-
BAYER-200824372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6701916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701916 NON-EXPEDITED N US-
BAYER-200827993NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6701917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701917 NON-EXPEDITED N US-
BAYER-200824400NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
DEPRESSION NECOIZINE C  
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
MIGRAINE  
NIGHT SWEATS  
PYREXIA  
VAGINAL HAEMORRHAGE  
VERTIGO  

6701919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701919 NON-EXPEDITED Y US-
BAYER-200824404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6701920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6701920 NON-EXPEDITED N US-
BAYER-200826761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6713732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6713732 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 6 MTH BAYER
ACNE  
LIBIDO DECREASED  
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Detailed Report
6717296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6717296 EXPEDITED (15-DAY) N OT 030546 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY PLAN B S ORAL 1 TABLET , ORAL  
ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  

6703240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2008 6703240 NON-EXPEDITED N US-
BAYER-200824336NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BACK PAIN  
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
MYALGIA  
PAIN IN EXTREMITY  
POST PROCEDURAL INFECTION  
VAGINAL ODOUR  

6703637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2008 6703637 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20080702985

40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALANINE AMINOTRANSFERASE INCREASED NORETHINDRONE ACETATE S ORAL  

LEVONORGESTREL S  
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6703746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2008 6703746 NON-EXPEDITED N US-
BAYER-200827658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
Device expulsion  

6715316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2008 6715316 DIRECT N HO,OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S VAGINAL VAG  BAYER
ABDOMINAL PAIN UPPER  
BACK PAIN  
DEVICE DISLOCATION  
PAIN  
UTERINE RUPTURE  

6717241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2008 6717241 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL VAG  BAYER

6619262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6619262 NON-EXPEDITED N US-
BAYER-200716352NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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6634205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6634205 EXPEDITED (15-DAY) N OT US-
BAYER-200821267NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC CYST MIRENA S INTRAUTERINE  BAYER
GASTRIC ULCER HELICOBACTER LORTAB C  
DYSPEPSIA PRILOSEC C  
ABDOMINAL PAIN ZANTAC C  
METRORRHAGIA CARAFATE C  
Medical device complication KLONOPIN C  
PROCEDURAL PAIN VITAMINS C  
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
CERVICITIS  
DYSPAREUNIA  
GASTRIC POLYPS  
GASTRITIS  
PAIN  
POST PROCEDURAL HAEMORRHAGE  
UTERINE SPASM  
VAGINAL INFECTION  
Vulvovaginal candidiasis  
VULVOVAGINAL DISCOMFORT  

6644181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6644181 NON-EXPEDITED N OT US-
BAYER-200822625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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6655588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6655588 NON-EXPEDITED Y US-
BAYER-200821788NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENORRHAGIA  
METRORRHAGIA  

6658610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6658610 NON-EXPEDITED N OT US-
BAYER-200824730NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 47 DAY BAYER
ABDOMINAL PAIN VITAMINS C  
VAGINAL HAEMORRHAGE  

6684940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6684940 NON-EXPEDITED N HO,OT US-
BAYER-200826384NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL PAIN  

6704606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704606 NON-EXPEDITED N US-
BAYER-200826757NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6704607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704607 NON-EXPEDITED N US-
BAYER-200821158NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
PYREXIA LEVONORGESTREL C  
COMPLICATION OF DEVICE INSERTION LUPRON C 6 MTH

ROBAXIN C  
TRAMADOL C  
NEURONTIN C  
TYLENOL C  
DARVOCET C  

6704608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704608 NON-EXPEDITED N US-
BAYER-200826959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6704609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704609 NON-EXPEDITED N US-
BAYER-200821517NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 88 DAY BAYER
ARTHRALGIA  
BACK PAIN  
EYE IRRITATION  
HEADACHE  
NAUSEA  
NIGHT SWEATS  
WEIGHT INCREASED  
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6704650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704650 NON-EXPEDITED N US-
BAYER-200820167NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6704675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2008 6704675 NON-EXPEDITED N OT US-
BAYER-200827652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6619255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6619255 EXPEDITED (15-DAY) N OT BE-
BAYER-200816689GPV

Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC STEATOSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6619265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6619265 EXPEDITED (15-DAY) N OT US-
BAYER-200819801NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CREST SYNDROME MIRENA S INTRAUTERINE  BAYER
SCLERODERMA LORTAB C  
OEDEMA PERIPHERAL NEURONTIN C ORAL Total daily dose: 600

MG
 

Oedema METHOTREXATE C  
RHEUMATOID ARTHRITIS NORVASC C  
PYREXIA ENTERIC ASPIRIN C  
ARTHRALGIA  
VISION BLURRED  
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6647444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6647444 NON-EXPEDITED N OT US-
BAYER-200823309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR  

6655605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6655605 NON-EXPEDITED Y US-
BAYER-200822460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTINUCLEAR ANTIBODY INCREASED MIRENA S INTRAUTERINE 1 MTH BAYER

6657762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6657762 NON-EXPEDITED Y US-
BAYER-200822679NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 9 DAY BAYER

6657794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6657794 NON-EXPEDITED N HO,OT US-
BAYER-200824079NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
SMEAR CERVIX ABNORMAL  

6658654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6658654 NON-EXPEDITED N US-
BAYER-200716602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE 6 MTH BAYER
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6658693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6658693 NON-EXPEDITED N US-
BAYER-200822658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
URINARY TRACT INFECTION  

6681454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6681454 EXPEDITED (15-DAY) Y OT TPH-00048 32 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSIVE ENCEPHALOPATHY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 1779 DAY

ORTHO777-28 C  

6704564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6704564 NON-EXPEDITED Y US-
BAYER-200827375NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN PRILOSEC C  
GENITAL HAEMORRHAGE  
HEART RATE INCREASED  
Medical device complication  
VAGINAL HAEMORRHAGE  
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6705816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705816 NON-EXPEDITED N US-
BAYER-200826805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  

6705829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705829 NON-EXPEDITED N US-
BAYER-200827091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ARTHROPATHY  

6705831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705831 NON-EXPEDITED N US-
BAYER-200827186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6705849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705849 NON-EXPEDITED N US-
BAYER-200822095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6705850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705850 NON-EXPEDITED N US-
BAYER-200822023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705851 NON-EXPEDITED N US-
BAYER-200822182NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6705852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705852 NON-EXPEDITED N US-
BAYER-200822054NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6705854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705854 NON-EXPEDITED N US-
BAYER-200822051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6705855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705855 NON-EXPEDITED N US-
BAYER-200822056NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN DOXYCYCLINE HYDROCHLORIDE C ORAL  
Medical device complication EFFEXOR C ORAL  

6705856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705856 NON-EXPEDITED N US-
BAYER-200822029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705860 NON-EXPEDITED N US-
BAYER-200822090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705861 NON-EXPEDITED N US-
BAYER-200822072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 71 DAY BAYER
Medical device complication  
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6705863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705863 NON-EXPEDITED N BR-
BAYER-200815513LA

34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER
GENITAL HAEMORRHAGE  
OVARIAN CYST  
PELVIC PAIN  

6705864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705864 NON-EXPEDITED N US-
BAYER-200822068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6705865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705865 NON-EXPEDITED N US-
BAYER-200822047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6705866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705866 NON-EXPEDITED N US-
BAYER-200822063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6705867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705867 NON-EXPEDITED N US-
BAYER-200822046NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER
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6705868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705868 NON-EXPEDITED N US-
BAYER-200822088NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6705869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705869 NON-EXPEDITED Y US-
BAYER-200822947NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6705870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705870 NON-EXPEDITED N US-
BAYER-200825914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705871 NON-EXPEDITED Y US-
BAYER-200826077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 228 DAY BAYER

6705872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705872 NON-EXPEDITED Y US-
BAYER-200823747NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion OC'S C  
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6705873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705873 NON-EXPEDITED N US-
BAYER-200826771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705874 NON-EXPEDITED N US-
BAYER-200826545NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6705875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705875 NON-EXPEDITED N US-
BAYER-200826816NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6705876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705876 NON-EXPEDITED N US-
BAYER-200822913NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 661 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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6705882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705882 NON-EXPEDITED N US-
BAYER-200825856NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6705883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705883 NON-EXPEDITED Y US-
BAYER-200824385NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6705884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705884 NON-EXPEDITED N US-
BAYER-200822935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENSTRUAL DISORDER  

6705885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705885 NON-EXPEDITED Y US-
BAYER-200826777NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 29 DAY BAYER

6705886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705886 NON-EXPEDITED N US-
BAYER-200826772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6705887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705887 NON-EXPEDITED N US-
BAYER-200825520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6705889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705889 NON-EXPEDITED N US-
BAYER-200826782NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN SINGULAIR C  

ZYRTEC C  

6705891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705891 NON-EXPEDITED N US-
BAYER-200825442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6705892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705892 NON-EXPEDITED Y US-
BAYER-200822879NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6705893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705893 NON-EXPEDITED Y US-
BAYER-200823759NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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6705968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705968 NON-EXPEDITED N US-
BAYER-200818620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE TIGHTNESS MIRENA S INTRAUTERINE  BAYER
JOINT STIFFNESS  

6705969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705969 NON-EXPEDITED N US-
BAYER-200816840NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE MOTRIN C ORAL Total daily dose: 200

MG
 

6705970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705970 NON-EXPEDITED N US-
BAYER-200818610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY RETENTION MIRENA S INTRAUTERINE  BAYER
POLLAKIURIA  

6705973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705973 NON-EXPEDITED N US-
BAYER-200816851NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST FEEDING  
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6705974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705974 NON-EXPEDITED N US-
BAYER-200816668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6705975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705975 NON-EXPEDITED Y US-
BAYER-200817627NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
IMITREX C  

6705980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705980 NON-EXPEDITED Y US-
BAYER-200814915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6705981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705981 NON-EXPEDITED N US-
BAYER-200816651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6705983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705983 NON-EXPEDITED N US-
BAYER-200815178NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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6705985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705985 NON-EXPEDITED N US-
BAYER-200818681NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6705987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705987 NON-EXPEDITED Y US-
BAYER-200821265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 12 DAY BAYER

6705988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705988 NON-EXPEDITED N US-
BAYER-200818752NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  

6705989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705989 NON-EXPEDITED Y US-
BAYER-200821285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 73 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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6705990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705990 NON-EXPEDITED N US-
BAYER-200821193NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6705991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705991 NON-EXPEDITED N US-
BAYER-200818743NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6705992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705992 NON-EXPEDITED N US-
BAYER-200818739NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6705993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705993 NON-EXPEDITED N US-
BAYER-200820791NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA LOSARTAN POTASSIUM C  

ASPIRIN C  
ZYRTEC C  

Page: 533 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6705994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705994 NON-EXPEDITED N US-
BAYER-200819955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6705995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705995 NON-EXPEDITED N US-
BAYER-200820993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER

6705996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705996 NON-EXPEDITED N US-
BAYER-200818744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROSACEA MIRENA S INTRAUTERINE  BAYER

AMOXICILLIN C  

6705997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705997 NON-EXPEDITED N US-
BAYER-200818766NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6705998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705998 NON-EXPEDITED Y US-
BAYER-200820947NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6705999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6705999 NON-EXPEDITED N US-
BAYER-200821204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6706001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706001 NON-EXPEDITED N US-
BAYER-200820929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6706003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706003 NON-EXPEDITED N US-
BAYER-200820978NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6706005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706005 NON-EXPEDITED N US-
BAYER-200821010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6706006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706006 NON-EXPEDITED N US-
BAYER-200818742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6706007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706007 NON-EXPEDITED N US-
BAYER-200821271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6706008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706008 NON-EXPEDITED N US-
BAYER-200818879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER

6706009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706009 NON-EXPEDITED N US-
BAYER-200821402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 27 DAY BAYER
Device expulsion  
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6706010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706010 NON-EXPEDITED N US-
BAYER-200821934NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
FATIGUE  
IRRITABILITY  
LIBIDO DECREASED  

6706011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706011 NON-EXPEDITED N US-
BAYER-200821884NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN PREDNISONE C  
ADNEXA UTERI PAIN RAPAMUNE C Unit dose: 1 MG  
Medical device complication VELLSEPT NOS C Unit dose: 500 MG  

TRICOR C  
AMOXICILLIN C  
PREMARIN C VAGINAL  
ASPIRIN C  
CIPROFLOXACIN EXTENDED-
RELEASE

C  

M.V.I. ADULT C  
CALCIUM C  
BUSTURIN C  
LAMOTRIGINE C  
FAMVIR C  
CETIRIZINE HYDROCHLORIDE C  
DETROL LA C  
CRESTOR C  
BACTRIM C  
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6706012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706012 NON-EXPEDITED N US-
BAYER-200821304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 MTH BAYER
Medical device complication  

6706013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706013 NON-EXPEDITED N US-
BAYER-200821922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6706016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706016 NON-EXPEDITED N US-
BAYER-200821286NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 YR BAYER
AMENORRHOEA  

6706021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706021 NON-EXPEDITED N US-
BAYER-200821901NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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6706022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706022 NON-EXPEDITED N US-
BAYER-200821446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
Medical device complication  

6706024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706024 NON-EXPEDITED N US-
BAYER-200821312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER
Device expulsion  

6706025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706025 NON-EXPEDITED N US-
BAYER-200821415NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6706026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706026 NON-EXPEDITED N US-
BAYER-200821396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6706027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706027 NON-EXPEDITED N US-
BAYER-200821896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6706028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706028 NON-EXPEDITED N US-
BAYER-200821460NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6706029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706029 NON-EXPEDITED N US-
BAYER-200821924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6706030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706030 NON-EXPEDITED N US-
BAYER-200821292NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
ALOPECIA  
HEADACHE  

6706039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706039 NON-EXPEDITED N US-
BAYER-200821308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 76 DAY BAYER
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6706040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706040 NON-EXPEDITED N US-
BAYER-200821451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6706041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706041 NON-EXPEDITED N US-
BAYER-200821424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 78 DAY BAYER
Device expulsion  

6706042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706042 NON-EXPEDITED N US-
BAYER-200821420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6706043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706043 NON-EXPEDITED N US-
BAYER-200821938NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
NAUSEA  

6706044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706044 NON-EXPEDITED N US-
BAYER-200821895NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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6706046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706046 NON-EXPEDITED N US-
BAYER-200821534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6706047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706047 NON-EXPEDITED N US-
BAYER-200821323NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6706048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706048 NON-EXPEDITED N US-
BAYER-200821898NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 107 DAY BAYER

SYNTHROID C ORAL  

6706049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706049 NON-EXPEDITED N US-
BAYER-200822073NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6706050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706050 NON-EXPEDITED N US-
BAYER-200822010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

Page: 542 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6706051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706051 NON-EXPEDITED N US-
BAYER-200822059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH ABSCESS MIRENA S INTRAUTERINE  BAYER

6706052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706052 NON-EXPEDITED N US-
BAYER-200822011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 393 DAY BAYER

6706053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706053 NON-EXPEDITED N US-
BAYER-200821311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6706054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706054 NON-EXPEDITED N US-
BAYER-200821400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6706055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706055 NON-EXPEDITED N US-
BAYER-200822062NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 6 WEEK BAYER
PROCEDURAL COMPLICATION TOPAMAX C ORAL  
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6706057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706057 NON-EXPEDITED N US-
BAYER-200822219NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6706058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706058 NON-EXPEDITED N US-BAYER-
US-2007-038511

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 WEEK BAYER

LABETALOL HCL C ORAL Unit dose: 200 MG  
VITAMINS C  

6706059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706059 NON-EXPEDITED N US-
BAYER-200822017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 52 DAY BAYER

6706060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706060 NON-EXPEDITED Y US-
BAYER-200822015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6706061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706061 NON-EXPEDITED N US-
BAYER-200822019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 803 DAY BAYER
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6706062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6706062 NON-EXPEDITED N US-
BAYER-200822091NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6716055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6716055 EXPEDITED (15-DAY) OT TPH-00071 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 6 YR

ABDOMINAL PAIN  
DIZZINESS  
GESTATIONAL HYPERTENSION  
MATERNAL EXPOSURE DURING PREGNANCY  
NAUSEA  

6716056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2008 6716056 EXPEDITED (15-DAY) OT TPH-00070 < 1 DAY Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL DRUGS AFFECTING FOETUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL 2 MTH

NEONATAL CARDIAC FAILURE  

6656821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6656821 NON-EXPEDITED N US-
BAYER-200810570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER
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6707288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707288 NON-EXPEDITED N US-
BAYER-200822199NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6707289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707289 NON-EXPEDITED N US-
BAYER-200822174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6707290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707290 NON-EXPEDITED N US-
BAYER-200822157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6707291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707291 NON-EXPEDITED N US-
BAYER-200822170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

ALEVE C  

6707292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707292 NON-EXPEDITED N US-
BAYER-200822112NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER
ADNEXA UTERI PAIN  
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6707294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707294 NON-EXPEDITED N US-
BAYER-200822171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER

6707295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707295 NON-EXPEDITED N US-
BAYER-200822180NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6707296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707296 NON-EXPEDITED N US-
BAYER-200822168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6707297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707297 NON-EXPEDITED N US-
BAYER-200822114NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER
MENORRHAGIA  

6707298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707298 NON-EXPEDITED N US-
BAYER-200822213NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 663 DAY BAYER
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Detailed Report
6707300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707300 NON-EXPEDITED N US-
BAYER-200822115NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6707301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707301 NON-EXPEDITED N US-
BAYER-200822184NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6707302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707302 NON-EXPEDITED N US-
BAYER-200822216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6707303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707303 NON-EXPEDITED N US-
BAYER-200822210NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
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Detailed Report
6707304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707304 NON-EXPEDITED N US-
BAYER-200822188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6707305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707305 NON-EXPEDITED N US-
BAYER-200822192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
NAUSEA  

6707307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707307 NON-EXPEDITED N US-
BAYER-200825570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6707308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707308 NON-EXPEDITED N US-
BAYER-200826821NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6707310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707310 NON-EXPEDITED Y US-
BAYER-200826826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6707313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6707313 NON-EXPEDITED N US-
BAYER-200825797NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 1 MTH BAYER

6714783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2008 6714783 EXPEDITED (15-DAY) Y HO,OT TPH-00069 17 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORTAL VEIN THROMBOSIS YASMIN S ORAL ORAL 3 MTH
SPLENIC VEIN THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 3 MTH

SPLENIC INFARCTION ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL 4 YR

VARICES OESOPHAGEAL DESOGESTREL S ORAL ORAL 6 MTH
HAEMATEMESIS VALTREX S ORAL ORAL 1 DAY
FOCAL NODULAR HYPERPLASIA  
METRORRHAGIA  
NAUSEA  
PANCREATIC DISORDER  
SPLENOMEGALY  
VOMITING  
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6210435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6210435 EXPEDITED (15-DAY) Y HO,OT US-BAYER-
US-2006-041075

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 525 DAY BAYER
CERVIX ERYTHEMA  
Device dislocation  
PROCEDURAL PAIN  
PYREXIA  
UTERINE INFECTION  

6619273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6619273 EXPEDITED (15-DAY) Y OT US-
BAYER-200819548NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE INSERTION  
FALL  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6620114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6620114 EXPEDITED (15-DAY) Y OT US-
BAYER-200820238NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JAUNDICE MIRENA S INTRAUTERINE 1 YR BAYER
SKIN DISCOLOURATION SUPPLEMENT (NOS) C  
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6622630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6622630 EXPEDITED (15-DAY) Y OT US-
BAYER-200820241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6625698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6625698 NON-EXPEDITED N US-
BAYER-200820331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6636930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6636930 EXPEDITED (15-DAY) N OT US-
BAYER-200822000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6637654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6637654 EXPEDITED (15-DAY) N OT DE-
BAYER-200817651GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 31 DAY BAYER
DYSPHAGIA ENOXACIN SESQUIHYDRATE C ORAL 5 DAY
FACIAL PAIN TETRAZEPAM C ORAL 4 DAY
CARDIOVASCULAR DISORDER IBUPROFEN C ORAL Total daily dose: 1200

MG
4 DAY

BACK PAIN  
POST PROCEDURAL COMPLICATION  
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Detailed Report
6649292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6649292 NON-EXPEDITED N OT US-
BAYER-200823625NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL COPPER-CONTAINING

INTRAUTERINE DEVICE (IUD)
C  

VAGINAL DISCHARGE UNSPECIFIED INGREDIENT C  
ABDOMINAL PAIN  
ECTOPIC PREGNANCY  
REPRODUCTIVE TRACT DISORDER  

6649374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6649374 NON-EXPEDITED N US-
BAYER-200821968NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE 43 DAY BAYER
AFFECT LABILITY  
DEPRESSION  
EXTRASYSTOLES  
PANIC ATTACK  
PROCEDURAL PAIN  
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Detailed Report
6649390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6649390 NON-EXPEDITED N US-
BAYER-200823627NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ALOPECIA MIRENA S INTRAUTERINE 5 YR BAYER
CRYING  
MOOD SWINGS  
PROCEDURAL PAIN  
RASH  
VAGINAL HAEMORRHAGE  

6655594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6655594 NON-EXPEDITED N US-
BAYER-200822433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
VAGINAL DISCHARGE  
VAGINAL INFECTION  

6656748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6656748 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200819414GPV

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR DISORDER MIRENA S INTRAUTERINE  BAYER
CEREBRAL ISCHAEMIA  
SPEECH DISORDER  
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Detailed Report
6708868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708868 NON-EXPEDITED Y OT US-
BAYER-200828489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6708945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708945 NON-EXPEDITED N US-
BAYER-200822229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6708946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708946 NON-EXPEDITED N US-
BAYER-200823199NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6708947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708947 NON-EXPEDITED N US-
BAYER-200822235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6708948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708948 NON-EXPEDITED N US-
BAYER-200822223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6708949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708949 NON-EXPEDITED N US-
BAYER-200822220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6708950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708950 NON-EXPEDITED N US-
BAYER-200822255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6708951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708951 NON-EXPEDITED N US-
BAYER-200822266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6708952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708952 NON-EXPEDITED N US-
BAYER-200822225NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 1 DAY BAYER

6708953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708953 NON-EXPEDITED N US-
BAYER-200823445NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6708954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708954 NON-EXPEDITED N US-
BAYER-200822231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6708956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708956 NON-EXPEDITED N US-
BAYER-200822230NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6708957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708957 NON-EXPEDITED N US-
BAYER-200822224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6708959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708959 NON-EXPEDITED N US-
BAYER-200828572NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6708962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708962 NON-EXPEDITED N US-
BAYER-200827110NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
OLIGOMENORRHOEA  
POLYMENORRHOEA  
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Detailed Report
6708966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708966 NON-EXPEDITED N US-
BAYER-200824394NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6708969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708969 NON-EXPEDITED N US-
BAYER-200827116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6708970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708970 NON-EXPEDITED N US-
BAYER-200827432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6708972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6708972 NON-EXPEDITED N US-
BAYER-200826770NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
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Detailed Report
6655020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6655020 NON-EXPEDITED N OT US-
BAYER-200824331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6656819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6656819 NON-EXPEDITED N OT US-
BAYER-200824434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6690214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6690214 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200826869NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL PAIN  
CHOLELITHIASIS  
PELVIC INFECTION  
PYREXIA  

Page: 559 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6705791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6705791 EXPEDITED (15-DAY) N DE-
BAYER-200822473GPV

50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 5 YR BAYER
BREAST CYST  
CYSTITIS  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FUNGAL INFECTION  
PANIC ATTACK  
URTICARIA  
Visual impairment  

6709817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6709817 NON-EXPEDITED Y OT US-
BAYER-200828590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGITIS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ALOPECIA  
AMENORRHOEA  
HEADACHE  
MOOD SWINGS  
PAIN IN EXTREMITY  
PYREXIA  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
6709818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6709818 NON-EXPEDITED Y OT US-
BAYER-200828727NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6710084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710084 NON-EXPEDITED Y US-
BAYER-200822267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710085 NON-EXPEDITED N US-
BAYER-200822363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
Medical device complication  

6710086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710086 NON-EXPEDITED N US-
BAYER-200822358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710087 NON-EXPEDITED Y US-
BAYER-200822376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6710088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710088 NON-EXPEDITED N US-
BAYER-200822382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710089 NON-EXPEDITED N US-
BAYER-200818375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6710090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710090 NON-EXPEDITED Y US-
BAYER-200822361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710091 NON-EXPEDITED N US-
BAYER-200822269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 1 YR BAYER

6710092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710092 NON-EXPEDITED N US-
BAYER-200822378NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
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Detailed Report
6710093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710093 NON-EXPEDITED N US-
BAYER-200822315NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6710094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710094 NON-EXPEDITED N US-
BAYER-200822349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710095 NON-EXPEDITED N US-
BAYER-200822364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE  BAYER

6710096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710096 NON-EXPEDITED N US-
BAYER-200822351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6710097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710097 NON-EXPEDITED Y US-
BAYER-200822347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6710098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710098 NON-EXPEDITED N US-
BAYER-200822355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6710099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710099 NON-EXPEDITED Y US-
BAYER-200822383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710100 NON-EXPEDITED N US-
BAYER-200822342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6710101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710101 NON-EXPEDITED N US-
BAYER-200827436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710102 NON-EXPEDITED N US-
BAYER-200823997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH DISORDER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6710103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710103 NON-EXPEDITED N US-
BAYER-200822455NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 0 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE 0 DAY BAYER
PROCEDURAL PAIN PAXIL C UNKNOWN  
ABDOMINAL PAIN  

6710104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710104 NON-EXPEDITED N US-
BAYER-200827445NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6710105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710105 NON-EXPEDITED N US-
BAYER-200822368NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6710106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710106 NON-EXPEDITED N US-
BAYER-200822178NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE  BAYER

Page: 565 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6710107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710107 NON-EXPEDITED N US-
BAYER-200822444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID DISORDER MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
HAIR DISORDER  
HIRSUTISM  

6710108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710108 NON-EXPEDITED N US-
BAYER-200822448NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ANXIETY NITROFURANTOIN C ORAL  

6710110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710110 NON-EXPEDITED Y US-
BAYER-200823970NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6710111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710111 NON-EXPEDITED N US-
BAYER-200822441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6710112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710112 NON-EXPEDITED N US-
BAYER-200824674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6710114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710114 NON-EXPEDITED N US-
BAYER-200827424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6710115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710115 NON-EXPEDITED Y US-
BAYER-200822384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6710116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6710116 NON-EXPEDITED Y US-
BAYER-200827014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6639715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6639715 NON-EXPEDITED Y OT US-
BAYER-200822002NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 74 DAY BAYER
Device dislocation MICRONOR C  
Medical device complication  
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Detailed Report
6655021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6655021 NON-EXPEDITED Y OT US-
BAYER-200824349NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6657764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6657764 NON-EXPEDITED N US-
BAYER-200824217NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
PREGNANCY TEST FALSE POSITIVE  

6657791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6657791 NON-EXPEDITED Y OT US-
BAYER-200824571NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6668460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6668460 NON-EXPEDITED Y US-
BAYER-200825354NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
PROCEDURAL PAIN  
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Detailed Report
6693944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6693944 NON-EXPEDITED Y OT US-
BAYER-200827233NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

ASCORBIC ACID\CALCIUM
PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C ORAL  

REGLAN C ORAL  

6711506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711506 NON-EXPEDITED N US-
BAYER-200827444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6711507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711507 NON-EXPEDITED Y US-
BAYER-200827449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

6711508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711508 NON-EXPEDITED Y US-
BAYER-200827453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6711510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711510 NON-EXPEDITED N US-
BAYER-200827556NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6711513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711513 NON-EXPEDITED Y US-
BAYER-200827523NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6711516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711516 NON-EXPEDITED N US-
BAYER-200818803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6711518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6711518 NON-EXPEDITED N US-
BAYER-200828521NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6719011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6719011 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S  
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN UPPER  
ADNEXA UTERI PAIN  
ANHEDONIA  
FEELING ABNORMAL  
HAEMORRHAGE  
LOSS OF LIBIDO  
MUSCLE SPASMS  
PAIN  
SEXUAL DYSFUNCTION  
VULVOVAGINAL PAIN  

6720830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2008 6720830 DIRECT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
PAIN  

6608847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6608847 NON-EXPEDITED N OT US-
BAYER-200818780NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

AMENORRHOEA  
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Detailed Report
6615689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6615689 NON-EXPEDITED N HO US-
BAYER-200818838NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STILLBIRTH MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE IRON C  
ABDOMINAL PAIN  
AMENORRHOEA  
ANAEMIA  
BACK PAIN  
BREAST TENDERNESS  
Decreased appetite  
GENITAL HAEMORRHAGE  
HEADACHE  
Medical device complication  
NAUSEA  
RASH  

6651683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6651683 NON-EXPEDITED N OT US-
BAYER-200823894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6692690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6692690 NON-EXPEDITED N OT US-
BAYER-200827079NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1687 DAY BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
6692704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6692704 NON-EXPEDITED Y HO,OT US-
BAYER-200826985NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 24 DAY BAYER
ABDOMINAL PAIN  

6705972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6705972 NON-EXPEDITED N US-
BAYER-200816652NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION TOPROL XL C ORAL As used: 12.5 MG  Unit

dose: 25 MG
 

HYPOMENORRHOEA LIPITOR C ORAL As used: 5 MG  Unit
dose: 10 MG

 

6712597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712597 NON-EXPEDITED N US-
BAYER-200824614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 150 DAY BAYER

6712601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712601 NON-EXPEDITED Y US-
BAYER-200818709NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712602 NON-EXPEDITED N US-
BAYER-200822496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  
FATIGUE  
HOT FLUSH  
MALAISE  
Medical device complication  
NAUSEA  

6712603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712603 NON-EXPEDITED N US-
BAYER-200826521NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6712604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712604 NON-EXPEDITED N US-
BAYER-200822562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6712605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712605 NON-EXPEDITED N US-
BAYER-200822573NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712606 NON-EXPEDITED Y US-
BAYER-200816870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6712609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712609 NON-EXPEDITED N US-
BAYER-200826126NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
UTERINE HAEMORRHAGE  

6712610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712610 NON-EXPEDITED N US-
BAYER-200823105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6712611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712611 NON-EXPEDITED Y US-
BAYER-200818747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6712612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712612 NON-EXPEDITED N US-
BAYER-200818617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712614 NON-EXPEDITED Y US-
BAYER-200816869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6712615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712615 NON-EXPEDITED N US-
BAYER-200818729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6712616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712616 NON-EXPEDITED N US-
BAYER-200816671NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE ZOLOFT C ORAL Total daily dose: 50 MG  

6712621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712621 NON-EXPEDITED N US-
BAYER-200818727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6712623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712623 NON-EXPEDITED Y US-
BAYER-200816655NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712624 NON-EXPEDITED N US-
BAYER-200827824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6712625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712625 NON-EXPEDITED Y US-
BAYER-200810540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 3 MTH BAYER

6712626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712626 NON-EXPEDITED N US-
BAYER-200818882NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE  BAYER

TOPAMAX C  
LITHIUM CARBONATE C  
CARTIA XT C  
LEVOTHYROXINE SODIUM C  

6712627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712627 NON-EXPEDITED Y US-
BAYER-200824382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 269 DAY BAYER

Page: 577 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6712628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712628 NON-EXPEDITED Y US-
BAYER-200827928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6712630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712630 NON-EXPEDITED N US-
BAYER-200827890NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6712631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6712631 NON-EXPEDITED N US-
BAYER-200827887NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
PENIS INJURY  

6721595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6721595 DIRECT Y 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PORTIA S ORAL 1 TABLET QD PO  BARR
DYSMENORRHOEA  
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Detailed Report
6722105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6722105 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S  
ALOPECIA  
BACK PAIN  
FEAR  
LETHARGY  
MENORRHAGIA  
MIGRAINE  
PAIN  

6722242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6722242 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
BREAST TENDERNESS  
FATIGUE  

6615700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6615700 EXPEDITED (15-DAY) Y OT AT-
BAYER-200816137GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 18 MTH BAYER
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6619289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6619289 EXPEDITED (15-DAY) N DS,OT PT-
BAYER-200816864GPV

44 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE Total daily dose: 20 µG 1 YR BAYER
DEPRESSIVE SYMPTOM  
Medical device complication  
OEDEMA  
VULVAL ULCERATION  

6636925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6636925 NON-EXPEDITED Y OT US-
BAYER-200822005NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication CEFTIN C  

DIFLUCAN C  

6705793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6705793 NON-EXPEDITED Y OT US-
BAYER-200827970NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 29 DAY BAYER
Medical device complication IBUPROFEN C ORAL  
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
MOOD ALTERED  
PROCEDURAL PAIN  
STRESS  
SUPPRESSED LACTATION  
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6713771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713771 EXPEDITED (15-DAY) N OT AU-
BAYER-200822784GPV

41 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S INTRAUTERINE Total daily dose: 20 µG 4 MTH BAYER
DYSPNOEA  
SWOLLEN TONGUE  
THROAT IRRITATION  

6713786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713786 NON-EXPEDITED N US-
BAYER-200822801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6713787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713787 NON-EXPEDITED N US-
BAYER-200822796NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

6713792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713792 NON-EXPEDITED N US-
BAYER-200822829NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

IBUPROFEN C  
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6713795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713795 NON-EXPEDITED N US-
BAYER-200822825NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6713796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713796 NON-EXPEDITED N US-
BAYER-200822807NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6713798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713798 NON-EXPEDITED N US-
BAYER-200822821NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6713799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713799 NON-EXPEDITED N US-
BAYER-200823668NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6713800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713800 NON-EXPEDITED N US-
BAYER-200828251NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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6713801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713801 NON-EXPEDITED N US-
BAYER-200826523NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6713819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713819 NON-EXPEDITED Y US-
BAYER-200822880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6713820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713820 NON-EXPEDITED N US-
BAYER-200822761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6713821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713821 NON-EXPEDITED N US-
BAYER-200822756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6713822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713822 NON-EXPEDITED Y US-
BAYER-200822638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER
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6713823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713823 NON-EXPEDITED Y US-
BAYER-200822635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6713825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713825 NON-EXPEDITED N US-
BAYER-200822601NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL ERYTHEMA MIRENA S  BAYER

6713826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713826 NON-EXPEDITED N US-
BAYER-200822633NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
NAUSEA  

6713828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713828 NON-EXPEDITED N US-
BAYER-200822661NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL VOMITING LORTAB C ORAL  
BACK PAIN CELEXA C  

ABILIFY C  
PROGENTIN C  
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6713831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713831 NON-EXPEDITED Y US-
BAYER-200822842NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6713832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713832 NON-EXPEDITED Y US-
BAYER-200822837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6713833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713833 NON-EXPEDITED Y US-
BAYER-200822632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER

6713834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713834 NON-EXPEDITED Y US-
BAYER-200822852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6713835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713835 NON-EXPEDITED N US-
BAYER-200822734NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6713836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713836 NON-EXPEDITED Y US-
BAYER-200822619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 747 DAY BAYER

6713837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713837 NON-EXPEDITED Y US-
BAYER-200822766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6713838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713838 NON-EXPEDITED Y US-
BAYER-200822806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

6713842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713842 NON-EXPEDITED N US-
BAYER-200822639NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6713843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6713843 NON-EXPEDITED N US-
BAYER-200822717NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 13 MTH BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  
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6513147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6513147 NON-EXPEDITED N HO US-BAYER-
US-2007-041872

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 308 DAY BAYER

MINOCYCLINE HYDROCHLORIDE C ORAL 1 YR
EXCEDRIN MIGRAINE C  

6541975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6541975 NON-EXPEDITED Y HO,OT US-
BAYER-200812228NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6558634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6558634 EXPEDITED (15-DAY) N OT US-
BAYER-200814326NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE  BAYER
ASTHENIA  
DIZZINESS  
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6639716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6639716 EXPEDITED (15-DAY) N OT US-
BAYER-200821730NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE  BAYER
Device dislocation MACROBID C  
INFLUENZA GLUCOPHAGE C  
MENORRHAGIA WELLBUTRIN C  
GENITAL HAEMORRHAGE TETRACYCLINE

HYDROCHLORIDE
C  

ACNE  
ANXIETY  
BREAST TENDERNESS  
COMPLICATION OF DEVICE REMOVAL  
HYPOGLYCAEMIA  
MENSTRUAL DISORDER  
PROCEDURAL PAIN  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

6655019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6655019 NON-EXPEDITED N OT US-
BAYER-200824345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  
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6655559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6655559 NON-EXPEDITED N OT US-
BAYER-200824340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
Medical device complication  
VAGINAL HAEMORRHAGE  

6657739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6657739 NON-EXPEDITED N US-
BAYER-200715760NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
DISTURBANCE IN ATTENTION  
MEMORY IMPAIRMENT  
WEIGHT LOSS POOR  

6691292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6691292 EXPEDITED (15-DAY) N OT BE-
BAYER-200821288GPV

29 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
BREAST CANCER FEMALE  

6714746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714746 NON-EXPEDITED N US-
BAYER-200822876NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
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6714747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714747 NON-EXPEDITED N US-
BAYER-200822875NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
PRURITUS  
URTICARIA  

6714748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714748 NON-EXPEDITED Y US-
BAYER-200822907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714749 NON-EXPEDITED N US-
BAYER-200822902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
VAGINAL HAEMORRHAGE  

6714750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714750 NON-EXPEDITED Y US-
BAYER-200822886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6714751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714751 NON-EXPEDITED Y US-
BAYER-200822889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6714752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714752 NON-EXPEDITED N US-
BAYER-200822917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6714753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714753 NON-EXPEDITED N US-
BAYER-200822915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6714754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714754 NON-EXPEDITED N US-
BAYER-200822854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6714755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714755 NON-EXPEDITED N US-
BAYER-200822887NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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6714756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714756 NON-EXPEDITED N US-
BAYER-200822897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714757 NON-EXPEDITED N US-
BAYER-200822921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6714758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714758 NON-EXPEDITED N US-
BAYER-200822874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714759 NON-EXPEDITED N US-
BAYER-200822924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714760 NON-EXPEDITED N US-
BAYER-200822929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6714761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714761 NON-EXPEDITED N US-
BAYER-200822942NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6714762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714762 NON-EXPEDITED N US-
BAYER-200822927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714763 NON-EXPEDITED N US-
BAYER-200822952NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6714764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714764 NON-EXPEDITED N US-
BAYER-200822961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714765 NON-EXPEDITED N US-
BAYER-200822937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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6714766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714766 NON-EXPEDITED N US-
BAYER-200822934NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6714768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714768 NON-EXPEDITED Y US-
BAYER-200822938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714769 NON-EXPEDITED N US-
BAYER-200822932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714771 NON-EXPEDITED N US-
BAYER-200822962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6714774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714774 NON-EXPEDITED N US-
BAYER-200827978NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6714775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714775 NON-EXPEDITED N CA-
BAYER-200822948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
VAGINAL HAEMORRHAGE  

6714776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714776 NON-EXPEDITED N US-
BAYER-200822957NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6714777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714777 NON-EXPEDITED N US-
BAYER-200822971NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6714778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714778 NON-EXPEDITED N US-
BAYER-200822951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6714780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714780 NON-EXPEDITED N US-
BAYER-200829025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6714781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714781 NON-EXPEDITED N US-
BAYER-200822946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 63 DAY BAYER

6714782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6714782 NON-EXPEDITED N US-
BAYER-200822975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2008 6723083 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE ONCE  INTRA-

UTERINE  (DURATION:
A LITTLE OVER A
MONTH)

 

DIZZINESS  
DYSPNOEA  
IRRITABILITY  
MENORRHAGIA  
NIGHT SWEATS  
PELVIC PAIN  
VOMITING  
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6615703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6615703 NON-EXPEDITED Y OT US-
BAYER-200819572NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 10 MTH BAYER
ABDOMINAL ADHESIONS  
Device dislocation  
Medical device complication  
MENORRHAGIA  
SMALL INTESTINAL OBSTRUCTION  
UTERINE RUPTURE  

6632102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6632102 NON-EXPEDITED Y OT US-
BAYER-200821221NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL AVIANE C  
ABDOMINAL DISTENSION  
COMPLICATION OF DEVICE INSERTION  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6653011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6653011 NON-EXPEDITED N OT US-
BAYER-200824224NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI CYST MIRENA S INTRAUTERINE 37 DAY BAYER
ABDOMINAL PAIN LOWER  
PYREXIA  
VAGINAL HAEMORRHAGE  
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6653012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6653012 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200824226NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETAINED PRODUCTS OF CONCEPTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PYREXIA  
VAGINAL HAEMORRHAGE  

6659915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6659915 EXPEDITED (15-DAY) Y OT US-
BAYER-200824807NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
Syncope CYTOTEC C  
LOSS OF CONSCIOUSNESS  
PROCEDURAL PAIN  

6671919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6671919 NON-EXPEDITED Y OT US-
BAYER-200825695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6671922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6671922 NON-EXPEDITED Y OT US-
BAYER-200825496NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 3 DAY BAYER
UTERINE RUPTURE  
VAGINAL HAEMORRHAGE  
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6715909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715909 NON-EXPEDITED N US-
BAYER-200823145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6715910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715910 NON-EXPEDITED N US-
BAYER-200823151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6715911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715911 NON-EXPEDITED N US-
BAYER-200823203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 43 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6715912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715912 NON-EXPEDITED N US-
BAYER-200823205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6715913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715913 NON-EXPEDITED N US-
BAYER-200823154NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6715914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715914 NON-EXPEDITED N US-
BAYER-200823201NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH DISORDER MIRENA S INTRAUTERINE  BAYER

6715915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715915 NON-EXPEDITED N US-
BAYER-200823143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 21 DAY BAYER

6715916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715916 NON-EXPEDITED N US-
BAYER-200823147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6715917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715917 NON-EXPEDITED N US-
BAYER-200823153NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6715918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715918 NON-EXPEDITED N US-
BAYER-200823208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6715919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715919 NON-EXPEDITED N US-
BAYER-200823206NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6715920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715920 NON-EXPEDITED N US-
BAYER-200823217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6715921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715921 NON-EXPEDITED N US-
BAYER-200823215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6715923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715923 NON-EXPEDITED N US-
BAYER-200823214NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6715924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715924 NON-EXPEDITED N US-
BAYER-200823210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6715925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715925 NON-EXPEDITED N US-
BAYER-200823207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6715927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715927 NON-EXPEDITED N US-
BAYER-200823220NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA XANAX C  
DIZZINESS BITROLLITIS C  
HEADACHE  
NAUSEA  
RETCHING  
WEIGHT INCREASED  

6715928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715928 NON-EXPEDITED N US-
BAYER-200829299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6715944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715944 NON-EXPEDITED N US-
BAYER-200822984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6715945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715945 NON-EXPEDITED N US-
BAYER-200823043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6715946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715946 NON-EXPEDITED N US-
BAYER-200823041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6715947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715947 NON-EXPEDITED N US-
BAYER-200822979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6715948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715948 NON-EXPEDITED N US-
BAYER-200823025NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE NUVARING C  
Device expulsion  
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Detailed Report
6715949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715949 NON-EXPEDITED N US-
BAYER-200823037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 135 DAY BAYER

6715951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715951 NON-EXPEDITED N US-
BAYER-200823074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6715952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715952 NON-EXPEDITED N US-
BAYER-200823069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6715953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715953 NON-EXPEDITED N US-
BAYER-200823088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6715954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715954 NON-EXPEDITED N US-
BAYER-200823101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6715955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715955 NON-EXPEDITED N US-
BAYER-200823071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 66 DAY BAYER

6715957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715957 NON-EXPEDITED US-
BAYER-200823103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6715958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715958 NON-EXPEDITED N US-
BAYER-200823057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER

6715959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715959 NON-EXPEDITED N US-
BAYER-200823124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6715960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715960 NON-EXPEDITED N US-
BAYER-200823093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6715962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715962 NON-EXPEDITED N US-
BAYER-200823097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6715963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715963 NON-EXPEDITED N US-
BAYER-200823055NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6715964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715964 NON-EXPEDITED US-
BAYER-200823120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6715965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715965 NON-EXPEDITED N US-
BAYER-200823070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 182 DAY BAYER

6715967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715967 NON-EXPEDITED Y US-
BAYER-200823288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6715968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715968 NON-EXPEDITED N US-
BAYER-200823128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6715969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715969 NON-EXPEDITED Y US-
BAYER-200823076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER

6715970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715970 NON-EXPEDITED Y US-
BAYER-200823065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 84 DAY BAYER

6715971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715971 NON-EXPEDITED Y US-
BAYER-200823084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6715972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6715972 NON-EXPEDITED N US-
BAYER-200823061NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 4 DAY BAYER
VAGINAL DISCHARGE HYDROCHLOROTHIAZIDE C ORAL  
Device expulsion ASCORBIC ACID\CALCIUM

PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C UNKNOWN  

PROCEDURAL PAIN  

6723119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6723119 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
DEPRESSION  
DYSPAREUNIA  
LIBIDO DECREASED  
VOMITING  

6724328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6724328 DIRECT N HO,DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BERLEX
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Detailed Report
6724457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6724457 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE INTRA-UTERINE  
CONDITION AGGRAVATED  
FATIGUE  
IRRITABILITY  
RHEUMATOID ARTHRITIS  

6727731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6727731 EXPEDITED (15-DAY) N OT 031363 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B S ORAL 1 TABLET, Q 12HR,

ORAL
 

SYNCOPE  

6620115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6620115 EXPEDITED (15-DAY) N OT US-
BAYER-200819975NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 50 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DISCOMFORT  
HAEMORRHAGE  
Medical device complication  
PAIN  
PROCEDURAL HYPOTENSION  
UTERINE SPASM  
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Detailed Report
6634206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6634206 NON-EXPEDITED Y OT US-
BAYER-200821789NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation ZOLOFT C  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6647445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6647445 EXPEDITED (15-DAY) N OT US-
BAYER-200823242NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER

6654286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6654286 EXPEDITED (15-DAY) Y OT 027632 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL TABLET, ORAL  
ABDOMINAL PAIN PRENATAL VITAMINS (ASCORBIC

ACID, MINERALS NOS, VITAMIN B
NOS, RETINOL, BIOTIN,
TOCOPHEROL)

C  

MATERNAL EXPOSURE DURING PREGNANCY  
NAUSEA  
UTERINE HAEMORRHAGE  
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Detailed Report
6656756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6656756 NON-EXPEDITED N US-
BAYER-200810102NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

6671914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6671914 NON-EXPEDITED Y OT US-
BAYER-200825692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER

6699346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6699346 NON-EXPEDITED Y OT US-
BAYER-200827575NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 26 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  

6715833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6715833 EXPEDITED (15-DAY) N DS GB-
BAYER-200811585BNE

36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6717574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717574 NON-EXPEDITED N US-
BAYER-200823303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717575 NON-EXPEDITED N US-
BAYER-200823351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6717576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717576 NON-EXPEDITED N US-
BAYER-200823308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6717577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717577 NON-EXPEDITED N US-
BAYER-200823293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717578 NON-EXPEDITED N US-
BAYER-200823324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 424 DAY BAYER
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Detailed Report
6717579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717579 NON-EXPEDITED N US-
BAYER-200823340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6717580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717580 NON-EXPEDITED N US-
BAYER-200823325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
UTERINE CERVIX STENOSIS  

6717582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717582 NON-EXPEDITED N US-
BAYER-200823316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6717583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717583 NON-EXPEDITED N US-
BAYER-200823323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6717584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717584 NON-EXPEDITED N US-
BAYER-200823332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717586 NON-EXPEDITED N US-
BAYER-200823315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 489 DAY BAYER

6717587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717587 NON-EXPEDITED N US-
BAYER-200823328NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717588 NON-EXPEDITED N US-
BAYER-200823335NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6717590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717590 NON-EXPEDITED N US-
BAYER-200823314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6717591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717591 NON-EXPEDITED N US-
BAYER-200827474NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717593 NON-EXPEDITED N US-
BAYER-200828123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6717595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717595 NON-EXPEDITED Y US-
BAYER-200828159NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6717596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717596 NON-EXPEDITED Y US-
BAYER-200828138NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 121 DAY BAYER

6717597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717597 NON-EXPEDITED N US-
BAYER-200826659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 18 DAY BAYER
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Detailed Report
6717598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717598 NON-EXPEDITED Y US-
BAYER-200828171NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6717599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717599 NON-EXPEDITED N US-
BAYER-200828170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 MTH BAYER

6717601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6717601 NON-EXPEDITED N US-
BAYER-200823372NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DYSPEPSIA  
FATIGUE  
HEADACHE  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  

6723796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6723796 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG DOSE OMISSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY PO  BARR

METRORRHAGIA  
MUSCLE SPASMS  
THROMBOSIS  
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Detailed Report
6723988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6723988 DIRECT N HO,DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
DEVICE DISLOCATION  
PROCTALGIA  

6724852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6724852 DIRECT N HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
ADVERSE DRUG REACTION  
DEVICE DISLOCATION  
PAIN  
UTERINE RUPTURE  

6518396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6518396 NON-EXPEDITED N OT US-
BAYER-200717304NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ANXIETY  
QUALITY OF LIFE DECREASED  
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Detailed Report
6651685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6651685 EXPEDITED (15-DAY) N OT US-
BAYER-200824133NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE 78 DAY BAYER
IRRITABILITY VITAMIN C  
ABDOMINAL PAIN PROZAC C ORAL Total daily dose: 20 MG  
NAUSEA  

6655560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6655560 NON-EXPEDITED Y OT US-
BAYER-200824432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6656749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6656749 NON-EXPEDITED N OT US-
BAYER-200824435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 41 DAY BAYER

6657793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6657793 NON-EXPEDITED Y OT US-
BAYER-200824589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  
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Detailed Report
6676065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6676065 EXPEDITED (15-DAY) N OT US-
BAYER-200825535NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 36 MTH BAYER
FATIGUE  
Haemorrhage in pregnancy  
HEART RATE INCREASED  
HORMONE LEVEL ABNORMAL  
POST PROCEDURAL HAEMORRHAGE  

6687501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6687501 EXPEDITED (15-DAY) Y OT GB-
BAYER-200811281BNE

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

MEFENAMIC ACID C  
UNSPECIFIED INGREDIENT C  

6700908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6700908 NON-EXPEDITED N HO,OT US-
BAYER-200827551NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 95 DAY BAYER
ABDOMINAL PAIN MOTRIN C ORAL  
Medical device complication FLAGYL C ORAL  

6711478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6711478 EXPEDITED (15-DAY) Y LT UA-
BAYER-200822799GPV

32 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE Total daily dose: 20 µG 78 DAY BAYER
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Detailed Report
6718651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718651 NON-EXPEDITED N US-
BAYER-200827492NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6718652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718652 NON-EXPEDITED N US-
BAYER-200826847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6718653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718653 NON-EXPEDITED N US-
BAYER-200826836NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6718654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718654 NON-EXPEDITED N US-
BAYER-200826496NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6718655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718655 NON-EXPEDITED Y US-
BAYER-200827443NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6718656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718656 NON-EXPEDITED N US-
BAYER-200827478NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6718658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718658 NON-EXPEDITED N US-
BAYER-200827438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6718664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718664 NON-EXPEDITED N US-
BAYER-200828040NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6718665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718665 NON-EXPEDITED N US-
BAYER-200828879NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6718666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718666 NON-EXPEDITED N US-
BAYER-200827495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6718668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718668 NON-EXPEDITED N US-
BAYER-200827916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6718670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718670 NON-EXPEDITED N US-
BAYER-200827895NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 17 DAY BAYER

6718671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718671 NON-EXPEDITED N US-
BAYER-200827900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 WEEK BAYER

6718673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2008 6718673 NON-EXPEDITED N US-
BAYER-200827494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6632045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6632045 NON-EXPEDITED N US-
BAYER-200820988NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1365 DAY BAYER
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Detailed Report
6719649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719649 EXPEDITED (15-DAY) N LT BR-
BAYER-200816199LA

31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 547 DAY BAYER
GENITAL HAEMORRHAGE CEPHALEXIN C ORAL  
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
HAEMORRHAGIC ANAEMIA  
HYPOVOLAEMIC SHOCK  
RUPTURED ECTOPIC PREGNANCY  
SYNCOPE  

6719684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719684 NON-EXPEDITED N US-
BAYER-200816884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719685 NON-EXPEDITED N US-
BAYER-200823402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6719686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719686 NON-EXPEDITED N US-
BAYER-200716220NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

VITAMINS C  
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Detailed Report
6719687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719687 NON-EXPEDITED N US-
BAYER-200826162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6719688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719688 NON-EXPEDITED N US-
BAYER-200823883NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6719689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719689 NON-EXPEDITED N US-
BAYER-200823754NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6719690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719690 NON-EXPEDITED Y US-
BAYER-200823414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719691 NON-EXPEDITED Y US-
BAYER-200823419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6719692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719692 NON-EXPEDITED Y US-
BAYER-200828270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719693 NON-EXPEDITED N US-
BAYER-200823959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  

6719694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719694 NON-EXPEDITED Y US-
BAYER-200828269NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 228 DAY BAYER

6719696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719696 NON-EXPEDITED N US-
BAYER-200828052NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6719697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719697 NON-EXPEDITED Y US-
BAYER-200828267NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 DAY BAYER

Page: 625 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6719698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719698 NON-EXPEDITED Y US-
BAYER-200826501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6719699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719699 NON-EXPEDITED Y US-
BAYER-200823745NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6719700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719700 NON-EXPEDITED Y US-
BAYER-200823915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GROIN PAIN MIRENA S INTRAUTERINE  BAYER

6719701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719701 NON-EXPEDITED N US-
BAYER-200828116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719703 NON-EXPEDITED N US-
BAYER-200828272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 91 DAY BAYER
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Detailed Report
6719704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719704 NON-EXPEDITED N US-
BAYER-200823900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6719706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719706 NON-EXPEDITED N US-
BAYER-200823743NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719708 NON-EXPEDITED N US-
BAYER-200823412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719710 NON-EXPEDITED N US-
BAYER-200826440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719711 NON-EXPEDITED Y US-
BAYER-200825948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6719712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719712 NON-EXPEDITED Y US-
BAYER-200823875NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6719713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719713 NON-EXPEDITED N US-
BAYER-200823920NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6719714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719714 NON-EXPEDITED Y US-
BAYER-200828268NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 176 DAY BAYER

6719715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719715 NON-EXPEDITED Y US-
BAYER-200828273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6719716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6719716 NON-EXPEDITED Y US-
BAYER-200827405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 153 DAY BAYER
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Detailed Report
6720136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6720136 EXPEDITED (15-DAY) Y HO,DS,OT GB-PFIZER
INC-2008063319

22 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE CHANTIX S ORAL  

LEVONORGESTREL S ORAL  

6726665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6726665 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S VAGINAL VAG  BAYER
DYSSTASIA  
INADEQUATE ANALGESIA  
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Detailed Report
6730208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6730208 DIRECT Y HO,DS,LT,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S 5 DAY
ANXIETY MIRENA S  
ABDOMINAL PAIN  
ACNE  
BLOOD PRESSURE INCREASED  
BODY TEMPERATURE INCREASED  
FEAR  
FEAR OF DEATH  
FEELING ABNORMAL  
HYPOVENTILATION  
INFECTION  
INSOMNIA  
NAUSEA  
OEDEMA PERIPHERAL  
OVARIAN CYST  
PANIC ATTACK  
PULMONARY EMBOLISM  
SOMNOLENCE  
UPPER RESPIRATORY TRACT INFECTION  

6624152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6624152 NON-EXPEDITED N US-
BAYER-200817015NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
PYREXIA IBUPROFEN C  
CHILLS  
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Detailed Report
6634170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6634170 NON-EXPEDITED N US-
BAYER-200810466NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER
PANIC ATTACK  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6655004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6655004 NON-EXPEDITED N US-
BAYER-200824346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 23 MTH BAYER
PARAESTHESIA  
UTERINE SPASM  
Visual impairment  

6655586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6655586 NON-EXPEDITED N US-
BAYER-200822380NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE EXUDATE BLOODY MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
6657740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6657740 NON-EXPEDITED Y US-
BAYER-200715713NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 26 DAY BAYER
CHILLS  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

6657741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6657741 NON-EXPEDITED N US-
BAYER-200716028NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DIZZINESS  

6657766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6657766 NON-EXPEDITED N US-
BAYER-200822657NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 5 YR BAYER
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Detailed Report
6707254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6707254 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200828105NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTENSION MIRENA S INTRAUTERINE 1 MTH BAYER
ORTHOSTATIC HYPOTENSION ZOLOFT C  
ABDOMINAL PAIN LOWER XANAX C  
ACTIVITIES OF DAILY LIVING IMPAIRED  
Decreased appetite  
DEPRESSION  
DRUG HYPERSENSITIVITY  
NAUSEA  
NERVOUSNESS  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
VAGINAL INFLAMMATION  
WEIGHT DECREASED  

6720610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720610 EXPEDITED (15-DAY) N DS,OT CO-
BAYER-200816711LA

30 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS MIRENA S INTRAUTERINE 6 YR BAYER
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 10 MTH BAYER
ALOPECIA  
BACK PAIN  
CONVULSION  
HUMAN PAPILLOMA VIRUS TEST POSITIVE  
INFLAMMATION  
URINARY TRACT INFECTION  
WEIGHT INCREASED  
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Detailed Report
6720642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720642 NON-EXPEDITED N US-
BAYER-200826221NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

6720643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720643 NON-EXPEDITED Y US-
BAYER-200827411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6720644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720644 NON-EXPEDITED N US-
BAYER-200826860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER

6720647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720647 NON-EXPEDITED N US-
BAYER-200826582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6720648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720648 NON-EXPEDITED N US-
BAYER-200827878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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6720649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720649 NON-EXPEDITED N US-
BAYER-200826858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6720652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720652 NON-EXPEDITED N US-
BAYER-200828604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
MALAISE  

6720653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720653 NON-EXPEDITED Y US-
BAYER-200826864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6720654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720654 NON-EXPEDITED N US-
BAYER-200826956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
AMENORRHOEA  
PAROSMIA  
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Detailed Report
6720657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720657 NON-EXPEDITED N US-
BAYER-200828330NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
Medical device complication  

6720658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6720658 NON-EXPEDITED Y US-
BAYER-200826505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6727035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2008 6727035 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCRIT DECREASED MIRENA S VAGINAL 1 DEVICE 5 YEARS

INTRA-UTERI
 BAYER

AGGRESSION  
BLOOD PRESSURE DECREASED  
HAEMOGLOBIN DECREASED  
HEART RATE INCREASED  
HORMONE LEVEL ABNORMAL  
LOSS OF CONSCIOUSNESS  
MENORRHAGIA  
PALPITATIONS  
TREMOR  
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Detailed Report
6636962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6636962 NON-EXPEDITED N US-
BAYER-200813851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE  BAYER

6721977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6721977 NON-EXPEDITED N HO,OT US-
BAYER-200830087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 31 DAY BAYER
ABDOMINAL DISTENSION  
GAIT DISTURBANCE  
PROCEDURAL PAIN  
SENSATION OF PRESSURE  

6722015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722015 NON-EXPEDITED N US-
BAYER-200823465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE 1 DAY BAYER
ABDOMINAL PAIN  

6722016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722016 NON-EXPEDITED N US-
BAYER-200823456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6722017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722017 NON-EXPEDITED N US-
BAYER-200823481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST SWELLING  
MENORRHAGIA  

6722018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722018 NON-EXPEDITED N US-
BAYER-200823478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6722019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722019 NON-EXPEDITED N US-
BAYER-200823470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER

6722020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722020 NON-EXPEDITED N US-
BAYER-200823469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 207 DAY BAYER

6722021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722021 NON-EXPEDITED N US-
BAYER-200823459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER
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Detailed Report
6722022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722022 NON-EXPEDITED N US-
BAYER-200823461NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 MTH BAYER
VAGINAL DISCHARGE  

6722023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722023 NON-EXPEDITED N US-
BAYER-200823466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6722024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722024 NON-EXPEDITED N US-
BAYER-200823442NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
OLIGOMENORRHOEA  
PAIN  
VAGINAL HAEMORRHAGE  

6722025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722025 NON-EXPEDITED N US-
BAYER-200823479NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 MTH BAYER
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Detailed Report
6722026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722026 NON-EXPEDITED N US-
BAYER-200823483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
GROIN PAIN  

6722027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722027 NON-EXPEDITED N US-
BAYER-200823467NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6722028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722028 NON-EXPEDITED N US-
BAYER-200823496NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
FATIGUE  
FUNGAL INFECTION  
MENORRHAGIA  

6722029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722029 NON-EXPEDITED N US-
BAYER-200823476NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6722031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722031 NON-EXPEDITED Y US-
BAYER-200823494NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6722032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722032 NON-EXPEDITED N US-
BAYER-200823033NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
MALAISE  
NAUSEA  
PAIN  

6722035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722035 NON-EXPEDITED N US-
BAYER-200823485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6722036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722036 NON-EXPEDITED N US-
BAYER-200828334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 641 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6722038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6722038 NON-EXPEDITED N US-
BAYER-200829691NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 2 YR BAYER
HYPOMENORRHOEA  
MENSTRUATION DELAYED  

6726556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6726556 DIRECT N DS 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION LEVONORGESTREL S  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

6311559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6311559 EXPEDITED (15-DAY) N OT FR-BAYER-
FR-2007-014020

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INNER EAR DISORDER MIRENA S INTRAUTERINE  BAYER
MIGRAINE  
NECK PAIN  

6652008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6652008 EXPEDITED (15-DAY) Y OT DE-
BAYER-200817921GPV

46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 30 MTH BAYER
PELVIC VENOUS THROMBOSIS  
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Detailed Report
6674713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6674713 NON-EXPEDITED N OT US-
BAYER-200825960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6687634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6687634 EXPEDITED (15-DAY) N HO US-
BAYER-200826532NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
GLOSSODYNIA METFORMIN HYDROCHLORIDE C  
CONFUSIONAL STATE  
GENITAL HAEMORRHAGE  
Headache  
LOSS OF CONSCIOUSNESS  
MENSTRUATION IRREGULAR  

6723375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723375 NON-EXPEDITED N US-
BAYER-200823518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723376 NON-EXPEDITED N US-
BAYER-200823520NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6723378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723378 NON-EXPEDITED N US-
BAYER-200823513NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723379 NON-EXPEDITED Y US-
BAYER-200823524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723380 NON-EXPEDITED N US-
BAYER-200823519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6723381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723381 NON-EXPEDITED N US-
BAYER-200823534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723382 NON-EXPEDITED N US-
BAYER-200823507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6723383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723383 NON-EXPEDITED N US-
BAYER-200823528NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER

6723385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723385 NON-EXPEDITED N US-
BAYER-200823460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723386 NON-EXPEDITED N US-
BAYER-200823501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINITIS MIRENA S INTRAUTERINE  BAYER
SKIN IRRITATION  

6723387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723387 NON-EXPEDITED N US-
BAYER-200823503NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6723388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723388 NON-EXPEDITED N US-
BAYER-200823523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6723389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723389 NON-EXPEDITED N US-
BAYER-200828540NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 67 DAY BAYER

6723392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723392 NON-EXPEDITED N US-
BAYER-200823533NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
AFFECT LABILITY  
FLATULENCE  
MIGRAINE  
PREMENSTRUAL SYNDROME  
PROCEDURAL PAIN  

6723395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723395 NON-EXPEDITED N US-
BAYER-200823530NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6723396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723396 NON-EXPEDITED N US-
BAYER-200828641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER
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6723398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723398 NON-EXPEDITED N US-
BAYER-200823609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6723399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723399 NON-EXPEDITED N US-
BAYER-200823608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6723400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723400 NON-EXPEDITED N US-
BAYER-200828691NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 377 DAY BAYER

6723401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723401 NON-EXPEDITED N US-
BAYER-200823548NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6723402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723402 NON-EXPEDITED N US-
BAYER-200828528NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6723403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723403 NON-EXPEDITED N US-
BAYER-200823571NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6723404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723404 NON-EXPEDITED N US-
BAYER-200828588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723406 NON-EXPEDITED N US-
BAYER-200828589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6723408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723408 NON-EXPEDITED Y US-
BAYER-200827353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK DISORDER MIRENA S INTRAUTERINE  BAYER
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6723409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723409 NON-EXPEDITED N US-
BAYER-200823606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6723410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723410 NON-EXPEDITED N US-
BAYER-200828629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6723411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723411 NON-EXPEDITED N US-
BAYER-200823555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER

6723412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723412 NON-EXPEDITED N US-
BAYER-200828049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6723413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6723413 NON-EXPEDITED N US-
BAYER-200828779NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER
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6728873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6728873 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  
FATIGUE  
HAEMORRHAGE  
PAIN  

6728906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6728906 DIRECT N HO,DS,LT,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 1 LASTS FOR 5 YEARS  BAYER
DEVICE DISLOCATION  
HAEMORRHAGE  
PRODUCT QUALITY ISSUE  

6728968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6728968 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
ABDOMINAL DISTENSION  
DIZZINESS  
FATIGUE  
LOSS OF LIBIDO  
MOOD SWINGS  
WEIGHT INCREASED  
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6728988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6728988 DIRECT N 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  
ILL-DEFINED DISORDER  
MENSTRUATION IRREGULAR  
PELVIC INFLAMMATORY DISEASE  
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6728997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6728997 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S 1 VAG 2 YR
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
AMENORRHOEA  
ARTHRALGIA  
BREAST DISORDER  
BREAST TENDERNESS  
CHEST PAIN  
DIZZINESS  
ENURESIS  
EPISTAXIS  
FATIGUE  
FEELING ABNORMAL  
FURUNCLE  
GASTROOESOPHAGEAL REFLUX DISEASE  
HYPERTRICHOSIS  
MUSCLE TWITCHING  
MUSCULOSKELETAL STIFFNESS  
NAUSEA  
ORAL DISORDER  
POLLAKIURIA  
RASH  
VAGINAL DISCHARGE  
WEIGHT LOSS POOR  
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6732530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2008 6732530 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 91 DAY REGIMEN 1

DAILY PO
 

BLOOD IRON DECREASED  
FATIGUE  
IRRITABILITY  
MENOMETRORRHAGIA  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
SWELLING  
THYROID DISORDER  
VISION BLURRED  

6636928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6636928 NON-EXPEDITED N OT US-
BAYER-200822125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6643037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6643037 NON-EXPEDITED N OT US-
BAYER-200822295NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COLPOSCOPY ABNORMAL  
COMPLICATION OF DEVICE REMOVAL  
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6649337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6649337 NON-EXPEDITED N OT US-
BAYER-200821046NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST URINE POSITIVE MIRENA S INTRAUTERINE  BAYER
Human chorionic gonadotropin increased UNSPECIFIED INGREDIENT C  
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
Human chorionic gonadotropin decreased  

6658614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6658614 NON-EXPEDITED N OT US-
BAYER-200824797NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS TRI-LEVLEN S  BAYER

6663137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6663137 NON-EXPEDITED N OT US-
BAYER-200825134NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM ZOLOFT C  
DYSMENORRHOEA MULTI-VITAMIN C  

6663138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6663138 NON-EXPEDITED Y OT US-
BAYER-200825216NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 35 DAY BAYER
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6668405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6668405 EXPEDITED (15-DAY) N LT,OT FR-
BAYER-200820068GPV

49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE  BAYER
METASTASES TO LUNG MIRENA S INTRAUTERINE  BAYER
LYMPHADENOPATHY ANTI-INFLAMMATORY DRUGS C UNKNOWN  
PAIN IN EXTREMITY TAMOXIFEN CITRATE C ORAL 7 YR
AMENORRHOEA  

6704677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6704677 NON-EXPEDITED N HO,OT US-
BAYER-200827901NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 298 DAY BAYER
Medical device complication  

6724467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724467 NON-EXPEDITED N US-
BAYER-200823655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 2 YR BAYER

6724469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724469 NON-EXPEDITED N US-
BAYER-200823659NA

1 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S  BAYER
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6724470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724470 NON-EXPEDITED N US-
BAYER-200823639NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal swelling MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  

6724471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724471 NON-EXPEDITED N US-
BAYER-200823643NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

6724481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724481 NON-EXPEDITED N US-
BAYER-200823672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6724482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724482 NON-EXPEDITED N US-
BAYER-200823737NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
DEPRESSION  
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6724484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724484 NON-EXPEDITED N US-
BAYER-200823810NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6724485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724485 NON-EXPEDITED Y US-
BAYER-200823708NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
CRYING  
IRRITABILITY  
MOOD SWINGS  
NAUSEA  

6724486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724486 NON-EXPEDITED N US-
BAYER-200827237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6724487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724487 NON-EXPEDITED N US-
BAYER-200823764NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6724488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724488 NON-EXPEDITED N US-
BAYER-200823742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
UNEVALUABLE EVENT  

6724491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724491 NON-EXPEDITED Y US-
BAYER-200823663NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6724493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724493 NON-EXPEDITED Y US-
BAYER-200823749NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6724494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6724494 NON-EXPEDITED N US-
BAYER-200823762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6727966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6727966 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER SEASONIQUE S AS RECOMMENDED

DAILY
2 YR

NAUSEA ORTHO TRI CYCLEN S AS RECOMMENDED
DAILY, 4.5 YRS

 

ABDOMINAL PAIN UPPER  
DIARRHOEA  
INJECTION SITE PAIN  
MUSCULOSKELETAL PAIN  
PYREXIA  
VOMITING  

6727967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2008 6727967 DIRECT N LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROINTESTINAL DISORDER MIRENA S 2 1/2 YEARS  
ANXIETY  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FATIGUE  
IRRITABILITY  
MYALGIA  

6525651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6525651 NON-EXPEDITED N OT US-
BAYER-200810377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
UTERINE RUPTURE  
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6577955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6577955 NON-EXPEDITED N OT US-
BAYER-200816324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6658695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6658695 NON-EXPEDITED N US-
BAYER-200822663NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6671911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6671911 NON-EXPEDITED N HO US-
BAYER-200825452NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL PAIN LOVENOX C  

6690213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6690213 NON-EXPEDITED N HO,OT US-
BAYER-200826852NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 30 DAY BAYER

6692725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6692725 NON-EXPEDITED Y HO,OT US-
BAYER-200827023NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 354 DAY BAYER
MENSTRUATION IRREGULAR  
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6704678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6704678 NON-EXPEDITED N HO US-
BAYER-200827821NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6707256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6707256 NON-EXPEDITED N OT US-
BAYER-200828413NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 DAY BAYER
ABDOMINAL PAIN  

6725544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6725544 NON-EXPEDITED Y US-
BAYER-200822077NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 48 DAY BAYER

6725547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2008 6725547 NON-EXPEDITED Y US-
BAYER-200828037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6570150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6570150 EXPEDITED (15-DAY) N OT DE-
BAYER-200813665GPV

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATOTOXICITY MIRENA S INTRAUTERINE Total daily dose: 20 µG 575 DAY BAYER
LIVER FUNCTION TEST ABNORMAL LEVOTHYROXINE SODIUM

\POTASSIUM IODIDE
C ORAL  
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6708869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6708869 EXPEDITED (15-DAY) N OT DE-
BAYER-200822325GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
THROMBOSIS  

6726871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726871 NON-EXPEDITED N US-
BAYER-200823814NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 MTH BAYER

6726872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726872 NON-EXPEDITED N US-
BAYER-200823637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6726873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726873 NON-EXPEDITED N US-
BAYER-200823873NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6726874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726874 NON-EXPEDITED Y US-
BAYER-200823876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 117 DAY BAYER
Device expulsion  

6726875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726875 NON-EXPEDITED N US-
BAYER-200823820NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6726877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726877 NON-EXPEDITED Y US-
BAYER-200828780NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER

6726878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726878 NON-EXPEDITED N US-
BAYER-200828768NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 158 DAY BAYER

6726879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2008 6726879 NON-EXPEDITED N US-
BAYER-200828759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6528358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6528358 NON-EXPEDITED N US-BAYER-
US-2007-039540

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  

6549578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6549578 NON-EXPEDITED N US-
BAYER-200810088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
INFECTION  
Medical device complication  
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6574287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6574287 NON-EXPEDITED N OT US-
BAYER-200815760NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA PRENATAL VITAMINS (NOS) C  
ABDOMINAL PAIN LOWER  
ASTHENIA  
Device expulsion  
DIARRHOEA  
DIZZINESS  
DYSURIA  
FATIGUE  
HYPOMENORRHOEA  
NAUSEA  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
VAGINAL DISCHARGE  

6644188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6644188 EXPEDITED (15-DAY) N OT US-
BAYER-200822300NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6658658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6658658 NON-EXPEDITED N US-
BAYER-200716868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  
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6728003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728003 NON-EXPEDITED Y US-
BAYER-200824408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 68 DAY BAYER

6728004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728004 NON-EXPEDITED N US-
BAYER-200824320NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6728005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728005 NON-EXPEDITED Y US-
BAYER-200823897NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6728006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728006 NON-EXPEDITED N US-
BAYER-200823918NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 3 MTH BAYER

IBUPROFEN C  
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6728007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728007 NON-EXPEDITED N US-
BAYER-200823906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
PRURITUS  
RASH GENERALISED  

6728008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728008 NON-EXPEDITED N US-
BAYER-200823898NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6728010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728010 NON-EXPEDITED N US-
BAYER-200830266NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 145 DAY BAYER
ABDOMINAL PAIN  

6728011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728011 NON-EXPEDITED Y US-
BAYER-200828837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6728012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728012 NON-EXPEDITED N US-
BAYER-200830408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE  BAYER
LACERATION  

6728013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728013 NON-EXPEDITED N US-
BAYER-200828808NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6728014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728014 NON-EXPEDITED Y US-
BAYER-200824413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 601 DAY BAYER

6728015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728015 NON-EXPEDITED N US-
BAYER-200828803NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  
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Detailed Report
6728016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728016 NON-EXPEDITED N US-
BAYER-200823912NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6728038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728038 NON-EXPEDITED N US-
BAYER-200823880NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  
NAUSEA  

6728039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728039 NON-EXPEDITED Y US-
BAYER-200823874NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HEADACHE  
PROCEDURAL PAIN  

6728040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728040 NON-EXPEDITED N US-
BAYER-200823903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
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6728041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728041 NON-EXPEDITED N US-
BAYER-200823878NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6728042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728042 NON-EXPEDITED N US-
BAYER-200823882NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6728051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728051 NON-EXPEDITED N US-
BAYER-200823952NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6728337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6728337 NON-EXPEDITED N US-BAYER-
US-2007-032142

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA LEVLITE S ORAL  

LISINOPRIL C  
HYDROCHLOROTHIAZIDE C  
FLUOXETINE C ORAL  
NEXIUM C  
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6731251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6731251 DIRECT N CA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
DIZZINESS  
HAEMORRHAGE  
SWELLING  
THROMBOSIS  
VISION BLURRED  

6731774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6731774 DIRECT N OT 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE CLIMARA PRO S TRANSDERMAL 1 WEEKLY WEEKLY

TRANSDERMAL
1 WEEK BAYER

RASH  
SKIN INFECTION  

6731819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6731819 DIRECT N OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 1 UNIT 5 YEARS

INTRA-UTERI
 

ACTIVITIES OF DAILY LIVING IMPAIRED  
GAIT DISTURBANCE  
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6742444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6742444 DIRECT N 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
DEVICE BREAKAGE  
DIZZINESS  
SYNCOPE  

6608886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6608886 NON-EXPEDITED Y US-
BAYER-200818684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6622629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6622629 NON-EXPEDITED N OT US-
BAYER-200820489NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1179 DAY BAYER

6643033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6643033 NON-EXPEDITED Y OT US-
BAYER-200822621NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 74 DAY BAYER
Medical device complication  
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6674730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6674730 NON-EXPEDITED N US-
BAYER-200813890NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal withdrawal bleeding LEVLITE S ORAL  BAYER

6684989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6684989 NON-EXPEDITED N US-
BAYER-200825886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
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Detailed Report
6685002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6685002 NON-EXPEDITED N US-
BAYER-200816821NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE 64 MTH BAYER
ABDOMINAL DISTENSION  
ACNE  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
BLOOD OESTROGEN ABNORMAL  
BREAST TENDERNESS  
DIZZINESS  
GASTROOESOPHAGEAL REFLUX DISEASE  
HEADACHE  
IRRITABILITY  
LIBIDO DECREASED  
ORGASMIC SENSATION DECREASED  
PREMENSTRUAL SYNDROME  
PRURITUS  
WEIGHT INCREASED  

6711514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6711514 NON-EXPEDITED Y US-
BAYER-200827500NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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Detailed Report
6729323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729323 NON-EXPEDITED N US-
BAYER-200824466NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

6729324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729324 NON-EXPEDITED Y US-
BAYER-200824473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6729325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729325 NON-EXPEDITED N US-
BAYER-200824470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER

6729329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729329 NON-EXPEDITED Y US-
BAYER-200824488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6729349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729349 NON-EXPEDITED N US-
BAYER-200824492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6729350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729350 NON-EXPEDITED N US-
BAYER-200824491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 10 MTH BAYER

6729351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729351 NON-EXPEDITED Y US-
BAYER-200824538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 182 DAY BAYER

6729352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729352 NON-EXPEDITED Y US-
BAYER-200824542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER

6729353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729353 NON-EXPEDITED N US-
BAYER-200824510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEPRESSED MOOD  
MOOD SWINGS  
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Detailed Report
6729354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729354 NON-EXPEDITED N US-
BAYER-200824482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 4 DAY BAYER

6729355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729355 NON-EXPEDITED N US-
BAYER-200824477NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6729356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729356 NON-EXPEDITED N US-
BAYER-200824429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 51 DAY BAYER

6729357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729357 NON-EXPEDITED N US-
BAYER-200824439NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 61 DAY BAYER
Device expulsion  

6729358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729358 NON-EXPEDITED N US-
BAYER-200824438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 119 DAY BAYER
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Detailed Report
6729359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729359 NON-EXPEDITED N US-
BAYER-200824506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
VOMITING  

6729360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729360 NON-EXPEDITED N US-
BAYER-200824427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER

6729362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729362 NON-EXPEDITED N US-
BAYER-200824500NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6729363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729363 NON-EXPEDITED N US-
BAYER-200824503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 124 DAY BAYER

6729364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729364 NON-EXPEDITED N US-
BAYER-200824539NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 6 MTH BAYER
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Detailed Report
6729365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729365 NON-EXPEDITED N US-
BAYER-200824417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 138 DAY BAYER

6729368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6729368 NON-EXPEDITED N US-
BAYER-200824485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6735363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2008 6735363 DIRECT N 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S  
BACK PAIN  
DEPRESSION  
DIZZINESS  
MENORRHAGIA  
METRORRHAGIA  
VISION BLURRED  

6598693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6598693 NON-EXPEDITED N US-
BAYER-200716280NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
FEELING ABNORMAL  
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6625725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6625725 EXPEDITED (15-DAY) N HO,LT,OT AT-
BAYER-200817142GPV

42 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
 BAYER

MIRENA S INTRAUTERINE Total daily dose: 20 µG/
D

 BAYER

6636959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6636959 NON-EXPEDITED N US-
BAYER-200821309NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
HEADACHE  
TINNITUS  
VAGINAL HAEMORRHAGE  
Visual impairment  
WEIGHT INCREASED  

6661873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6661873 EXPEDITED (15-DAY) N HO AT-
BAYER-200819594GPV

23 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
CARDIOVASCULAR DISORDER  
LOSS OF CONSCIOUSNESS  
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6666988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6666988 NON-EXPEDITED Y OT US-
BAYER-200825127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6671909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6671909 NON-EXPEDITED N HO US-
BAYER-200825528NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 87 DAY BAYER

6705888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6705888 NON-EXPEDITED N US-
BAYER-200826053NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION CLARITIN C  
MENSTRUATION DELAYED LAMICTAL C  
Medical device complication GREEN PILL C  

6730342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730342 NON-EXPEDITED N US-
BAYER-200824396NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

Page: 681 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6730343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730343 NON-EXPEDITED N US-
BAYER-200824556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6730345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730345 NON-EXPEDITED Y US-
BAYER-200824611NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 424 DAY BAYER

6730346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730346 NON-EXPEDITED N US-
BAYER-200824617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6730347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730347 NON-EXPEDITED N US-
BAYER-200824651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6730348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730348 NON-EXPEDITED N US-
BAYER-200824603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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6730349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730349 NON-EXPEDITED N US-
BAYER-200824742NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
GENITAL HAEMORRHAGE  
MALAISE  
NAUSEA  

6730350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730350 NON-EXPEDITED N US-
BAYER-200824642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6730351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730351 NON-EXPEDITED N US-
BAYER-200824689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6730352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730352 NON-EXPEDITED N US-
BAYER-200824726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 MTH BAYER
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6730356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730356 NON-EXPEDITED N US-
BAYER-200824610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 72 DAY BAYER

6730357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730357 NON-EXPEDITED N US-
BAYER-200824616NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 WEEK BAYER

6730358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730358 NON-EXPEDITED N US-
BAYER-200824627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6730359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730359 NON-EXPEDITED N US-
BAYER-200824615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
FATIGUE  
MENSTRUATION DELAYED  

6730360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730360 NON-EXPEDITED N US-
BAYER-200824687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER
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6730361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730361 NON-EXPEDITED N US-
BAYER-200827557NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 8 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL DISCOMFORT  
Medical device complication  
PYREXIA  

6730362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730362 NON-EXPEDITED N US-
BAYER-200824678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6730363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730363 NON-EXPEDITED N US-
BAYER-200824650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 615 DAY BAYER

6730364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730364 NON-EXPEDITED N US-
BAYER-200824680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER
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6730365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730365 NON-EXPEDITED Y US-
BAYER-200824607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6730369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730369 NON-EXPEDITED Y US-
BAYER-200824648NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S INTRAUTERINE  BAYER

6730370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730370 NON-EXPEDITED Y US-
BAYER-200824731NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6730371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730371 NON-EXPEDITED N US-
BAYER-200824679NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6730372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730372 NON-EXPEDITED N US-
BAYER-200824640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 686 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6730373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730373 NON-EXPEDITED Y US-
BAYER-200824683NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6730374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730374 NON-EXPEDITED N US-
BAYER-200824720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6730375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730375 NON-EXPEDITED N US-
BAYER-200824619NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISORDER MIRENA S INTRAUTERINE 6 MTH BAYER

6730376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730376 NON-EXPEDITED N US-
BAYER-200824622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 71 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6730379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730379 NON-EXPEDITED Y US-
BAYER-200830374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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6730381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730381 NON-EXPEDITED Y US-
BAYER-200827584NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRACAVERNOSA 326 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6730383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6730383 NON-EXPEDITED N US-
BAYER-200830629NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 5 YR BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 2 YR BAYER
PELVIC PAIN  

6735433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6735433 DIRECT N HO,DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
DISCOMFORT  
DYSSTASIA  
MOVEMENT DISORDER  
PAIN  
UTERINE RUPTURE  
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6735533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6735533 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S VAGINAL VAG, FROM APRIL TO

JULY
 BAYER

ACNE  
ANXIETY  
BACK PAIN  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DYSPAREUNIA  
HORMONE LEVEL ABNORMAL  
INSOMNIA  
JAUNDICE  
MIGRAINE  
NERVOUSNESS  
NIGHT SWEATS  
OBSESSIVE THOUGHTS  
PANIC ATTACK  
PARAESTHESIA  
PRURITUS  
THINKING ABNORMAL  
THROAT TIGHTNESS  
VISUAL IMPAIRMENT  
VULVOVAGINAL PAIN  
WEIGHT FLUCTUATION  
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6746516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6746516 EXPEDITED (15-DAY) HO,OT TPH-00081 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 YR

ABORTION THREATENED ETHINYL ESTRADIOL
\LEVONORGESTREL

S 5 YR

BLOOD DISORDER  
BLOOD PRESSURE INCREASED  
GESTATIONAL DIABETES  
HEADACHE  
HIGH RISK PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  
POSTPARTUM DEPRESSION  
PREGNANCY ON ORAL CONTRACEPTIVE  

6627058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6627058 NON-EXPEDITED Y OT US-
BAYER-200821091NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 153 DAY BAYER
ABDOMINAL DISTENSION  
Medical device complication  
PROCEDURAL PAIN  
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Detailed Report
6634208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6634208 NON-EXPEDITED N OT US-
BAYER-200821726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6634212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6634212 EXPEDITED (15-DAY) N OT CA-
BAYER-200821597NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 3 YR BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  

6644187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6644187 NON-EXPEDITED N HO,OT US-
BAYER-200822735NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 32 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6658615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6658615 NON-EXPEDITED N OT US-
BAYER-200824673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6661141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6661141 EXPEDITED (15-DAY) Y OT US-
BAYER-200824849NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GOITRE MIRENA S INTRAUTERINE  BAYER
SKIN DISCOLOURATION ALBUTEROL C  
POST PROCEDURAL HAEMORRHAGE ADVAIR DISKUS C  
PROCEDURAL PAIN ALDACTONE C ORAL Unit dose: 25 MG  

LASIX C ORAL Unit dose: 20 MG  
CYMBALTA C ORAL Total daily dose: 4 MG  
OXYCONTIN C ORAL Total daily dose: 90 MG  
NORCO C ORAL  

6691293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6691293 EXPEDITED (15-DAY) Y HO GB-
BAYER-200811635BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
FACIAL PARESIS  
SENSORY LOSS  

6719652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6719652 NON-EXPEDITED N US-
BAYER-200829726NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 538 DAY BAYER
MENSTRUATION IRREGULAR DEPO-PROVERA C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DYSPAREUNIA  
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6720616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6720616 NON-EXPEDITED N OT US-
BAYER-200829827NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
DYSPAREUNIA  
Medical device complication  
POLYMENORRHOEA  
UTERINE RUPTURE  

6725530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6725530 NON-EXPEDITED N OT US-
BAYER-200828810NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERGLYCAEMIA MIRENA S INTRAUTERINE 32 DAY BAYER
BLOOD GLUCOSE INCREASED ACTOS + MET C  
GENITAL HAEMORRHAGE AMARYL C  

INSULIN HUMAN NOS C  

6731419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731419 NON-EXPEDITED Y US-
BAYER-200824782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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6731420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731420 NON-EXPEDITED N US-
BAYER-200824787NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6731421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731421 NON-EXPEDITED Y US-
BAYER-200824771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6731422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731422 NON-EXPEDITED Y US-
BAYER-200824781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 163 DAY BAYER

6731423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731423 NON-EXPEDITED N US-
BAYER-200824763NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

METOPROLOL TARTRATE C  
ASPIRIN C  
HYDROXYCHLOROQUINE C  
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6731424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731424 NON-EXPEDITED N US-
BAYER-200824753NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MUSCULOSKELETAL DISCOMFORT  
TREMOR  

6731425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731425 NON-EXPEDITED N US-
BAYER-200824788NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  

6731427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731427 NON-EXPEDITED Y US-
BAYER-200824757NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6731428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731428 NON-EXPEDITED Y US-
BAYER-200824799NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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6731432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731432 NON-EXPEDITED Y US-
BAYER-200826608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

6731433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731433 NON-EXPEDITED Y US-
BAYER-200826580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER

6731434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731434 NON-EXPEDITED N US-
BAYER-200824804NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6731435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731435 NON-EXPEDITED N US-
BAYER-200824777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6731436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731436 NON-EXPEDITED N US-
BAYER-200824780NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER
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6731437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731437 NON-EXPEDITED N US-
BAYER-200826606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6731442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731442 NON-EXPEDITED N US-
BAYER-200826866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6731443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731443 NON-EXPEDITED N US-
BAYER-200824802NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

6731444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731444 NON-EXPEDITED N US-
BAYER-200830763NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
HAIR GROWTH ABNORMAL  
SCAR  

6731468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731468 NON-EXPEDITED N US-
BAYER-200822730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

Page: 697 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6731469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731469 NON-EXPEDITED N US-
BAYER-200819107NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6731471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731471 NON-EXPEDITED N US-
BAYER-200823960NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION BUSPIRONE HYDROCHLORIDE C  
ABDOMINAL PAIN  
PROCEDURAL PAIN  

6731472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731472 NON-EXPEDITED N US-
BAYER-200823644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6731473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731473 NON-EXPEDITED Y US-
BAYER-200823966NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
INFLUENZA LIKE ILLNESS  
PAIN  
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6731474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731474 NON-EXPEDITED N US-
BAYER-200821939NA

23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6731475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731475 NON-EXPEDITED Y US-
BAYER-200823968NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

AYGESTIN C ORAL  
MOTRIN C ORAL  
NORVASC C ORAL  

6731476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731476 NON-EXPEDITED N US-
BAYER-200820623NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6731477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731477 NON-EXPEDITED N US-
BAYER-200825807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6731481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731481 NON-EXPEDITED N US-
BAYER-200824768NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6731489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731489 NON-EXPEDITED N US-
BAYER-200823975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
MALAISE  
UTERINE SPASM  
VOMITING  

6731492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6731492 NON-EXPEDITED N US-
BAYER-200823972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6735809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2008 6735809 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK AVIANE S ORAL 28 DAY DAILY PO  
ACTIVITIES OF DAILY LIVING IMPAIRED  
BLOOD GLUCOSE ABNORMAL  
EATING DISORDER  
FEAR  

6549511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6549511 NON-EXPEDITED N US-
BAYER-200812936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 30 MTH BAYER
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6621377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6621377 NON-EXPEDITED N US-
BAYER-200817916NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6674865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6674865 NON-EXPEDITED Y OT US-
BAYER-200825610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 19 DAY BAYER
UTERINE LEIOMYOMA  

6681267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6681267 NON-EXPEDITED N HO US-
BAYER-200826280NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 18 DAY BAYER
Medical device complication  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6684954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6684954 NON-EXPEDITED N US-
BAYER-200816344NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEEDING DISORDER NEONATAL MIRENA S INTRAUTERINE  BAYER
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6706031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6706031 NON-EXPEDITED N US-
BAYER-200821890NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 11 MTH BAYER
BREAST ENLARGEMENT  
MENSTRUATION DELAYED  
NAUSEA  

6708870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6708870 EXPEDITED (15-DAY) Y OT US-
BAYER-200827931NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCISIONAL HERNIA REPAIR MIRENA S INTRAUTERINE  BAYER
CERVICAL DYSPLASIA  
Device expulsion  

6717529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6717529 NON-EXPEDITED N OT US-
BAYER-200829601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6719642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6719642 NON-EXPEDITED Y OT US-
BAYER-200829598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S ORAL  BAYER
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6726854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6726854 EXPEDITED (15-DAY) N OT CA-
BAYER-200830271NA

30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL INCOMPETENCE MIRENA S  BAYER

6732557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732557 NON-EXPEDITED N US-
BAYER-200818892NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6732558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732558 NON-EXPEDITED N US-
BAYER-200818797NA

26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6732559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732559 NON-EXPEDITED N US-
BAYER-200818874NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

Page: 703 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6732560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732560 NON-EXPEDITED N US-
BAYER-200817700NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS  
RASH  
SCAR  

6732561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732561 NON-EXPEDITED N US-
BAYER-200818891NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
PROCEDURAL DIZZINESS  

6732562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732562 NON-EXPEDITED N US-
BAYER-200826559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6732564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732564 NON-EXPEDITED N US-BAYER-
US-2006-040175

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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6732565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732565 NON-EXPEDITED N US-
BAYER-200823981NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6732566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732566 NON-EXPEDITED Y US-
BAYER-200826549NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 38 DAY BAYER

6732567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732567 NON-EXPEDITED N US-
BAYER-200823999NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6732569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732569 NON-EXPEDITED N US-
BAYER-200826578NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6732570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732570 NON-EXPEDITED N US-
BAYER-200818899NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER
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6732572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732572 NON-EXPEDITED N US-
BAYER-200826556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
ABDOMINAL PAIN  

6732573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732573 NON-EXPEDITED N US-
BAYER-200824001NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
Medical device complication  
NECK PAIN  

6732574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732574 NON-EXPEDITED N US-
BAYER-200818897NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6732576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732576 NON-EXPEDITED Y US-
BAYER-200823983NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6732833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6732833 EXPEDITED (15-DAY) N OT US-WYE-H05627508 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE LYBREL S ORAL 1 MTH WYETH
METRORRHAGIA  

6746314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2008 6746314 EXPEDITED (15-DAY) N OT 032148 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

6600683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6600683 NON-EXPEDITED N US-BAYER-
US-2006-032396

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6694252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6694252 NON-EXPEDITED N US-
BAYER-200817765NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL PAIN LOWER ASACOL C  
BACK PAIN VITAMINS C  
AMENORRHOEA  
COMPLICATION OF DEVICE INSERTION  
PAIN IN EXTREMITY  
PROCEDURAL PAIN  
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6713785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6713785 NON-EXPEDITED N US-
BAYER-200822748NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 144 DAY BAYER
VAGINAL HAEMORRHAGE  

6730306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6730306 EXPEDITED (15-DAY) N HO NO-
BAYER-200824019GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYSIPELAS MIRENA S INTRAUTERINE Total daily dose: 20 µG 3 DAY BAYER
CHILLS  
PELVIC PAIN  
PYREXIA  

6733635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733635 NON-EXPEDITED N US-
BAYER-200825128NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6733637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733637 NON-EXPEDITED N US-
BAYER-200824998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6733638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733638 NON-EXPEDITED N US-
BAYER-200825000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE  BAYER

6733639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733639 NON-EXPEDITED N US-
BAYER-200825129NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6733640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733640 NON-EXPEDITED N US-
BAYER-200824992NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6733641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733641 NON-EXPEDITED N US-
BAYER-200824997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6733642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733642 NON-EXPEDITED N US-
BAYER-200825147NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
6733645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733645 NON-EXPEDITED N US-
BAYER-200825144NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6733646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733646 NON-EXPEDITED N US-
BAYER-200824988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6733647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733647 NON-EXPEDITED N US-
BAYER-200825148NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6733648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733648 NON-EXPEDITED N US-
BAYER-200825140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6733649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733649 NON-EXPEDITED N US-
BAYER-200826553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6733674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733674 NON-EXPEDITED N US-
BAYER-200824900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6733675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733675 NON-EXPEDITED N US-
BAYER-200824926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6733676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733676 NON-EXPEDITED N US-
BAYER-200824927NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 336 DAY BAYER

6733678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733678 NON-EXPEDITED N US-
BAYER-200824813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6733679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733679 NON-EXPEDITED N US-
BAYER-200824896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6733680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733680 NON-EXPEDITED N US-
BAYER-200824903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6733682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733682 NON-EXPEDITED N US-
BAYER-200824815NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6733684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733684 NON-EXPEDITED N US-
BAYER-200824925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL  

6733685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733685 NON-EXPEDITED N US-
BAYER-200824924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 WEEK BAYER

6733686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733686 NON-EXPEDITED Y US-
BAYER-200824844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6733687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733687 NON-EXPEDITED N US-
BAYER-200824907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 928 DAY BAYER

6733690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733690 NON-EXPEDITED N US-
BAYER-200824913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6733695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733695 NON-EXPEDITED N US-
BAYER-200824964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6733696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733696 NON-EXPEDITED Y US-
BAYER-200824974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6733697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733697 NON-EXPEDITED N US-
BAYER-200824990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  
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6733698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733698 NON-EXPEDITED N US-
BAYER-200824977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6733699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733699 NON-EXPEDITED N US-
BAYER-200824982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6733701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733701 NON-EXPEDITED N US-
BAYER-200824645NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6733702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733702 NON-EXPEDITED N US-
BAYER-200824806NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6733703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733703 NON-EXPEDITED N US-
BAYER-200824933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6733704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6733704 NON-EXPEDITED N US-
BAYER-200824941NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6737767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6737767 DIRECT Y HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 52MG  INTRA-UTERINE 16 MTH
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
CHEST PAIN  
DYSPNOEA  
ECTOPIC PREGNANCY TERMINATION  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

MATERNAL EXPOSURE DURING PREGNANCY  
MUSCULOSKELETAL PAIN  
RUPTURED ECTOPIC PREGNANCY  

6738202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6738202 DIRECT N 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S  BAYER
ANXIETY  
DIZZINESS  
DYSPNOEA  
FATIGUE  
PANIC ATTACK  
SINUSITIS  
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6741881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6741881 DIRECT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ACNE  
MENTAL DISORDER  
PHYSICAL ASSAULT  

6746847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2008 6746847 EXPEDITED (15-DAY) N OT 032336 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL TABLET, ORAL;  1

TABLET, Q12HR, ORAL
 

DYSMENORRHOEA  
ECTOPIC PREGNANCY  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  

6586742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6586742 NON-EXPEDITED Y US-
BAYER-200813822NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue MIRENA S INTRAUTERINE  BAYER

6647491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6647491 NON-EXPEDITED N US-BAYER-
US-2007-035577

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6650392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6650392 NON-EXPEDITED N US-
BAYER-200823593NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 5 YR BAYER

MIRENA S INTRAUTERINE  BAYER
PROZAC C  
VITAMINS C  

6654998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6654998 NON-EXPEDITED N US-
BAYER-200822434NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6656747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6656747 NON-EXPEDITED Y OT US-
BAYER-200824437NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 138 DAY BAYER
Device dislocation  
PELVIC PAIN  

6687638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6687638 NON-EXPEDITED Y US-
BAYER-200826296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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6694260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6694260 NON-EXPEDITED N US-
BAYER-200819106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6705762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6705762 EXPEDITED (15-DAY) Y GB-
BAYER-200811938BNE

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

6713769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6713769 NON-EXPEDITED N US-
BAYER-200829156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 744 DAY BAYER
ABORTION SPONTANEOUS  

6734025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6734025 EXPEDITED (15-DAY) N OT 031747 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B S ORAL 1 TABLET,

Q12HR,ORAL; 2
TABLET, SINGLE,
ORAL

 

DYSMENORRHOEA  
PELVIC NEOPLASM  
PELVIC PAIN  
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Detailed Report
6735823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735823 NON-EXPEDITED N US-
BAYER-200820634NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL MIRENA S INTRAUTERINE  BAYER
JOINT INJURY  

6735824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735824 NON-EXPEDITED Y US-
BAYER-200825169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6735825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735825 NON-EXPEDITED N US-
BAYER-200819409NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ANAEMIA PNV C ORAL  

PROZAC C ORAL Total daily dose: 80 MG
Unit dose: 80 MG

 

CRESCOL NOS C ORAL Total daily dose: 10 MG
Unit dose: 10 MG

 

AMBIEN C ORAL Total daily dose: 5 MG
Unit dose: 5 MG

 

ENALAPRIL MALEATE C ORAL Total daily dose: 10 MG
Unit dose: 10 MG

 

6735827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735827 NON-EXPEDITED N US-
BAYER-200825173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6735829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735829 NON-EXPEDITED N US-
BAYER-200825149NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6735830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735830 NON-EXPEDITED N US-
BAYER-200825186NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6735831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735831 NON-EXPEDITED N US-
BAYER-200825172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 23 DAY BAYER

6735832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735832 NON-EXPEDITED N US-
BAYER-200822058NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6735834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735834 NON-EXPEDITED N US-
BAYER-200825178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6735836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735836 NON-EXPEDITED N US-
BAYER-200825200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735838 NON-EXPEDITED US-
BAYER-200826154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6735840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735840 NON-EXPEDITED N US-
BAYER-200819456NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6735842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735842 NON-EXPEDITED N US-
BAYER-200826152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735843 NON-EXPEDITED N US-
BAYER-200825590NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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6735844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735844 NON-EXPEDITED N US-
BAYER-200826177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735845 NON-EXPEDITED N US-
BAYER-200826150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6735846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735846 NON-EXPEDITED N US-
BAYER-200825944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735847 NON-EXPEDITED N US-
BAYER-200826174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735848 NON-EXPEDITED N US-
BAYER-200825972NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

Page: 722 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6735849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735849 NON-EXPEDITED Y US-
BAYER-200826085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735850 NON-EXPEDITED Y US-
BAYER-200826171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735851 NON-EXPEDITED N US-
BAYER-200826165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6735852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735852 NON-EXPEDITED Y US-
BAYER-200826279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6735853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735853 NON-EXPEDITED Y US-
BAYER-200826155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRACAVERNOSA  BAYER
VAGINAL HAEMORRHAGE  
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6735855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6735855 NON-EXPEDITED N US-
BAYER-200825198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 2 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6741948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6741948 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  BAYER
AMENORRHOEA  
DEPRESSION  
MENORRHAGIA  
OVARIAN CYST  
THROMBOSIS  

6741955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6741955 DIRECT N HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
DEVICE DISLOCATION  

6741985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6741985 DIRECT N 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
ABDOMINAL PAIN  
DEVICE EXPULSION  
HYPOMENORRHOEA  
UTERINE CERVICAL PAIN  
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6744422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6744422 DIRECT N 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED PLAN B S ORAL 0.75 MG TWICE PO  DURAMED
MOOD ALTERED  
MOOD SWINGS  

6744431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2008 6744431 DIRECT N DS,LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONSTANT

CONSTANT INTRA-
UTERI

 BAYER

ACNE  
AMNESIA  
DEPRESSION  
DIZZINESS  
FATIGUE  
MOOD SWINGS  
SUICIDAL IDEATION  

6643032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6643032 EXPEDITED (15-DAY) N OT US-
BAYER-200822127NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE  BAYER
EMOTIONAL DISTRESS CARBATROL C ORAL Total daily dose: 800

MG  Unit dose: 400 MG
 

VIRAL INFECTION FOLIC ACID C ORAL Total daily dose: 4 MG  
PROCEDURAL NAUSEA  
PROCEDURAL PAIN  

Page: 725 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6671918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6671918 NON-EXPEDITED N OT US-
BAYER-200825604NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
ARTHRALGIA  
BACK PAIN  
Device expulsion  
DYSPAREUNIA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6715811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6715811 NON-EXPEDITED Y OT US-
BAYER-200829353NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 7 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL COMPLICATION  

6737015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737015 NON-EXPEDITED N US-
BAYER-200825564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

Page: 726 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6737016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737016 NON-EXPEDITED N US-
BAYER-200827634NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6737017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737017 NON-EXPEDITED N US-
BAYER-200825517NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  

6737018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737018 NON-EXPEDITED N US-
BAYER-200825466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6737019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737019 NON-EXPEDITED N US-
BAYER-200825463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
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6737020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737020 NON-EXPEDITED N US-
BAYER-200825624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6737021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737021 NON-EXPEDITED N US-
BAYER-200825413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6737022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737022 NON-EXPEDITED N US-
BAYER-200825549NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
FATIGUE  
MOOD ALTERED  
NAUSEA  
PROCEDURAL PAIN  
RASH  

6737024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737024 NON-EXPEDITED N US-
BAYER-200825620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6737029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737029 NON-EXPEDITED N US-
BAYER-200825439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6737030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737030 NON-EXPEDITED N US-
BAYER-200825434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6737032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737032 NON-EXPEDITED N US-
BAYER-200825562NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6737033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737033 NON-EXPEDITED N US-
BAYER-200827717NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6737035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737035 NON-EXPEDITED Y US-
BAYER-200825426NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
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6737037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737037 NON-EXPEDITED N US-
BAYER-200825617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6737038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737038 NON-EXPEDITED N US-
BAYER-200825557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6737056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737056 NON-EXPEDITED N US-
BAYER-200825329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

6737058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737058 NON-EXPEDITED N US-
BAYER-200825430NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED  
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Detailed Report
6737059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737059 NON-EXPEDITED Y US-
BAYER-200825328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 44 DAY BAYER
Device expulsion  

6737061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737061 NON-EXPEDITED N US-
BAYER-200825418NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER
ABDOMINAL PAIN  

6737062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737062 NON-EXPEDITED N US-
BAYER-200825318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6737063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737063 NON-EXPEDITED N US-
BAYER-200825324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6737065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737065 NON-EXPEDITED N US-
BAYER-200825529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6737066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737066 NON-EXPEDITED N US-
BAYER-200822728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6737071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737071 NON-EXPEDITED N US-
BAYER-200825464NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 54 MTH BAYER
AMENORRHOEA  
DERMATITIS CONTACT  
MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  

6737073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6737073 NON-EXPEDITED Y US-
BAYER-200825525NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6751645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2008 6751645 DIRECT N 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 1 EVERY 5 YEARS

INTRA-UTERINE
 

BACK PAIN  
HEADACHE  
MOOD SWINGS  
MUSCLE SPASMS  
PELVIC PAIN  

6585560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6585560 EXPEDITED (15-DAY) Y LT FR-
BAYER-200814735GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
AMNESIA XYZAL C UNKNOWN  
VISION BLURRED VITAMINS C UNKNOWN  
DIZZINESS  
HEADACHE  
VERTIGO POSITIONAL  
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6645101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6645101 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-200811290BNE

40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL ADHESIONS  
ABDOMINAL PAIN  
BACK PAIN  
DYSPAREUNIA  
GASTRIC DISORDER  
GASTROOESOPHAGEAL REFLUX DISEASE  
HAEMORRHAGE  
MALAISE  
WEIGHT DECREASED  

6715835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6715835 NON-EXPEDITED Y OT US-
BAYER-200829390NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 18 DAY BAYER

6721975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6721975 EXPEDITED (15-DAY) N OT FR-BAYER-
FR-2007-024768

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
HERPES VIRUS INFECTION  
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Detailed Report
6737979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6737979 EXPEDITED (15-DAY) N OT GB-
BAYER-200812225BNE

61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 11 YR BAYER

6738008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738008 NON-EXPEDITED N US-
BAYER-200821330NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6738012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738012 NON-EXPEDITED Y US-
BAYER-200821325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 77 DAY BAYER

6738015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738015 NON-EXPEDITED N US-
BAYER-200819073NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER

6738020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738020 NON-EXPEDITED Y US-
BAYER-200822345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6738024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738024 NON-EXPEDITED Y US-
BAYER-200822070NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6738028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738028 NON-EXPEDITED Y US-
BAYER-200825383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6738029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738029 NON-EXPEDITED N US-
BAYER-200829751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738030 NON-EXPEDITED N US-
BAYER-200825371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6738031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738031 NON-EXPEDITED Y US-
BAYER-200828989NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 29 DAY BAYER
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Detailed Report
6738032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738032 NON-EXPEDITED N US-
BAYER-200825394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6738033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738033 NON-EXPEDITED N US-
BAYER-200829666NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738034 NON-EXPEDITED N US-
BAYER-200825546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738035 NON-EXPEDITED Y US-
BAYER-200819552NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6738036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738036 NON-EXPEDITED N US-
BAYER-200829592NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6738038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738038 NON-EXPEDITED N US-
BAYER-200825397NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6738040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738040 NON-EXPEDITED N US-
BAYER-200825379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER

6738042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738042 NON-EXPEDITED N US-
BAYER-200825376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6738043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738043 NON-EXPEDITED N US-
BAYER-200829157NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6738044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738044 NON-EXPEDITED N US-
BAYER-200829034NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER
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6738045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738045 NON-EXPEDITED N US-
BAYER-200829663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738046 NON-EXPEDITED N US-
BAYER-200827241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6738047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738047 NON-EXPEDITED N US-
BAYER-200825655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738048 NON-EXPEDITED N US-
BAYER-200829152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
HEADACHE  

6738049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738049 NON-EXPEDITED N US-
BAYER-200825385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6738050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738050 NON-EXPEDITED N US-
BAYER-200825659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738051 NON-EXPEDITED N US-
BAYER-200825782NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6738052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738052 NON-EXPEDITED N US-
BAYER-200829749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6738055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738055 NON-EXPEDITED N US-
BAYER-200829024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA  

6738056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738056 NON-EXPEDITED N US-
BAYER-200829595NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6738057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738057 NON-EXPEDITED N US-
BAYER-200825158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6738059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738059 NON-EXPEDITED N US-
BAYER-200830665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 65 DAY BAYER

6738060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738060 NON-EXPEDITED N US-
BAYER-200829752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738061 NON-EXPEDITED N US-
BAYER-200829936NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 4 MTH BAYER
HYPOMENORRHOEA  

6738062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738062 NON-EXPEDITED N US-
BAYER-200830122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6738063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738063 NON-EXPEDITED N US-
BAYER-200830660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6738064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6738064 NON-EXPEDITED N US-
BAYER-200829753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6746740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6746740 DIRECT Y HO,DS 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S VAGINAL VAG  
ABDOMINAL PAIN LOWER  
HAEMORRHAGE  
PAIN  
SYNCOPE  
VOMITING  

6746803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2008 6746803 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
6473326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6473326 EXPEDITED (15-DAY) N OT US-
JNJFOC-20071106228

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY ORTHO EVRA S TRANSDERMAL  
MENORRHAGIA SEASONALE S ORAL  

SEASONALE S ORAL  

6636463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6636463 NON-EXPEDITED N US-
BAYER-200819505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 MTH BAYER
VAGINAL INFECTION  

6658690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6658690 NON-EXPEDITED Y US-
BAYER-200824847NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

ZYRTEC C  
ZANTAC C  
CLARITIN C  
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6674858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6674858 NON-EXPEDITED Y OT US-
BAYER-200825780NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 236 DAY BAYER
ABDOMINAL DISTENSION  
ABORTION  
AMENORRHOEA  
WEIGHT INCREASED  

6684942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6684942 NON-EXPEDITED N OT US-
BAYER-200826157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6690221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6690221 NON-EXPEDITED Y OT US-
BAYER-200826943NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6693942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6693942 NON-EXPEDITED N US-
BAYER-200827303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
6701891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6701891 NON-EXPEDITED US-
BAYER-200824371NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 58 DAY BAYER
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6705881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6705881 NON-EXPEDITED N US-
BAYER-200826059NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 128 DAY BAYER
Device expulsion  

6707257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6707257 NON-EXPEDITED Y HO,OT US-
BAYER-200828211NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 673 DAY BAYER
ACNE  
HIRSUTISM  

6740669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740669 NON-EXPEDITED N US-
BAYER-200829859NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740671 NON-EXPEDITED N US-
BAYER-200831665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6740673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740673 NON-EXPEDITED Y US-
BAYER-200830383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6740674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740674 NON-EXPEDITED Y US-
BAYER-200829853NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740675 NON-EXPEDITED N US-
BAYER-200829856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6740676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740676 NON-EXPEDITED N US-
BAYER-200830349NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

ESCITALOPRAM OXALATE C  
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Detailed Report
6740678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740678 NON-EXPEDITED N US-
BAYER-200831675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6740679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740679 NON-EXPEDITED N US-
BAYER-200829890NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6740680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740680 NON-EXPEDITED N US-
BAYER-200831654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6740684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740684 NON-EXPEDITED N OT US-
BAYER-200831972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
INTESTINAL PERFORATION  
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Detailed Report
6740685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740685 NON-EXPEDITED Y OT US-
BAYER-200831836NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6740686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740686 NON-EXPEDITED Y OT US-
BAYER-200831781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6740689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740689 NON-EXPEDITED Y US-
BAYER-200829920NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6740782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740782 NON-EXPEDITED N US-
BAYER-200825201NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6740784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740784 NON-EXPEDITED Y US-
BAYER-200824876NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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Detailed Report
6740787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740787 NON-EXPEDITED N US-
BAYER-200822813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740789 NON-EXPEDITED N US-
BAYER-200824734NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6740794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740794 NON-EXPEDITED N US-
BAYER-200823135NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6740795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740795 NON-EXPEDITED N US-
BAYER-200824298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6740796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740796 NON-EXPEDITED N US-
BAYER-200825388NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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Detailed Report
6740801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740801 NON-EXPEDITED Y US-
BAYER-200827261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6740805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740805 NON-EXPEDITED Y US-
BAYER-200825892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740806 NON-EXPEDITED N US-
BAYER-200825966NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6740807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740807 NON-EXPEDITED N US-
BAYER-200825987NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6740808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740808 NON-EXPEDITED Y US-
BAYER-200827257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740809 NON-EXPEDITED N US-
BAYER-200825895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740810 NON-EXPEDITED N US-
BAYER-200828453NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6740814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740814 NON-EXPEDITED Y US-
BAYER-200825936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE  BAYER

6740815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740815 NON-EXPEDITED Y US-
BAYER-200825842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6740817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740817 NON-EXPEDITED N US-
BAYER-200825885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740818 NON-EXPEDITED N US-
BAYER-200826038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE DECREASED  
TREMOR  

6740819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740819 NON-EXPEDITED N US-
BAYER-200825913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740820 NON-EXPEDITED N US-
BAYER-200825841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 85 DAY BAYER

6740821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740821 NON-EXPEDITED N US-
BAYER-200826233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740822 NON-EXPEDITED Y US-
BAYER-200829115NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740823 NON-EXPEDITED N US-
BAYER-200829031NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 75 DAY BAYER

6740824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740824 NON-EXPEDITED N US-
BAYER-200825798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6740825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740825 NON-EXPEDITED N US-
BAYER-200826236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740826 NON-EXPEDITED N US-
BAYER-200825420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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6740827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740827 NON-EXPEDITED N US-
BAYER-200825860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE NAPROXEN C  
DIZZINESS KARIVA C  
ABDOMINAL PAIN  
DEPRESSION  
MOOD SWINGS  
NAUSEA  

6740828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740828 NON-EXPEDITED N US-
BAYER-200825882NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6740829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740829 NON-EXPEDITED N US-
BAYER-200825932NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6740830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740830 NON-EXPEDITED N US-
BAYER-200829280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740831 NON-EXPEDITED N US-
BAYER-200829044NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6740832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740832 NON-EXPEDITED Y US-
BAYER-200829160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740833 NON-EXPEDITED N US-
BAYER-200829182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 251 DAY BAYER

6740834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740834 NON-EXPEDITED N US-
BAYER-200829078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740835 NON-EXPEDITED N US-
BAYER-200829050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6740836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740836 NON-EXPEDITED N US-
BAYER-200829052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6740837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740837 NON-EXPEDITED N US-
BAYER-200829142NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740839 NON-EXPEDITED Y US-
BAYER-200829271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740840 NON-EXPEDITED N US-
BAYER-200829129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6740848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740848 NON-EXPEDITED N US-
BAYER-200829089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740849 NON-EXPEDITED N US-
BAYER-200829228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740851 NON-EXPEDITED Y US-
BAYER-200829207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6740852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740852 NON-EXPEDITED N US-
BAYER-200829132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6740853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740853 NON-EXPEDITED N US-
BAYER-200829224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740854 NON-EXPEDITED Y US-
BAYER-200829167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740855 NON-EXPEDITED N US-
BAYER-200829165NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE  BAYER

6740857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740857 NON-EXPEDITED N US-
BAYER-200829757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6740859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740859 NON-EXPEDITED N US-
BAYER-200829824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6740861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740861 NON-EXPEDITED N US-
BAYER-200829849NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 114 DAY BAYER
Device expulsion  

6740863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740863 NON-EXPEDITED N US-
BAYER-200829301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740864 NON-EXPEDITED N US-
BAYER-200829543NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 113 DAY BAYER

6740865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740865 NON-EXPEDITED N US-
BAYER-200829626NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6740866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740866 NON-EXPEDITED N US-
BAYER-200829549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 61 DAY BAYER

6740869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740869 NON-EXPEDITED N US-
BAYER-200829755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740870 NON-EXPEDITED Y US-
BAYER-200829552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740871 NON-EXPEDITED N US-
BAYER-200829774NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6740874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740874 NON-EXPEDITED Y US-
BAYER-200829636NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6740876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740876 NON-EXPEDITED N US-
BAYER-200829537NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 115 DAY BAYER

6740877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740877 NON-EXPEDITED N US-
BAYER-200829616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 78 DAY BAYER

6740879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740879 NON-EXPEDITED N US-
BAYER-200829453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740882 NON-EXPEDITED N US-
BAYER-200830658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 343 DAY BAYER

6740884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740884 NON-EXPEDITED N US-
BAYER-200829545NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 WEEK BAYER

6740888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6740888 NON-EXPEDITED N US-
BAYER-200830654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6741397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6741397 EXPEDITED (15-DAY) N OT PHHY2008FR18885 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED TEGRETOL S 400 mg, BID  
Maternal exposure during pregnancy LEVONORGESTREL S  
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6748493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6748493 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BERLEX
BLOOD PRESSURE INADEQUATELY
CONTROLLED

 

DRUG INEFFECTIVE  
HEADACHE  
WEIGHT INCREASED  

6859309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2008 6859309 NON-EXPEDITED N OT 028827 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  

6545492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6545492 NON-EXPEDITED N US-
BAYER-200716786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
UTERINE POLYP  

6647441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6647441 NON-EXPEDITED Y OT US-
BAYER-200823278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
6657790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6657790 NON-EXPEDITED N HO,OT US-
BAYER-200824713NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Device dislocation  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6666991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6666991 NON-EXPEDITED Y OT US-
BAYER-200825220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
SALPINGECTOMY  

6672024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6672024 NON-EXPEDITED N US-
BAYER-200825770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWEAT GLAND INFECTION MIRENA S INTRAUTERINE 3 DAY BAYER
AXILLARY PAIN  
CYST  
RASH  
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6688874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6688874 EXPEDITED (15-DAY) N OT US-
BAYER-200826897NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 8 MTH BAYER
DEPRESSION XANAX C  
ALOPECIA  
ANAEMIA  
UTERINE LEIOMYOMA  
UTERINE POLYP  
VAGINAL HAEMORRHAGE  

6692723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6692723 NON-EXPEDITED Y HO US-
BAYER-200827178NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 96 DAY BAYER
Medical device complication  
PELVIC PAIN  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

6742679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742679 NON-EXPEDITED N US-
BAYER-200826195NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6742681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742681 NON-EXPEDITED N US-
BAYER-200825576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  

6742683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742683 NON-EXPEDITED N US-
BAYER-200826190NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S  BAYER

6742684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742684 NON-EXPEDITED N US-
BAYER-200826048NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
NAUSEA  

6742686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742686 NON-EXPEDITED N US-
BAYER-200826225NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6742687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742687 NON-EXPEDITED N US-
BAYER-200826348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
GENITAL PAIN  

6742689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742689 NON-EXPEDITED N US-
BAYER-200826204NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE  BAYER
PRURITUS  

6742691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742691 NON-EXPEDITED N US-
BAYER-200826290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6742693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742693 NON-EXPEDITED N US-
BAYER-200826369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742695 NON-EXPEDITED N US-
BAYER-200826231NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6742696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742696 NON-EXPEDITED N US-
BAYER-200826355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6742697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742697 NON-EXPEDITED N US-
BAYER-200826311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  

6742698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742698 NON-EXPEDITED N US-
BAYER-200826292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6742699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742699 NON-EXPEDITED N US-
BAYER-200826366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742700 NON-EXPEDITED N US-
BAYER-200826313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
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6742702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742702 NON-EXPEDITED N US-
BAYER-200826372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6742703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742703 NON-EXPEDITED N US-
BAYER-200826359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6742704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742704 NON-EXPEDITED N US-
BAYER-200826230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742705 NON-EXPEDITED N US-
BAYER-200826340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6742706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742706 NON-EXPEDITED Y US-
BAYER-200826302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
OEDEMA PERIPHERAL  
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6742707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742707 NON-EXPEDITED N US-
BAYER-200826248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6742708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742708 NON-EXPEDITED N US-
BAYER-200826344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

6742711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742711 NON-EXPEDITED N US-
BAYER-200826350NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6742714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742714 NON-EXPEDITED N US-
BAYER-200826378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742715 NON-EXPEDITED N US-
BAYER-200826386NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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6742716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742716 NON-EXPEDITED N US-
BAYER-200826461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
COMPLICATION OF DEVICE INSERTION  
DYSPAREUNIA  
NO ADVERSE EVENT  

6742717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742717 NON-EXPEDITED US-
BAYER-200826297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6742719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742719 NON-EXPEDITED N US-
BAYER-200826317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742720 NON-EXPEDITED N US-
BAYER-200826543NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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6742721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742721 NON-EXPEDITED N US-
BAYER-200826410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6742722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742722 NON-EXPEDITED N US-
BAYER-200826393NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRACAVERNOSA  BAYER

6742723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742723 NON-EXPEDITED N US-
BAYER-200826564NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6742725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742725 NON-EXPEDITED N US-
BAYER-200826405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742726 NON-EXPEDITED N US-
BAYER-200826446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDODONTIC PROCEDURE MIRENA S INTRAUTERINE  BAYER
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6742727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742727 NON-EXPEDITED N US-
BAYER-200826552NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6742728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742728 NON-EXPEDITED N US-
BAYER-200826483NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6742729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742729 NON-EXPEDITED N US-
BAYER-200826382NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742730 NON-EXPEDITED N US-
BAYER-200826383NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
VAGINAL ODOUR ABT C  
GENITAL PAIN FLAGYL C  
AMENORRHOEA  

6742731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742731 NON-EXPEDITED N US-
BAYER-200826454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6742732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742732 NON-EXPEDITED N US-
BAYER-200826498NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6742733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742733 NON-EXPEDITED N US-
BAYER-200826477NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 MTH BAYER

6742734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742734 NON-EXPEDITED N US-
BAYER-200826388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742735 NON-EXPEDITED N US-
BAYER-200826548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6742736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742736 NON-EXPEDITED N US-
BAYER-200826481NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6742738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742738 NON-EXPEDITED N US-
BAYER-200826375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742739 NON-EXPEDITED N US-
BAYER-200826458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742740 NON-EXPEDITED N US-
BAYER-200826561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DYSPAREUNIA  
NO ADVERSE EVENT  

6742741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742741 NON-EXPEDITED N US-
BAYER-200826445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DEPRESSION  
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6742742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742742 NON-EXPEDITED N US-
BAYER-200826391NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  

6742743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742743 NON-EXPEDITED N US-
BAYER-200826404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742746 NON-EXPEDITED N US-
BAYER-200826800NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
DEPRESSION  
FATIGUE  
GENITAL HAEMORRHAGE  
MOOD SWINGS  

6742747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742747 NON-EXPEDITED N US-
BAYER-200826773NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE  BAYER
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6742750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742750 NON-EXPEDITED N US-
BAYER-200826825NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
NAUSEA  

6742754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742754 NON-EXPEDITED N US-
BAYER-200826831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6742755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742755 NON-EXPEDITED N US-
BAYER-200826691NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6742760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742760 NON-EXPEDITED N US-
BAYER-200826768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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6742761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742761 NON-EXPEDITED N US-
BAYER-200826577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
POST PROCEDURAL HAEMORRHAGE  

6742768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742768 NON-EXPEDITED N US-
BAYER-200826873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742770 NON-EXPEDITED N US-
BAYER-200826820NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BACK PAIN  
HOT FLUSH  
VAGINAL HAEMORRHAGE  

6742771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742771 NON-EXPEDITED N US-
BAYER-200826652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
DYSMENORRHOEA  
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6742774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742774 NON-EXPEDITED N US-
BAYER-200826731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE  BAYER

6742783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742783 NON-EXPEDITED Y US-
BAYER-200827665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 62 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6742785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742785 NON-EXPEDITED N US-
BAYER-200826975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER

6742787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742787 NON-EXPEDITED N US-
BAYER-200827035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6742789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742789 NON-EXPEDITED N US-
BAYER-200827009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6742792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742792 NON-EXPEDITED Y US-
BAYER-200827290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6742795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742795 NON-EXPEDITED N US-
BAYER-200827661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6742796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742796 NON-EXPEDITED N US-
BAYER-200827243NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742797 NON-EXPEDITED N US-
BAYER-200827063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVITIS MIRENA S INTRAUTERINE  BAYER

6742799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742799 NON-EXPEDITED N US-
BAYER-200827266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
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6742800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742800 NON-EXPEDITED N US-
BAYER-200827252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6742818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742818 NON-EXPEDITED Y US-
BAYER-200829028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6742819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742819 NON-EXPEDITED Y US-
BAYER-200827989NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6742820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742820 NON-EXPEDITED Y US-
BAYER-200827244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742823 NON-EXPEDITED Y US-
BAYER-200829021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6742825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742825 NON-EXPEDITED Y US-
BAYER-200827236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742826 NON-EXPEDITED N US-
BAYER-200826942NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BACK PAIN  
BLOOD PRESSURE INCREASED  
DISTURBANCE IN ATTENTION  
DIZZINESS  
FATIGUE  
HEART RATE INCREASED  
VISION BLURRED  

6742845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742845 NON-EXPEDITED N US-
BAYER-200829086NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742880 NON-EXPEDITED N US-
BAYER-200827906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER
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6742881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742881 NON-EXPEDITED N US-
BAYER-200827687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6742882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742882 NON-EXPEDITED N US-
BAYER-200827696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6742883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742883 NON-EXPEDITED N US-
BAYER-200827903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6742884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742884 NON-EXPEDITED N US-
BAYER-200827710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
HAEMORRHAGE  
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6742885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742885 NON-EXPEDITED N US-
BAYER-200829026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 82 DAY BAYER
ABDOMINAL PAIN LOWER  

6742887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742887 NON-EXPEDITED N US-
BAYER-200827943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6742888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742888 NON-EXPEDITED N US-
BAYER-200827854NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6742914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742914 NON-EXPEDITED N US-
BAYER-200829029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6742915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742915 NON-EXPEDITED N US-
BAYER-200827819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 187 DAY BAYER
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6742916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742916 NON-EXPEDITED N US-
BAYER-200827697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER

6742918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742918 NON-EXPEDITED N US-
BAYER-200829003NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6742919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742919 NON-EXPEDITED N US-
BAYER-200827688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6742921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742921 NON-EXPEDITED Y US-
BAYER-200827911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 254 DAY BAYER

6742951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742951 NON-EXPEDITED N US-
BAYER-200829950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 61 DAY BAYER
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6742952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742952 NON-EXPEDITED N US-
BAYER-200827799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6742953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742953 NON-EXPEDITED N US-
BAYER-200830060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 180 DAY BAYER

6742954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742954 NON-EXPEDITED N US-
BAYER-200827842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 MTH BAYER

6742955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742955 NON-EXPEDITED Y US-
BAYER-200830019NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6742956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742956 NON-EXPEDITED N US-
BAYER-200829006NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 YR BAYER
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6742957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742957 NON-EXPEDITED N US-
BAYER-200829571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6742958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742958 NON-EXPEDITED N US-
BAYER-200829258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742959 NON-EXPEDITED N US-
BAYER-200829882NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6742960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742960 NON-EXPEDITED N US-
BAYER-200829961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 60 DAY BAYER

6742961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742961 NON-EXPEDITED N US-
BAYER-200829311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6742962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742962 NON-EXPEDITED N US-
BAYER-200830003NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6742963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742963 NON-EXPEDITED N US-
BAYER-200829427NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 513 DAY BAYER

6742964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742964 NON-EXPEDITED N US-
BAYER-200829434NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6742965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742965 NON-EXPEDITED N US-
BAYER-200829568NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742966 NON-EXPEDITED N US-
BAYER-200829788NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6742968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742968 NON-EXPEDITED N US-
BAYER-200829780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 141 DAY BAYER

6742969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742969 NON-EXPEDITED N US-
BAYER-200829987NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6742970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742970 NON-EXPEDITED N US-
BAYER-200829576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742971 NON-EXPEDITED N US-
BAYER-200829956NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  

6742972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742972 NON-EXPEDITED N US-
BAYER-200829343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6742973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742973 NON-EXPEDITED N US-
BAYER-200829874NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 79 DAY BAYER

6742974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742974 NON-EXPEDITED N US-
BAYER-200829557NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6742975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742975 NON-EXPEDITED N US-
BAYER-200829433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER

6742976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742976 NON-EXPEDITED N US-
BAYER-200829431NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6742977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742977 NON-EXPEDITED N US-
BAYER-200829313NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 258 DAY BAYER
Medical device complication  
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6742979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742979 NON-EXPEDITED N US-
BAYER-200829802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6742980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742980 NON-EXPEDITED N US-
BAYER-200829873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6742982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742982 NON-EXPEDITED N US-
BAYER-200830066NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 DAY BAYER

6742983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742983 NON-EXPEDITED N US-
BAYER-200829959NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6742986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742986 NON-EXPEDITED N US-
BAYER-200831971NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE DECREASED MIRENA S INTRAUTERINE  BAYER
HYPERHIDROSIS  
PALLOR  
Syncope  

6742987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6742987 NON-EXPEDITED N US-
BAYER-200830069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6759722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6759722 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S  
BACK PAIN  
BREAST TENDERNESS  
CHEST PAIN  
DIZZINESS  
DYSPNOEA  
HEADACHE  
MENTAL DISORDER  
MUSCLE SPASMS  
MUSCULOSKELETAL CHEST PAIN  
PARAESTHESIA  
VISION BLURRED  
VISUAL IMPAIRMENT  
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6759740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6759740 DIRECT N DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEBORRHOEA MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ACNE  
ALLERGY TO METALS  
DRUG HYPERSENSITIVITY  

6782146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6782146 NON-EXPEDITED Y HO,RI 016183 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

PELVIC PAIN  
UTERINE HAEMORRHAGE  

6782253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6782253 NON-EXPEDITED N HO 018839 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

VOMITING  

6782254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6782254 NON-EXPEDITED N HO 018916 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN  
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6782262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6782262 NON-EXPEDITED N OT 025127 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL ORAL  

6814151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6814151 NON-EXPEDITED N 023323 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

DYSMENORRHOEA  

6841382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6841382 NON-EXPEDITED N OT 027524 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1 TABLET, ORAL, 1

TABLET, Q12HR, ORAL
 

MENSTRUATION IRREGULAR  
MATERNAL EXPOSURE DURING PREGNANCY  

6844568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2008 6844568 NON-EXPEDITED Y OT 019890 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER NORDETTE S  

LOESTRIN 1/20 21 DAY S  
ACTIVELLA S  
PREMARIN S  
PREMPHASE S  
PREMPRO S  
PROVERA S  
PREMARIN S  
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6600513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6600513 NON-EXPEDITED N US-BAYER-
US-2006-036887

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 448 DAY BAYER
PAIN  

6613067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6613067 EXPEDITED (15-DAY) Y HO DE-
BAYER-200815942GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6655783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6655783 NON-EXPEDITED N US-
BAYER-200824411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 8 MTH BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6688882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6688882 NON-EXPEDITED Y OT US-
BAYER-200826861NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6705828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6705828 NON-EXPEDITED N US-
BAYER-200826799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 12 MTH BAYER
MENORRHAGIA  

6706045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6706045 NON-EXPEDITED Y US-
BAYER-200821421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6744302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744302 NON-EXPEDITED N US-
BAYER-200830226NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

6744303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744303 NON-EXPEDITED N US-
BAYER-200830137NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744304 NON-EXPEDITED Y US-
BAYER-200830250NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6744305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744305 NON-EXPEDITED N US-
BAYER-200830341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6744307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744307 NON-EXPEDITED N US-
BAYER-200830101NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6744308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744308 NON-EXPEDITED N US-
BAYER-200830288NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 347 DAY BAYER

6744311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744311 NON-EXPEDITED N US-
BAYER-200830338NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6744312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744312 NON-EXPEDITED N US-
BAYER-200830300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6744313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744313 NON-EXPEDITED N US-
BAYER-200830125NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MIN BAYER

6744314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744314 NON-EXPEDITED Y US-
BAYER-200830429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744315 NON-EXPEDITED N US-
BAYER-200830353NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  

6744316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744316 NON-EXPEDITED N US-
BAYER-200830305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 MTH BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  
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6744317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744317 NON-EXPEDITED N US-
BAYER-200830363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 162 DAY BAYER

6744318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744318 NON-EXPEDITED N US-
BAYER-200830274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6744319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744319 NON-EXPEDITED N US-
BAYER-200830278NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 156 DAY BAYER

6744320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744320 NON-EXPEDITED N US-
BAYER-200830328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 436 DAY BAYER

6744321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744321 NON-EXPEDITED N US-
BAYER-200830285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6744323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744323 NON-EXPEDITED N US-
BAYER-200830340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

6744325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744325 NON-EXPEDITED N US-
BAYER-200830344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6744327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744327 NON-EXPEDITED N US-
BAYER-200830296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744328 NON-EXPEDITED N US-
BAYER-200830255NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 171 DAY BAYER

6744329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744329 NON-EXPEDITED N US-
BAYER-200830302NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER
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6744331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744331 NON-EXPEDITED N US-
BAYER-200830339NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744332 NON-EXPEDITED N US-
BAYER-200830297NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 99 DAY BAYER

6744333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744333 NON-EXPEDITED N US-
BAYER-200825999NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE  BAYER

6744334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744334 NON-EXPEDITED N US-
BAYER-200826998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE  BAYER
ACNE  
NERVOUSNESS  

6744335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744335 NON-EXPEDITED N US-
BAYER-200826643NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6744336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744336 NON-EXPEDITED N US-
BAYER-200826423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER

6744339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744339 NON-EXPEDITED N US-
BAYER-200826658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6744340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744340 NON-EXPEDITED N US-
BAYER-200826664NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6744341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744341 NON-EXPEDITED Y US-
BAYER-200826414NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6744342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744342 NON-EXPEDITED N US-
BAYER-200827078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6744343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744343 NON-EXPEDITED N US-
BAYER-200826413NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6744344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744344 NON-EXPEDITED N US-
BAYER-200827208NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6744345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744345 NON-EXPEDITED Y US-
BAYER-200826412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6744348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744348 NON-EXPEDITED N US-
BAYER-200826407NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PELVIC PAIN  
PROCEDURAL PAIN  
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6744349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744349 NON-EXPEDITED N US-
BAYER-200826641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6744350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744350 NON-EXPEDITED N US-
BAYER-200825996NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE  BAYER

6744354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744354 NON-EXPEDITED N US-
BAYER-200826485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744355 NON-EXPEDITED Y US-
BAYER-200826779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 273 DAY BAYER

6744359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744359 NON-EXPEDITED N US-
BAYER-200826489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6744362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744362 NON-EXPEDITED N US-
BAYER-200827271NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6744363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744363 NON-EXPEDITED Y US-
BAYER-200829197NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6744369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744369 NON-EXPEDITED Y US-
BAYER-200829305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER

6744373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744373 NON-EXPEDITED N US-
BAYER-200828302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 205 DAY BAYER
Device expulsion  
GENITAL HAEMORRHAGE  
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Detailed Report
6744378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744378 NON-EXPEDITED N US-
BAYER-200828114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6744382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744382 NON-EXPEDITED Y US-
BAYER-200830265NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 80 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6744385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744385 NON-EXPEDITED N US-
BAYER-200827739NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6744389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744389 NON-EXPEDITED N US-
BAYER-200827273NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6744390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744390 NON-EXPEDITED Y US-
BAYER-200830174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6744391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744391 NON-EXPEDITED Y US-
BAYER-200829471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744392 NON-EXPEDITED Y US-
BAYER-200830180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER

6744393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744393 NON-EXPEDITED N US-
BAYER-200830243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6744397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744397 NON-EXPEDITED Y US-
BAYER-200830228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744399 NON-EXPEDITED Y US-
BAYER-200830184NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER
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Detailed Report
6744400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744400 NON-EXPEDITED N US-
BAYER-200830062NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 341 DAY BAYER

6744401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2008 6744401 NON-EXPEDITED Y US-
BAYER-200831221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6650382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6650382 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200823657NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC DISORDER MIRENA S INTRAUTERINE  BAYER
TRANSIENT ISCHAEMIC ATTACK UNSPECIFIED INGREDIENT C  
CHEST PAIN ALBUTEROL C  
PALPITATIONS AGGRENOX C  
ABDOMINAL DISTENSION  
ADNEXA UTERI PAIN  
AMENORRHOEA  
BLOOD PRESSURE DIASTOLIC INCREASED  
ENZYME ABNORMALITY  
OEDEMA PERIPHERAL  
OVARIAN CYST  
PELVIC PAIN  
PLATELET COUNT INCREASED  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
6655023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6655023 NON-EXPEDITED N OT US-
BAYER-200824347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 129 DAY BAYER

6684943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6684943 NON-EXPEDITED N OT US-
BAYER-200826160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6687500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6687500 NON-EXPEDITED N OT US-
BAYER-200826622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6687608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6687608 NON-EXPEDITED Y OT US-
BAYER-200826534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
PAIN  

6687639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6687639 NON-EXPEDITED Y OT US-
BAYER-200826644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 22 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
6688883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6688883 EXPEDITED (15-DAY) Y HO US-
BAYER-200826617NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 42 DAY BAYER
CARPAL TUNNEL SYNDROME  
HEADACHE  
HYPOAESTHESIA  
MUSCULOSKELETAL STIFFNESS  
PARAESTHESIA  

6690216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6690216 NON-EXPEDITED N HO,OT US-
BAYER-200826865NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 11 DAY BAYER
Device dislocation  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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Detailed Report
6704679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6704679 NON-EXPEDITED N OT US-
BAYER-200827664NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEPRESSION  
Medical device complication  
MOOD SWINGS  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL HEADACHE  
WEIGHT INCREASED  

6755314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6755314 EXPEDITED (15-DAY) N OT 032975 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL TABLET, ORAL  
ABORTION SPONTANEOUS  
UNINTENDED PREGNANCY  

6755326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2008 6755326 EXPEDITED (15-DAY) Y HO 032660 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COUGH SEASONIQUE S ORAL 1 TABLET, QD, ORAL  
PULMONARY EMBOLISM COUMADIN S ORAL ORAL  
HAEMORRHAGIC OVARIAN CYST  
OVARIAN CYST  
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Detailed Report
6434221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6434221 EXPEDITED (15-DAY) N HO,OT FR-BAYER-
FR-2007-036545

52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 2 YR BAYER
ANGINA PECTORIS  

6655018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6655018 NON-EXPEDITED N OT US-
BAYER-200824350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 341 DAY BAYER

6673302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6673302 NON-EXPEDITED N OT US-
BAYER-200825391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6704603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6704603 NON-EXPEDITED N US-
BAYER-200826763NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6730307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6730307 EXPEDITED (15-DAY) Y OT TR-
BAYER-200823926GPV

40 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY MIRENA S INTRAUTERINE 284 DAY BAYER
ENDOMETRIAL DISORDER TAMOXIFEN CITRATE S ORAL  
GENITAL HAEMORRHAGE  

6746125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746125 NON-EXPEDITED N US-
BAYER-200826444NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6746126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746126 NON-EXPEDITED N US-
BAYER-200826426NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6746127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746127 NON-EXPEDITED Y US-
BAYER-200826449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRA-ARTICULAR  BAYER

6746129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746129 NON-EXPEDITED N US-
BAYER-200826451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6746130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746130 NON-EXPEDITED Y US-
BAYER-200826432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6746131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746131 NON-EXPEDITED Y US-
BAYER-200826430NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 MTH BAYER

6746132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746132 NON-EXPEDITED N US-
BAYER-200826443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6746134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6746134 NON-EXPEDITED Y US-
BAYER-200830364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6756719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2008 6756719 EXPEDITED (15-DAY) N OT 032584 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

UNINTENDED PREGNANCY LUNESTA C  
ABORTION SPONTANEOUS  
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Detailed Report
6641575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6641575 NON-EXPEDITED N US-
BAYER-200820800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION MIRENA S INTRAUTERINE  BAYER

6747375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747375 NON-EXPEDITED Y US-
BAYER-200825956NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER
IRRITABILITY  
MALAISE  
MOOD SWINGS  

6747376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747376 NON-EXPEDITED Y US-
BAYER-200826244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747377 NON-EXPEDITED N US-
BAYER-200826493NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6747378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747378 NON-EXPEDITED Y US-
BAYER-200826243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747382 NON-EXPEDITED N US-
BAYER-200826199NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 10 DAY BAYER
COMPLICATION OF DEVICE INSERTION METFORMIN HYDROCHLORIDE C ORAL  
Medical device complication  

6747386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747386 NON-EXPEDITED Y US-
BAYER-200826504NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
EMOTIONAL DISORDER  

6747387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747387 NON-EXPEDITED Y US-
BAYER-200826497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747388 NON-EXPEDITED N US-
BAYER-200826499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747392 NON-EXPEDITED N US-
BAYER-200826503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747393 NON-EXPEDITED Y US-
BAYER-200826500NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER

6747399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747399 NON-EXPEDITED Y US-
BAYER-200826502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6747400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747400 NON-EXPEDITED N US-
BAYER-200826515NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Decreased appetite  
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Detailed Report
6747402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747402 NON-EXPEDITED Y US-
BAYER-200825935NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 14 MTH BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
PAIN  

6747403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747403 NON-EXPEDITED N US-
BAYER-200826538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE  BAYER

6747404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747404 NON-EXPEDITED N US-
BAYER-200826832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE  BAYER
Eye complication associated with device  

6747406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747406 NON-EXPEDITED Y US-
BAYER-200826786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747407 NON-EXPEDITED N US-
BAYER-200826705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6747408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747408 NON-EXPEDITED N US-
BAYER-200826738NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER

6747409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747409 NON-EXPEDITED N US-
BAYER-200826727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6747410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747410 NON-EXPEDITED N US-
BAYER-200826629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6747411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747411 NON-EXPEDITED N US-
BAYER-200826655NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 402 DAY BAYER
CERVICAL INCOMPETENCE  
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Detailed Report
6747412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747412 NON-EXPEDITED N US-
BAYER-200826637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6747414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747414 NON-EXPEDITED N US-
BAYER-200826840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747415 NON-EXPEDITED N US-
BAYER-200826830NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
GENITAL HAEMORRHAGE  
VOMITING  

6747416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747416 NON-EXPEDITED N US-
BAYER-200826846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747417 NON-EXPEDITED N US-
BAYER-200826806NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 60 MTH BAYER
DEPRESSION MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
PROCEDURAL PAIN  
VAGINITIS BACTERIAL  
WEIGHT INCREASED  

6747418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747418 NON-EXPEDITED Y US-
BAYER-200826623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 DAY BAYER
VULVOVAGINAL DISCOMFORT  

6747419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747419 NON-EXPEDITED N US-
BAYER-200826618NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
MOOD ALTERED  
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Detailed Report
6747420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747420 NON-EXPEDITED N US-
BAYER-200826729NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6747421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747421 NON-EXPEDITED N US-
BAYER-200826688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6747422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747422 NON-EXPEDITED N US-
BAYER-200826612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747423 NON-EXPEDITED N US-
BAYER-200826674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747424 NON-EXPEDITED Y US-
BAYER-200826755NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  

6747426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747426 NON-EXPEDITED N US-
BAYER-200826540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747427 NON-EXPEDITED N US-
BAYER-200826725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER

6747428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747428 NON-EXPEDITED N US-
BAYER-200826845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 5 MTH BAYER

6747429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747429 NON-EXPEDITED N US-
BAYER-200827087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6747430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747430 NON-EXPEDITED N US-
BAYER-200826949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6747431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747431 NON-EXPEDITED N US-
BAYER-200826766NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6747432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747432 NON-EXPEDITED N US-
BAYER-200826702NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6747433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747433 NON-EXPEDITED N US-
BAYER-200826588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6747435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747435 NON-EXPEDITED N US-
BAYER-200826835NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
BREAST SWELLING  
MUSCULAR WEAKNESS  

6747436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747436 NON-EXPEDITED Y US-
BAYER-200826986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

6747437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747437 NON-EXPEDITED N US-
BAYER-200826855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6747438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747438 NON-EXPEDITED N US-
BAYER-200827003NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6747440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747440 NON-EXPEDITED N US-
BAYER-200826931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
UTERINE CERVIX STENOSIS  

6747442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747442 NON-EXPEDITED N US-
BAYER-200827019NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 74 DAY BAYER

6747443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747443 NON-EXPEDITED N US-
BAYER-200827057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747444 NON-EXPEDITED N US-
BAYER-200827027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747447 NON-EXPEDITED Y US-
BAYER-200826972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 86 DAY BAYER
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6747448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747448 NON-EXPEDITED N US-
BAYER-200827113NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE BLISTER MIRENA S  BAYER

6747449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747449 NON-EXPEDITED N US-
BAYER-200827632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  

6747450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747450 NON-EXPEDITED N US-
BAYER-200827025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6747451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747451 NON-EXPEDITED N US-
BAYER-200827060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747453 NON-EXPEDITED N US-
BAYER-200827203NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 31 DAY BAYER

NUVARING C 1 YR
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Detailed Report
6747454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747454 NON-EXPEDITED Y US-
BAYER-200827080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6747455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747455 NON-EXPEDITED N US-
BAYER-200826933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747456 NON-EXPEDITED N US-
BAYER-200827577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6747466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747466 NON-EXPEDITED N US-
BAYER-200830368NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747467 NON-EXPEDITED N US-
BAYER-200827598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
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6747468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747468 NON-EXPEDITED N US-
BAYER-200830388NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 274 DAY BAYER

6747469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747469 NON-EXPEDITED N US-
BAYER-200827033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6747470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747470 NON-EXPEDITED N US-
BAYER-200826952NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6747471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747471 NON-EXPEDITED N US-
BAYER-200827728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 YR BAYER
ABDOMINAL PAIN LOWER  

6747472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747472 NON-EXPEDITED N US-
BAYER-200827678NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 494 DAY BAYER
PELVIC PAIN  
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Detailed Report
6747473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747473 NON-EXPEDITED N US-
BAYER-200827925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6747476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747476 NON-EXPEDITED N US-
BAYER-200830413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747477 NON-EXPEDITED N US-
BAYER-200830420NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 75 DAY BAYER

6747481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747481 NON-EXPEDITED N US-
BAYER-200827863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 4 DAY BAYER

6747482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747482 NON-EXPEDITED Y US-
BAYER-200830385NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 145 DAY BAYER
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Detailed Report
6747483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747483 NON-EXPEDITED N US-
BAYER-200827736NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6747484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747484 NON-EXPEDITED N US-
BAYER-200827735NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6747486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747486 NON-EXPEDITED N US-
BAYER-200830419NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6747488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747488 NON-EXPEDITED N US-
BAYER-200827770NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6747489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747489 NON-EXPEDITED N US-
BAYER-200827904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA UNSPECIFIED INGREDIENT S  
METRORRHAGIA  
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Detailed Report
6747490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747490 NON-EXPEDITED N US-
BAYER-200827871NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 5 YR BAYER

6747494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747494 NON-EXPEDITED N US-
BAYER-200830460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 299 DAY BAYER

6747495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747495 NON-EXPEDITED N US-
BAYER-200830392NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747497 NON-EXPEDITED N US-
BAYER-200830500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6747498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747498 NON-EXPEDITED N US-
BAYER-200830356NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  
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6747499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747499 NON-EXPEDITED N US-
BAYER-200830671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 23 DAY BAYER
ABDOMINAL PAIN LOWER  

6747500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747500 NON-EXPEDITED N US-
BAYER-200830473NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6747502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747502 NON-EXPEDITED N US-
BAYER-200830400NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 10 MTH BAYER
PELVIC PAIN  

6747503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747503 NON-EXPEDITED N US-
BAYER-200830472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 215 DAY BAYER
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6747506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747506 NON-EXPEDITED N US-
BAYER-200830498NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
THROMBOSIS  

6747507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747507 NON-EXPEDITED N US-
BAYER-200831406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6747508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747508 NON-EXPEDITED N US-
BAYER-200831412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6747509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6747509 NON-EXPEDITED Y US-
BAYER-200830471NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 833 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6752628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6752628 DIRECT Y HO,DS,LT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE LEVONORGESTREL S LESS THAN ONE

MONTH
 BAYER

FALL  
IMPAIRED DRIVING ABILITY  
LOSS OF CONSCIOUSNESS  
NAUSEA  
PAIN  
THROMBOSIS  
UTERINE DISORDER  

6753386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6753386 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL QUASENSE S ORAL 1 TABLET Q DAY PO  WATSON
AFFECTIVE DISORDER  
BLOOD PRESSURE INCREASED  
FATIGUE  
PRODUCT QUALITY ISSUE  
SINUSITIS  
STRESS  

6605083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6605083 NON-EXPEDITED Y US-
BAYER-200715722NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER
VAGINAL DISCHARGE HYDROCHLOROTHIAZIDE C  

LISINOPRIL C  
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6647440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6647440 NON-EXPEDITED Y HO,OT US-
BAYER-200823235NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 2 YR BAYER

Device dislocation  
DISCOMFORT  
Medical device complication  

6701914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6701914 NON-EXPEDITED Y US-
BAYER-200826762NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 92 DAY BAYER

6723328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6723328 NON-EXPEDITED Y OT US-
BAYER-200830013NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6726852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6726852 NON-EXPEDITED Y HO,OT US-
BAYER-200830241NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

NUVARING C  
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Detailed Report
6740677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6740677 NON-EXPEDITED N US-
BAYER-200829886NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6748992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6748992 NON-EXPEDITED N US-
BAYER-200828350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6748993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6748993 NON-EXPEDITED N US-
BAYER-200828303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6748994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6748994 NON-EXPEDITED N US-
BAYER-200828340NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ASTHENIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
6748995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6748995 NON-EXPEDITED N US-
BAYER-200826733NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6749000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749000 NON-EXPEDITED N US-
BAYER-200828472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6749001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749001 NON-EXPEDITED N US-
BAYER-200827024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6749003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749003 NON-EXPEDITED N US-
BAYER-200828390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6749005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749005 NON-EXPEDITED N US-
BAYER-200829018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  
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Detailed Report
6749006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749006 NON-EXPEDITED N US-
BAYER-200828366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6749007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749007 NON-EXPEDITED N US-
BAYER-200828348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
JOINT SWELLING  

6749009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749009 NON-EXPEDITED Y US-
BAYER-200826625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 203 DAY BAYER

6749010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749010 NON-EXPEDITED N US-
BAYER-200829014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6749011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749011 NON-EXPEDITED N US-
BAYER-200828239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6749012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749012 NON-EXPEDITED N US-
BAYER-200826687NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
MIGRAINE  
PELVIC PAIN  

6749014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749014 NON-EXPEDITED N US-
BAYER-200828992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6749015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749015 NON-EXPEDITED N US-
BAYER-200829015NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  

6749016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749016 NON-EXPEDITED N US-
BAYER-200830673NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 17 DAY BAYER
IRRITABILITY  
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Detailed Report
6749019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749019 NON-EXPEDITED N US-
BAYER-200828347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 6 WEEK BAYER
ABDOMINAL PAIN LOWER  
FATIGUE  
HEADACHE  

6749020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749020 NON-EXPEDITED N US-
BAYER-200830508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6749022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749022 NON-EXPEDITED N US-
BAYER-200830531NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6749026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749026 NON-EXPEDITED N US-
BAYER-200830482NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 88 DAY BAYER

6749028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749028 NON-EXPEDITED N US-
BAYER-200830515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 MTH BAYER
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Detailed Report
6749029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749029 NON-EXPEDITED N US-
BAYER-200830394NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6749035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749035 NON-EXPEDITED N US-
BAYER-200830444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S SUBCUTANEOUS  BAYER

6749036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749036 NON-EXPEDITED N US-
BAYER-200830494NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6749037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749037 NON-EXPEDITED N US-
BAYER-200830480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6749038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749038 NON-EXPEDITED N US-
BAYER-200830529NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6749039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749039 NON-EXPEDITED N US-
BAYER-200831372NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6749040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749040 NON-EXPEDITED N US-
BAYER-200830505NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6749041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749041 NON-EXPEDITED Y US-
BAYER-200830484NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6749043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749043 NON-EXPEDITED N US-
BAYER-200830663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6749045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749045 NON-EXPEDITED N US-
BAYER-200830506NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 120 DAY BAYER
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6749046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749046 NON-EXPEDITED N US-
BAYER-200830511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 MTH BAYER

6749048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749048 NON-EXPEDITED N US-
BAYER-200830549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6749463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6749463 EXPEDITED (15-DAY) N HO US-BRISTOL-MYERS
SQUIBB
COMPANY-14325013

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COUGH COUMADIN S ORAL  BRISTOL MYERS SQUIBB
PULMONARY EMBOLISM SEASONIQUE S ORAL DF= tablet  
HAEMORRHAGIC OVARIAN CYST  
OVARIAN CYST  

6755337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2008 6755337 DIRECT N Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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6568875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6568875 NON-EXPEDITED N US-BAYER-
US-2007-042994

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6646193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6646193 NON-EXPEDITED Y US-
BAYER-200823307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 YR BAYER
OVARIAN CYST  

6653024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6653024 NON-EXPEDITED N US-
BAYER-200823804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST LUVOX CR C  
DEPRESSION CLONAZEPAM C  
MOOD SWINGS LABETALOL HCL C  
ABDOMINAL PAIN  
BACK PAIN  
BREAST PAIN  
DISSOCIATION  
HYPERTENSION  
MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  
VAGINAL INFECTION  
WEIGHT LOSS POOR  
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6671921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6671921 NON-EXPEDITED N OT US-
BAYER-200825531NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6687609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6687609 NON-EXPEDITED N OT US-
BAYER-200826653NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 36 DAY BAYER

ABDOMINAL PAIN LOWER  

6692699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6692699 NON-EXPEDITED N OT US-
BAYER-200826935NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device dislocation  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6704602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6704602 NON-EXPEDITED N US-
BAYER-200826774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6705859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6705859 NON-EXPEDITED Y US-
BAYER-200826776NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  

6712632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6712632 NON-EXPEDITED Y US-
BAYER-200828845NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
Medical device complication  
VAGINAL HAEMORRHAGE  

6744364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6744364 NON-EXPEDITED N US-
BAYER-200827738NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
VAGINITIS BACTERIAL  
VULVOVAGINAL MYCOTIC INFECTION  

6750102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750102 NON-EXPEDITED N OT US-
BAYER-200832623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S 1 DAY BAYER
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6750191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750191 NON-EXPEDITED Y US-
BAYER-200827723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 169 DAY BAYER

6750194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750194 NON-EXPEDITED N US-
BAYER-200827816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6750197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750197 NON-EXPEDITED N US-
BAYER-200827757NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6750201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750201 NON-EXPEDITED N US-
BAYER-200827608NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750205 NON-EXPEDITED N US-
BAYER-200828083NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
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6750206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750206 NON-EXPEDITED N US-
BAYER-200828866NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 8 MTH BAYER
VAGINAL ODOUR FLAGYL C  
VAGINAL DISCHARGE MONISTAT C  
BACTERIAL INFECTION  

6750207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750207 NON-EXPEDITED N US-
BAYER-200828008NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6750209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750209 NON-EXPEDITED N US-
BAYER-200828128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DIZZINESS  
DYSMENORRHOEA  
PALLOR  
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Detailed Report
6750211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750211 NON-EXPEDITED N US-
BAYER-200828677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 3 MTH BAYER
ALOPECIA  
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

6750212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750212 NON-EXPEDITED N US-
BAYER-200829039NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6750213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750213 NON-EXPEDITED N US-
BAYER-200828741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE  BAYER
ACNE  
ORAL INFECTION  

6750214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750214 NON-EXPEDITED N US-
BAYER-200828997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  
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6750217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750217 NON-EXPEDITED N US-
BAYER-200828838NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6750218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750218 NON-EXPEDITED Y US-
BAYER-200830556NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6750219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750219 NON-EXPEDITED Y US-
BAYER-200828754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE 161 DAY BAYER
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6750220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750220 NON-EXPEDITED N US-
BAYER-200828993NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
BREAST PAIN  
GENITAL HAEMORRHAGE  
HEADACHE  
VAGINAL HAEMORRHAGE  

6750221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750221 NON-EXPEDITED N US-
BAYER-200828110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6750222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750222 NON-EXPEDITED N US-
BAYER-200828755NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST PAIN  
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Detailed Report
6750223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750223 NON-EXPEDITED N US-
BAYER-200828996NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  

6750224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750224 NON-EXPEDITED N US-
BAYER-200828121NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6750225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750225 NON-EXPEDITED N US-
BAYER-200828620NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
SOMNOLENCE  
TOOTHACHE  
VAGINAL HAEMORRHAGE  

6750226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750226 NON-EXPEDITED N US-
BAYER-200828739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750227 NON-EXPEDITED N US-
BAYER-200830418NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6750230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750230 NON-EXPEDITED Y US-
BAYER-200830559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6750231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750231 NON-EXPEDITED N US-
BAYER-200829038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6750232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750232 NON-EXPEDITED Y US-
BAYER-200830577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER

6750233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750233 NON-EXPEDITED N US-
BAYER-200830566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750234 NON-EXPEDITED N US-
BAYER-200830777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750237 NON-EXPEDITED N US-
BAYER-200830697NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6750238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750238 NON-EXPEDITED Y US-
BAYER-200830775NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750240 NON-EXPEDITED N US-
BAYER-200830771NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6750241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750241 NON-EXPEDITED N US-
BAYER-200830700NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6750243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750243 NON-EXPEDITED N US-
BAYER-200830776NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6750245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750245 NON-EXPEDITED N US-
BAYER-200830651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 59 DAY BAYER

6750247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750247 NON-EXPEDITED N US-
BAYER-200830586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750248 NON-EXPEDITED N US-
BAYER-200830780NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6750249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750249 NON-EXPEDITED N US-
BAYER-200830785NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S  BAYER
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Detailed Report
6750250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750250 NON-EXPEDITED N US-
BAYER-200830741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750251 NON-EXPEDITED N US-
BAYER-200830718NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6750252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750252 NON-EXPEDITED N US-
BAYER-200830764NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER

6750253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750253 NON-EXPEDITED N US-
BAYER-200830669NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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6750254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750254 NON-EXPEDITED N US-
BAYER-200830690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750255 NON-EXPEDITED N US-
BAYER-200830717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MOTRIN C ORAL  
COMPLICATION OF DEVICE INSERTION  

6750256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750256 NON-EXPEDITED N US-
BAYER-200830732NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6750257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750257 NON-EXPEDITED N US-
BAYER-200830793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750258 NON-EXPEDITED N US-
BAYER-200830640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750259 NON-EXPEDITED N US-
BAYER-200830675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750260 NON-EXPEDITED N US-
BAYER-200830578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6750262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750262 NON-EXPEDITED Y US-
BAYER-200830838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750263 NON-EXPEDITED N US-
BAYER-200830833NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
HAIR TEXTURE ABNORMAL  
MENORRHAGIA  

6750265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750265 NON-EXPEDITED Y US-
BAYER-200830797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 37 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
6750267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750267 NON-EXPEDITED N US-
BAYER-200830830NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6750270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750270 NON-EXPEDITED N US-
BAYER-200830841NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
Abdominal discomfort  
AMENORRHOEA  
DIARRHOEA  
FATIGUE  

6750271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750271 NON-EXPEDITED N US-
BAYER-200830852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750272 NON-EXPEDITED N US-
BAYER-200830857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750273 NON-EXPEDITED N US-
BAYER-200830786NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
RASH GENERALISED  

6750275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750275 NON-EXPEDITED N US-
BAYER-200830820NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6750276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750276 NON-EXPEDITED N US-
BAYER-200830800NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6750278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750278 NON-EXPEDITED N US-
BAYER-200830837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750279 NON-EXPEDITED N US-
BAYER-200830835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750280 NON-EXPEDITED N US-
BAYER-200830864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER

6750281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750281 NON-EXPEDITED N US-
BAYER-200830846NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST SWELLING  
GENITAL HAEMORRHAGE  

6750289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750289 NON-EXPEDITED N US-
BAYER-200830986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
CRYING  
UNEVALUABLE EVENT  

6750290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750290 NON-EXPEDITED N US-
BAYER-200830829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750291 NON-EXPEDITED N US-
BAYER-200830815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 1 YR BAYER

6750292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750292 NON-EXPEDITED N US-
BAYER-200831224NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750293 NON-EXPEDITED N US-
BAYER-200830890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6750295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750295 NON-EXPEDITED N US-
BAYER-200830977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 8 MTH BAYER
MOOD ALTERED  

6750296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750296 NON-EXPEDITED N US-
BAYER-200830792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6750297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750297 NON-EXPEDITED N US-
BAYER-200830895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6750298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750298 NON-EXPEDITED N US-
BAYER-200830891NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6750301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6750301 NON-EXPEDITED N US-
BAYER-200830985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER

6644221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6644221 NON-EXPEDITED N US-
BAYER-200821797NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6751359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751359 NON-EXPEDITED N US-
BAYER-200828603NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DIZZINESS  
FATIGUE  
HUNGER  
NAUSEA  
THIRST  

6751360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751360 NON-EXPEDITED N US-
BAYER-200828546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6751361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751361 NON-EXPEDITED N US-
BAYER-200828294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE  BAYER
CHILLS  
NAUSEA  
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Detailed Report
6751366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751366 NON-EXPEDITED N US-
BAYER-200828397NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER

6751367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751367 NON-EXPEDITED N US-
BAYER-200828885NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6751368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751368 NON-EXPEDITED N US-
BAYER-200828395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER
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Detailed Report
6751369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751369 NON-EXPEDITED N US-
BAYER-200828892NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABNORMAL SENSATION IN EYE  
DRY EYE  
FEELING ABNORMAL  
HEADACHE  
NERVOUSNESS  
OCULAR HYPERAEMIA  
Oropharyngeal pain  
Visual impairment  

6751370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751370 NON-EXPEDITED N US-
BAYER-200830502NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 845 DAY BAYER

6751373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751373 NON-EXPEDITED N US-
BAYER-200829556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6751376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751376 NON-EXPEDITED N US-
BAYER-200828431NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 372 DAY BAYER
ANXIETY UNSPECIFIED INGREDIENT C  
AMENORRHOEA  
FEELING ABNORMAL  
HORMONE LEVEL ABNORMAL  

6751377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6751377 NON-EXPEDITED N US-
BAYER-200828367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6758754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6758754 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
ANORGASMIA  
ARTHRALGIA  
FATIGUE  
LOSS OF LIBIDO  
MOOD SWINGS  
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Detailed Report
6758845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6758845 DIRECT N OT 90 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WHITE BLOOD CELL COUNT INCREASED SEASONIQUE S PACKAGE

RECOMMENDED
DOSAGES ONCE A
DAY

 

ARTHROPATHY  
IMPAIRED HEALING  
JOINT INJURY  
LIMB INJURY  

6759791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6759791 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 1 IUD CONSTANT

INTRA-UTERINE
 

APATHY  
DYSPAREUNIA  
FATIGUE  
MOOD SWINGS  
SOMNOLENCE  

6766453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6766453 DIRECT N HO,LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1 PILL 24 HRS AFTER

INTER PO;1 PILL 12
HOURS AFTER 1ST PO

 DURAMED

ABORTION OF ECTOPIC PREGNANCY  
THERAPEUTIC RESPONSE DELAYED  
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Detailed Report
6357021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6357021 EXPEDITED (15-DAY) N HO FR-BAYER-
FR-2007-025213

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER

6591359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6591359 EXPEDITED (15-DAY) Y OT CA-
BAYER-200817004NA

Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S  BAYER
GASTROINTESTINAL DISORDER  
SWELLING  

6601481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6601481 EXPEDITED (15-DAY) Y HO FR-
BAYER-200815194GPV

30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE Total daily dose: 20 µG 518 DAY BAYER
MOBILITY DECREASED  
SENSORY LOSS  

6630077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6630077 NON-EXPEDITED Y OT US-
BAYER-200821047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
6654993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6654993 EXPEDITED (15-DAY) Y HO DK-
BAYER-200818805GPV

39 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MONOPARESIS MIRENA S INTRAUTERINE  BAYER

6674860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6674860 NON-EXPEDITED N OT US-
BAYER-200825826NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
VAGINAL HAEMORRHAGE  

6690215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6690215 NON-EXPEDITED Y HO,OT US-
BAYER-200826576NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 601 DAY BAYER

6690222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6690222 EXPEDITED (15-DAY) N OT US-
BAYER-200826939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PITUITARY ENLARGEMENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6693943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6693943 NON-EXPEDITED Y HO,OT US-
BAYER-200827189NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 582 DAY BAYER

UNEVALUABLE EVENT  

6693946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6693946 NON-EXPEDITED N OT US-
BAYER-200827175NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6707253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6707253 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200817779GPV

< 1 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S OTHER  BAYER
SMALL FOR DATES BABY  

6711479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6711479 NON-EXPEDITED N OT US-
BAYER-200828440NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Medical device complication  
PYREXIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
6731386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6731386 NON-EXPEDITED N HO,OT US-
BAYER-200830970NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 46 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6752684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752684 NON-EXPEDITED N US-
BAYER-200829170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION FEMALE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6752685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752685 NON-EXPEDITED N US-
BAYER-200829040NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  

6752686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752686 NON-EXPEDITED N US-
BAYER-200829098NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6752687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752687 NON-EXPEDITED N US-
BAYER-200829094NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6752688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752688 NON-EXPEDITED N US-
BAYER-200828982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6752689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752689 NON-EXPEDITED N US-
BAYER-200829001NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE  BAYER

6752690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752690 NON-EXPEDITED N US-
BAYER-200828987NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  
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Detailed Report
6752691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752691 NON-EXPEDITED N US-
BAYER-200829012NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
Medical device complication  
MENSTRUATION IRREGULAR  

6752692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752692 NON-EXPEDITED N US-
BAYER-200828631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 MTH BAYER
GENITAL HAEMORRHAGE  

6752693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752693 NON-EXPEDITED N US-
BAYER-200829087NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6752694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752694 NON-EXPEDITED N US-
BAYER-200829192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6752695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752695 NON-EXPEDITED N US-
BAYER-200828733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER

6752696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752696 NON-EXPEDITED N US-
BAYER-200828679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 7 MTH BAYER

ADIPEX-P C  

6752697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752697 NON-EXPEDITED N US-
BAYER-200829000NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6752698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752698 NON-EXPEDITED N US-
BAYER-200829125NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL HERPES MIRENA S INTRAUTERINE  BAYER

6752699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752699 NON-EXPEDITED N US-
BAYER-200829243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6752700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752700 NON-EXPEDITED N US-
BAYER-200828522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6752701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752701 NON-EXPEDITED N US-
BAYER-200828602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6752702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752702 NON-EXPEDITED N US-
BAYER-200828904NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6752703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752703 NON-EXPEDITED N US-
BAYER-200828424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6752704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752704 NON-EXPEDITED N US-
BAYER-200829011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain MIRENA S INTRAUTERINE 7 YR BAYER
ABDOMINAL DISTENSION  
POST PROCEDURAL HAEMORRHAGE  

6752705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752705 NON-EXPEDITED N US-
BAYER-200830029NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6752707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752707 NON-EXPEDITED N US-
BAYER-200829155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER MIRENA S INTRAUTERINE  BAYER
FATIGUE  
IRRITABILITY  

6752708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752708 NON-EXPEDITED N US-
BAYER-200828410NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
Medical device complication  
MENSTRUATION DELAYED  
PAIN IN EXTREMITY  
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Detailed Report
6752709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752709 NON-EXPEDITED N US-
BAYER-200828756NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6752710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752710 NON-EXPEDITED N US-
BAYER-200828745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6752711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752711 NON-EXPEDITED N US-
BAYER-200829134NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER

6752712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752712 NON-EXPEDITED N US-
BAYER-200828536NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

SINGULAIR C  
SYNTHROID C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6752713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752713 NON-EXPEDITED N US-
BAYER-200829307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  

6752714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752714 NON-EXPEDITED N US-
BAYER-200829260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
NAUSEA  
POLYMENORRHOEA  

6752715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752715 NON-EXPEDITED N US-
BAYER-200829514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6752716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752716 NON-EXPEDITED N US-
BAYER-200829409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6752717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752717 NON-EXPEDITED N US-
BAYER-200829383NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BREAST DISCOMFORT  
LIBIDO INCREASED  
MENORRHAGIA  

6752719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752719 NON-EXPEDITED N US-
BAYER-200829441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 12 MTH BAYER
CHEST PAIN  
IRRITABILITY  
MOOD SWINGS  

6752721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752721 NON-EXPEDITED N US-
BAYER-200829416NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6752722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752722 NON-EXPEDITED N US-
BAYER-200829984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6752723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752723 NON-EXPEDITED N US-
BAYER-200830753NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6752725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752725 NON-EXPEDITED N US-
BAYER-200829562NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6752726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752726 NON-EXPEDITED N US-
BAYER-200829438NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6752727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752727 NON-EXPEDITED N US-
BAYER-200829531NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ANGER  
BACK PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6752728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752728 NON-EXPEDITED N US-
BAYER-200829662NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 67 DAY BAYER

6752729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6752729 NON-EXPEDITED N US-
BAYER-200829255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD CHOLESTEROL INCREASED MIRENA S INTRAUTERINE  BAYER

6762450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6762450 DIRECT N HO,DS 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
PAIN  
PELVIC PAIN  
SURGERY  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6762894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6762894 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE IMPLANT FIVE YRS

INTRA-UTERINE
 

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ALOPECIA  
BACK PAIN  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

LOSS OF EMPLOYMENT  
LOSS OF LIBIDO  
MEDICAL DEVICE COMPLICATION  
MEMORY IMPAIRMENT  
PAIN IN EXTREMITY  
PALPITATIONS  
SUICIDAL IDEATION  
VISUAL IMPAIRMENT  

6764215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2008 6764215 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
HAEMORRHAGE  
LOSS OF LIBIDO  
MIGRAINE  
PREMENSTRUAL SYNDROME  
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Detailed Report
6469237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6469237 EXPEDITED (15-DAY) N HO,OT FR-BAYER-
FR-2007-042193

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE  BAYER
DEPRESSED MOOD  
FATIGUE  
HEADACHE  
HYPERHIDROSIS  
HYPERTENSION  
NAUSEA  
VERTIGO  

6695415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6695415 NON-EXPEDITED N US-
BAYER-200818298NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FATIGUE  
Medical device complication  
NAIL GROWTH ABNORMAL  
NAUSEA  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
6708871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6708871 EXPEDITED (15-DAY) N HO,OT DE-BAYER-
DE-2007-032103

36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
GESTATIONAL DIABETES  
PLACENTAL DISORDER  
POLYHYDRAMNIOS  
PREMATURE LABOUR  

6753644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753644 NON-EXPEDITED N US-
BAYER-200830930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6753645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753645 NON-EXPEDITED N US-
BAYER-200830952NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6753648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753648 NON-EXPEDITED N US-
BAYER-200830967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6753649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753649 NON-EXPEDITED N US-
BAYER-200831045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER

6753650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753650 NON-EXPEDITED N US-
BAYER-200830961NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER

6753651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753651 NON-EXPEDITED N US-
BAYER-200830979NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6753657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753657 NON-EXPEDITED Y US-
BAYER-200830990NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 65 DAY BAYER
ABDOMINAL DISTENSION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6753659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753659 NON-EXPEDITED N US-
BAYER-200830933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
POST PROCEDURAL HAEMORRHAGE  

6753660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753660 NON-EXPEDITED N US-
BAYER-200831265NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 202 DAY BAYER

6753661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753661 NON-EXPEDITED N US-
BAYER-200830991NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PROCEDURAL COMPLICATION  
VAGINAL HAEMORRHAGE  

6753662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753662 NON-EXPEDITED Y US-
BAYER-200830950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6753663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2008 6753663 NON-EXPEDITED N US-
BAYER-200830973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 6 MTH BAYER
UTERINE ENLARGEMENT  

6526797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6526797 EXPEDITED (15-DAY) N OT CA-
BAYER-200810595NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOWER EXTREMITY MASS MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
FATIGUE  
MYALGIA  
THROMBOSIS  

6533675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6533675 EXPEDITED (15-DAY) N OT CA-
BAYER-200811286NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TORTICOLLIS MIRENA S INTRAUTERINE  BAYER

6534713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6534713 EXPEDITED (15-DAY) N HO FR-
BAYER-200810910GPV

30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

PELVIC PAIN  
PERITONEAL HAEMORRHAGE  
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Detailed Report
6536067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6536067 EXPEDITED (15-DAY) N DE CA-
BAYER-200812005NA

47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER

EFFEXOR C  
RANITIDINE C  
SENACOT C  

6543173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6543173 EXPEDITED (15-DAY) N OT CA-
BAYER-200812170NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTERIOVENOUS FISTULA MIRENA S INTRAUTERINE  BAYER

6544199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6544199 EXPEDITED (15-DAY) Y HO,OT CA-
BAYER-200812085NA

43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
BLOOD GLUCOSE DECREASED  
BLOOD POTASSIUM INCREASED  
DEPRESSION  
HEART RATE INCREASED  
MENSTRUATION IRREGULAR  
PAIN IN EXTREMITY  
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Detailed Report
6579793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6579793 EXPEDITED (15-DAY) N OT CA-
BAYER-200815576NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITREOUS DISORDER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
METRORRHAGIA  
VISUAL ACUITY REDUCED  
Visual impairment  

6589376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6589376 NON-EXPEDITED N OT US-
BAYER-200816590NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 DAY BAYER
UTERINE PAIN PROPYLTHIOURACIL C  
DIZZINESS  
Medical device complication  
NAUSEA  
PELVIC PAIN  
PROCEDURAL PAIN  
PROCTALGIA  
PRURITUS  

6613068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6613068 EXPEDITED (15-DAY) N OT DK-
BAYER-200816140GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE 8 DAY BAYER

LAMICTAL C UNKNOWN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6636931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6636931 EXPEDITED (15-DAY) Y OT US-
BAYER-200821881NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTOID REACTION MIRENA S  BAYER
DYSPNOEA  

6638722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6638722 NON-EXPEDITED Y OT US-
BAYER-200821577NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6656754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6656754 NON-EXPEDITED N US-
BAYER-200813496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DEPRESSION  
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Detailed Report
6657747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6657747 NON-EXPEDITED N US-
BAYER-200715913NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
ANXIETY IRON C  
NERVOUSNESS PRENATAL VITAMINS NOS C  
ARTHRALGIA  
DIZZINESS  
FATIGUE  
HEART RATE INCREASED  
MIGRAINE  
NAUSEA  
WEIGHT INCREASED  

6687507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6687507 NON-EXPEDITED N US-
BAYER-200816992NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA UNSPECIFIED INGREDIENT C UNKNOWN  

TOPAMAX C UNKNOWN  

6687516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6687516 NON-EXPEDITED N US-
BAYER-200817412NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA EFFEXOR C ORAL  
VAGINAL DISCHARGE VALTREX C ORAL  
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Detailed Report
6688880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6688880 EXPEDITED (15-DAY) Y OT US-
BAYER-200826654NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE 613 DAY BAYER
CLAVICLE FRACTURE  
Medical device complication  
SYNCOPE  

6688910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6688910 NON-EXPEDITED N US-
BAYER-200817416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA LEXAPRO C  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6690223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6690223 EXPEDITED (15-DAY) N HO US-
BAYER-200826573NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
OEDEMA METFORMIN HYDROCHLORIDE C Unit dose: 1000 MG  
BLISTER  
CHILLS  
DYSPNOEA  
FUNGAL INFECTION  
RASH GENERALISED  
SWELLING  
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Detailed Report
6692818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6692818 NON-EXPEDITED N US-
BAYER-200826950NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
FATIGUE  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
WEIGHT INCREASED  

6694251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6694251 NON-EXPEDITED N US-
BAYER-200819562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6694266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6694266 NON-EXPEDITED N US-
BAYER-200826988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION DIAMOX SEQUELS C  
DYSPAREUNIA  
HYPOAESTHESIA  
PAIN  
PALPITATIONS  
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Detailed Report
6694269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6694269 NON-EXPEDITED N US-
BAYER-200819935NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
HYPOMENORRHOEA  
MOOD SWINGS  
PELVIC DISCOMFORT  

6695283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6695283 NON-EXPEDITED N US-
BAYER-200821660NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6695290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6695290 NON-EXPEDITED N US-
BAYER-200821682NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

VITAMINS NOS C  

6696760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6696760 NON-EXPEDITED Y OT US-
BAYER-200827301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6698376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6698376 NON-EXPEDITED N US-
BAYER-200813317NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
POLYMENORRHOEA PROZAC C ORAL 2 MTH
ABDOMINAL DISTENSION  
DIARRHOEA  
ERYTHEMA  
FLATULENCE  
HOT FLUSH  
MENORRHAGIA  
MOOD SWINGS  

6698418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6698418 NON-EXPEDITED N US-
BAYER-200826419NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCIATICA MIRENA S INTRAUTERINE  BAYER
BACK PAIN  

6704601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6704601 NON-EXPEDITED N US-
BAYER-200826803NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER

6705820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6705820 NON-EXPEDITED N US-
BAYER-200827625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOMA VIRAL INFECTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6712536 NON-EXPEDITED Y OT US-
BAYER-200828970NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 11 DAY BAYER
Medical device complication  
PROCEDURAL PAIN  

6719645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6719645 NON-EXPEDITED N OT US-
BAYER-200829724NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 96 DAY BAYER

6719648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6719648 NON-EXPEDITED HO,OT US-
BAYER-200829830NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER
HAEMOGLOBIN DECREASED  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6723390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6723390 NON-EXPEDITED N US-
BAYER-200828591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 2 MTH BAYER
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Detailed Report
6725534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6725534 EXPEDITED (15-DAY) N OT US-
BAYER-200830080NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 2 YR BAYER
STAPHYLOCOCCAL INFECTION  
VAGINAL DISCHARGE  

6754852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754852 NON-EXPEDITED Y US-
BAYER-200830912NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 62 DAY BAYER

6754856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754856 NON-EXPEDITED N US-
BAYER-200831074NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6754857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754857 NON-EXPEDITED N US-
BAYER-200831073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
6754869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754869 NON-EXPEDITED N US-
BAYER-200831096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6754872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754872 NON-EXPEDITED Y US-
BAYER-200830911NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6754873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754873 NON-EXPEDITED N US-
BAYER-200831162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6754874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754874 NON-EXPEDITED N US-
BAYER-200831222NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6754875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754875 NON-EXPEDITED N US-
BAYER-200831272NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6754877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6754877 NON-EXPEDITED N US-
BAYER-200831125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6763778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6763778 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL PAIN  
ACNE  
ASTHENIA  
HYPERAESTHESIA  
PAIN IN EXTREMITY  

6607175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6607175 NON-EXPEDITED N HO,OT US-
BAYER-200818353NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
INCISION SITE ABSCESS  
PELVIC PAIN  
PROCEDURAL PAIN  
UTERINE RUPTURE  
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Detailed Report
6644218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6644218 NON-EXPEDITED N US-
BAYER-200822508NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN INCREASED MIRENA S INTRAUTERINE 4 MTH BAYER
HEART RATE DECREASED  
HEART SOUNDS ABNORMAL  
HEPATIC ENZYME INCREASED  

6661872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6661872 EXPEDITED (15-DAY) N OT US-
BAYER-200824756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE  BAYER

6681346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6681346 NON-EXPEDITED N US-
BAYER-200819782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE  BAYER

6687631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6687631 EXPEDITED (15-DAY) N OT US-
BAYER-200826611NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE 3 MTH BAYER
ABDOMINAL DISCOMFORT  
DISCOMFORT  
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Detailed Report
6694277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6694277 NON-EXPEDITED N US-
BAYER-200827097NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
OVARIAN CYST RUPTURED  
PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6696761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6696761 EXPEDITED (15-DAY) Y OT US-
BAYER-200827327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
CERVICAL DYSPLASIA  

6700945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6700945 NON-EXPEDITED N US-
BAYER-200820308NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER

6706004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6706004 NON-EXPEDITED N US-
BAYER-200819563NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE MIRENA S TRANSAMMMARY  BAYER
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Detailed Report
6717581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6717581 NON-EXPEDITED N US-
BAYER-200822949NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
EAR PRURITUS  
FATIGUE  
LACTATION PUERPERAL INCREASED  
MENORRHAGIA  
MENSTRUATION DELAYED  
NAUSEA  
SOMNOLENCE  

6723393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6723393 NON-EXPEDITED Y US-
BAYER-200823522NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  

6742710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6742710 NON-EXPEDITED Y US-
BAYER-200826316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6744299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6744299 EXPEDITED (15-DAY) Y OT GB-
BAYER-200812289BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6758792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758792 NON-EXPEDITED N US-
BAYER-200828781NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6758804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758804 NON-EXPEDITED N US-
BAYER-200831262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL HEADACHE  

6758806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758806 NON-EXPEDITED N US-
BAYER-200831306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6758809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758809 NON-EXPEDITED N US-
BAYER-200828789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER

6758810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758810 NON-EXPEDITED N US-
BAYER-200831142NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6758812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758812 NON-EXPEDITED N US-
BAYER-200831275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758814 NON-EXPEDITED N US-
BAYER-200831160NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758815 NON-EXPEDITED N US-
BAYER-200831291NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER
VAGINAL HAEMORRHAGE  

6758817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758817 NON-EXPEDITED N US-
BAYER-200830396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758818 NON-EXPEDITED N US-
BAYER-200831287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
ABDOMINAL PAIN  
PAIN  
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Detailed Report
6758820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758820 NON-EXPEDITED N US-
BAYER-200831294NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758821 NON-EXPEDITED N US-
BAYER-200831094NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6758822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758822 NON-EXPEDITED N US-
BAYER-200831259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758823 NON-EXPEDITED N US-
BAYER-200831242NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 109 DAY BAYER
Medical device complication  

6758824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758824 NON-EXPEDITED N US-
BAYER-200831270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6758825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758825 NON-EXPEDITED Y US-
BAYER-200831314NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 MTH BAYER

6758827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758827 NON-EXPEDITED N US-
BAYER-200831155NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 DAY BAYER

6758832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758832 NON-EXPEDITED N US-
BAYER-200831159NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6758834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758834 NON-EXPEDITED N US-
BAYER-200831227NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758835 NON-EXPEDITED N US-
BAYER-200831285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6758836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758836 NON-EXPEDITED N US-
BAYER-200831429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758838 NON-EXPEDITED N US-
BAYER-200831431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758839 NON-EXPEDITED N US-
BAYER-200831477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA MIRENA S INTRAUTERINE  BAYER

6758840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758840 NON-EXPEDITED N US-
BAYER-200831315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758842 NON-EXPEDITED N US-
BAYER-200831320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 2 YR BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
6758843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758843 NON-EXPEDITED N US-
BAYER-200831434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6758847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758847 NON-EXPEDITED N US-
BAYER-200831672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 80 DAY BAYER

6758848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758848 NON-EXPEDITED Y US-
BAYER-200831513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 118 DAY BAYER

6758852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758852 NON-EXPEDITED Y US-
BAYER-200831382NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758853 NON-EXPEDITED N US-
BAYER-200831481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 2 MTH BAYER
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Detailed Report
6758854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758854 NON-EXPEDITED N US-
BAYER-200831371NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758855 NON-EXPEDITED N US-
BAYER-200831452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6758856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758856 NON-EXPEDITED N US-
BAYER-200831408NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
RASH  

6758859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758859 NON-EXPEDITED N US-
BAYER-200831351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758865 NON-EXPEDITED Y US-
BAYER-200831321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER
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Detailed Report
6758866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6758866 NON-EXPEDITED N US-
BAYER-200831493NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6765243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2008 6765243 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S STANDARD  BAYER
DEVICE EXPULSION  

6541130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6541130 NON-EXPEDITED Y US-BAYER-
US-2007-041324

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1028 DAY BAYER

6655561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6655561 NON-EXPEDITED Y OT US-
BAYER-200824409NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6661244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6661244 NON-EXPEDITED Y US-
BAYER-200824812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6666986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6666986 NON-EXPEDITED N OT US-
BAYER-200825110NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6699341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6699341 NON-EXPEDITED Y OT US-
BAYER-200827582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 107 DAY BAYER

6699343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6699343 NON-EXPEDITED Y OT US-
BAYER-200827485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER

6699344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6699344 NON-EXPEDITED N HO,OT US-
BAYER-200827565NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 97 DAY BAYER
Medical device complication  
PAIN  
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Detailed Report
6714712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6714712 NON-EXPEDITED N OT US-
BAYER-200828967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
DEVICE BREAKAGE  
Medical device complication  
PELVIC PAIN  

6715810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6715810 NON-EXPEDITED N OT US-
BAYER-200828831NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 2 DAY BAYER
ABDOMINAL PAIN SUBOXONE C  
ABDOMINAL PAIN LOWER  
INFECTION  
Medical device complication  
OVARIAN CYST  

6724425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6724425 NON-EXPEDITED N OT US-
BAYER-200830081NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1020 DAY BAYER
Medical device complication FLAGYL C ORAL  

AUGMENTIN '125' C ORAL  
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Detailed Report
6724442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6724442 EXPEDITED (15-DAY) N HO,LT DE-
BAYER-200819043GPV

36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 MTH BAYER
EMOTIONAL DISORDER VITAMINS C ORAL  
Medical device complication LEVOTHYROXINE SODIUM C ORAL  
SMALL INTESTINAL PERFORATION METRONIDAZOLE C ORAL  
VULVOVAGINAL PRURITUS DOXYCYCLINE C ORAL  
MICTURITION URGENCY METRONIDAZOLE C TOPICAL  
POLLAKIURIA HYDROCORTISONE C TOPICAL  
BLISTER  
ERYTHEMA  
MENORRHAGIA  
RASH  
SWELLING FACE  

6729287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6729287 NON-EXPEDITED N OT US-
BAYER-200830646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6731387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6731387 NON-EXPEDITED N HO,OT US-
BAYER-200830910NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 16 DAY BAYER
Medical device complication  
PELVIC PAIN  
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Detailed Report
6735737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6735737 NON-EXPEDITED N OT US-
BAYER-200831140NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 36 DAY BAYER
UTERINE PAIN HYOSCYAMINE SULFATE C SUBLINGUAL  
VAGINAL HAEMORRHAGE ASCORBIC ACID\BIOTIN\RETINOL

\TOCOPHEROL
C ORAL  

UTERINE SPASM  

6754733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6754733 NON-EXPEDITED Y US-
BAYER-200832718NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6758873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6758873 EXPEDITED (15-DAY) N DS CH-
BAYER-200826159GPV

20 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITILIGO MIRENA S INTRAUTERINE  BAYER

6758874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6758874 EXPEDITED (15-DAY) N OT HU-
BAYER-200825824GPV

35 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE 3 YR BAYER
BENIGN BREAST NEOPLASM  
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Detailed Report
6760096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6760096 EXPEDITED (15-DAY) N OT BR-
BAYER-200818061LA

48 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER

6770355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6770355 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S 28 MTH
ALOPECIA  
AMENORRHOEA  
PRURITUS  

6774776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6774776 EXPEDITED (15-DAY) N HO 033589 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B S ORAL TABLET, ORAL  
MENORRHAGIA  
PYREXIA  

6549492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6549492 NON-EXPEDITED Y US-BAYER-
US-2007-041793

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE WELLBUTRIN C  
FOETAL HEART RATE INCREASED  
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Detailed Report
6619274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6619274 EXPEDITED (15-DAY) N OT US-
BAYER-200819863NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE THYROIDITIS MIRENA S INTRAUTERINE  BAYER
URTICARIA  

6659943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6659943 NON-EXPEDITED Y US-
BAYER-200824569NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 326 DAY BAYER
Device expulsion  
NAUSEA  

6735736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6735736 NON-EXPEDITED N OT US-
BAYER-200831313NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6761102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6761102 EXPEDITED (15-DAY) N OT GB-
BAYER-200812421BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 5 YR BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
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Detailed Report
6761119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6761119 EXPEDITED (15-DAY) N HO BR-
BAYER-200818048LA

40 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE 569 DAY BAYER
Device expulsion LIVIAL C ORAL  

ZOLADEX C UNKNOWN  

6761184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6761184 NON-EXPEDITED N US-
BAYER-200829561NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal withdrawal bleeding YAZ S ORAL  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6766583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2008 6766583 DIRECT N HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ALESSE 28 S ORAL 1 PILL DAILY DAILY PO  

6694258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6694258 NON-EXPEDITED N US-
BAYER-200819967NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 79 DAY BAYER
COITAL BLEEDING  
DEPRESSION  
GENITAL HAEMORRHAGE  
LIBIDO DECREASED  
PANIC ATTACK  
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Detailed Report
6713841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6713841 NON-EXPEDITED N US-
BAYER-200822840NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
NAUSEA  
PAIN IN EXTREMITY  
PELVIC PAIN  

6762401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762401 NON-EXPEDITED N US-
BAYER-200831455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

6762410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762410 NON-EXPEDITED N US-
BAYER-200831440NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 7 MTH BAYER

6762412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762412 NON-EXPEDITED Y US-
BAYER-200831558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6762413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762413 NON-EXPEDITED N US-
BAYER-200831729NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
CRYING  
DIZZINESS  
MOOD ALTERED  
PELVIC PAIN  

6762414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762414 NON-EXPEDITED N US-
BAYER-200831600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6762415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762415 NON-EXPEDITED Y US-
BAYER-200831570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE  BAYER

6762416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762416 NON-EXPEDITED N US-
BAYER-200831529NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 WEEK BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 4 MTH BAYER
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Detailed Report
6762418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762418 NON-EXPEDITED N US-
BAYER-200831730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6762420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762420 NON-EXPEDITED Y US-
BAYER-200831475NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 286 DAY BAYER

6762423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762423 NON-EXPEDITED Y US-
BAYER-200831727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6762424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762424 NON-EXPEDITED N US-
BAYER-200831518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6762425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762425 NON-EXPEDITED N US-
BAYER-200831485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HAEMORRHAGE  
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Detailed Report
6762426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762426 NON-EXPEDITED N US-
BAYER-200831502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 7 WEEK BAYER
PROCEDURAL PAIN  

6762427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762427 NON-EXPEDITED Y US-
BAYER-200831713NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6762428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762428 NON-EXPEDITED Y US-
BAYER-200831474NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6762429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762429 NON-EXPEDITED N US-
BAYER-200832506NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6762431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762431 NON-EXPEDITED Y US-
BAYER-200831715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER
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Detailed Report
6762433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762433 NON-EXPEDITED Y US-
BAYER-200831717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6762434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762434 NON-EXPEDITED Y US-
BAYER-200831471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6762435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762435 NON-EXPEDITED N US-
BAYER-200831601NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6762436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762436 NON-EXPEDITED N US-
BAYER-200831589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6762437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2008 6762437 NON-EXPEDITED Y US-
BAYER-200831521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6764005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764005 NON-EXPEDITED Y US-
BAYER-200831553NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 147 DAY BAYER

6764007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764007 NON-EXPEDITED Y US-
BAYER-200831559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6764023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764023 NON-EXPEDITED N US-
BAYER-200831716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
AFFECT LABILITY  

6764029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764029 NON-EXPEDITED N US-
BAYER-200831750NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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6764030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764030 NON-EXPEDITED N US-
BAYER-200831786NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BACK PAIN  
BREAST PAIN  
NAUSEA  

6764031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764031 NON-EXPEDITED N US-
BAYER-200831551NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6764037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764037 NON-EXPEDITED N US-
BAYER-200831737NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6764038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764038 NON-EXPEDITED Y US-
BAYER-200831755NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER
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6764040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764040 NON-EXPEDITED N US-
BAYER-200831723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6764041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764041 NON-EXPEDITED N US-
BAYER-200831732NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6764042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764042 NON-EXPEDITED N US-
BAYER-200831753NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 12 MTH BAYER
Device expulsion  

6764043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764043 NON-EXPEDITED N US-
BAYER-200831725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6764044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764044 NON-EXPEDITED N US-
BAYER-200831719NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 25 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

Page: 926 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6764045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764045 NON-EXPEDITED N US-
BAYER-200831794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6764046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764046 NON-EXPEDITED N US-
BAYER-200831739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6764050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764050 NON-EXPEDITED N US-
BAYER-200831762NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6764052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764052 NON-EXPEDITED N US-
BAYER-200831857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6764053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6764053 NON-EXPEDITED N US-
BAYER-200831722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6774221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6774221 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRACAVERNOSA INTRACAVERNOUS  
ALOPECIA LEVONORGESTREL S  
BLOOD OESTROGEN DECREASED  
TENDERNESS  

6777184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2008 6777184 EXPEDITED (15-DAY) HO,OT 2006-01098FE Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE MINIRIN S ORAL 200 MG, PO  
DRUG INTERACTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL PO 237 DAY

DRUG INEFFECTIVE  
MATERNAL EXPOSURE DURING PREGNANCY  

6473988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6473988 EXPEDITED (15-DAY) N OT FR-BAYER-
FR-2007-043574

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S INTRAUTERINE Total daily dose: 20 µG

Unit dose: 20 µG
5 MTH BAYER

BREAST MASS  

6531176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6531176 NON-EXPEDITED Y US-BAYER-
US-2007-040030

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 DAY BAYER
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6598822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6598822 EXPEDITED (15-DAY) N OT US-BAYER-
US-2007-034035

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGGRESSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FATIGUE  
MALAISE  
MIGRAINE  
MOOD SWINGS  
NAUSEA  
Vulvovaginal pain  

6610570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6610570 NON-EXPEDITED N OT US-
BAYER-200818926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 DAY BAYER

6681356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6681356 NON-EXPEDITED N OT US-
BAYER-200825967NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 785 DAY BAYER

AMENORRHOEA  
UNEVALUABLE EVENT  
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6691297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6691297 NON-EXPEDITED Y HO,OT US-
BAYER-200826877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6704562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6704562 EXPEDITED (15-DAY) Y OT DE-
BAYER-200822180GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 3 YR BAYER

6704605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6704605 NON-EXPEDITED N US-
BAYER-200827709NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 30 MTH BAYER
Device expulsion  
GENITAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6704680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6704680 NON-EXPEDITED N OT US-
BAYER-200827784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 30 MTH BAYER
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6706014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6706014 NON-EXPEDITED N US-
BAYER-200818880NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE 8 DAY BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6706015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6706015 NON-EXPEDITED Y US-
BAYER-200820728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6707299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6707299 NON-EXPEDITED N US-
BAYER-200822105NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6708961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6708961 NON-EXPEDITED N US-
BAYER-200828091NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
PYREXIA  
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Detailed Report
6711511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6711511 NON-EXPEDITED N US-
BAYER-200827886NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
INFERTILITY FEMALE  
Medical device complication  

6715809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6715809 NON-EXPEDITED N HO US-
BAYER-200829297NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
Medical device complication  
VAGINAL HAEMORRHAGE  

6725535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6725535 NON-EXPEDITED N OT US-
BAYER-200830142NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 789 DAY BAYER
PELVIC PAIN  
URINARY TRACT INFECTION BACTERIAL  

6762340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6762340 EXPEDITED (15-DAY) Y OT FR-
BAYER-200826096GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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Detailed Report
6765246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765246 EXPEDITED (15-DAY) N OT BR-
BAYER-200818104LA

29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE  BAYER
EYE PRURITUS  
OCULAR HYPERAEMIA  

6765267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765267 EXPEDITED (15-DAY) N OT FR-
BAYER-200826181GPV

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS MIRENA S INTRAUTERINE  BAYER
CHEST PAIN MIRENA S INTRAUTERINE  BAYER

6765271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765271 NON-EXPEDITED N OT US-
BAYER-200833884NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER
Medical device complication  

6765459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765459 NON-EXPEDITED N US-
BAYER-200828735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6765460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765460 NON-EXPEDITED N US-
BAYER-200828665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HERPES MIRENA S INTRAUTERINE 1 YR BAYER

6765461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765461 NON-EXPEDITED N US-
BAYER-200828551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 17 DAY BAYER
DEPRESSION  

6765464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765464 NON-EXPEDITED N US-
BAYER-200828695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER

6765466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765466 NON-EXPEDITED N US-
BAYER-200828497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6765467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765467 NON-EXPEDITED N US-
BAYER-200829004NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6765468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765468 NON-EXPEDITED N US-
BAYER-200828878NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765469 NON-EXPEDITED N US-
BAYER-200828901NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRACAVERNOSA  BAYER

6765476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765476 NON-EXPEDITED N US-
BAYER-200831742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6765498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765498 NON-EXPEDITED N US-
BAYER-200831800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765499 NON-EXPEDITED Y US-
BAYER-200831889NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6765501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765501 NON-EXPEDITED Y US-
BAYER-200831754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 320 DAY BAYER

6765502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765502 NON-EXPEDITED N US-
BAYER-200831881NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 75 DAY BAYER

6765504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765504 NON-EXPEDITED N US-
BAYER-200831758NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6765509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765509 NON-EXPEDITED N US-
BAYER-200831858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6765512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765512 NON-EXPEDITED N US-
BAYER-200831894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
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Detailed Report
6765513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765513 NON-EXPEDITED N US-
BAYER-200831861NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765514 NON-EXPEDITED N US-
BAYER-200831819NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765515 NON-EXPEDITED N US-
BAYER-200831897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER

6765524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765524 NON-EXPEDITED N US-
BAYER-200831793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6765526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765526 NON-EXPEDITED Y US-
BAYER-200831743NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 118 DAY BAYER

Page: 937 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6765527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765527 NON-EXPEDITED N US-
BAYER-200831930NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765528 NON-EXPEDITED N US-
BAYER-200831751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765536 NON-EXPEDITED N US-
BAYER-200831986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S  BAYER
VAGINAL DISCHARGE  

6765546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765546 NON-EXPEDITED N US-
BAYER-200831909NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6765548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765548 NON-EXPEDITED N US-
BAYER-200831927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6765549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765549 NON-EXPEDITED N US-
BAYER-200831907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6765551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765551 NON-EXPEDITED N US-
BAYER-200831983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6765570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765570 NON-EXPEDITED N US-
BAYER-200832070NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 36 DAY BAYER

6765645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765645 NON-EXPEDITED N US-
BAYER-200833521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT YAZ S ORAL  BAYER

PLAN B S  
PLAN B S  

6765659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765659 NON-EXPEDITED Y US-
BAYER-200833459NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6773052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6773052 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S  
ACNE  
HYPERTRICHOSIS  

6531585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6531585 NON-EXPEDITED N US-BAYER-
US-2007-039387

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR IRON C  
ABDOMINAL PAIN  
BLOOD PRESSURE DECREASED  
DIZZINESS  
Medical device complication  
NAUSEA  
PROCEDURAL PAIN  
UPPER RESPIRATORY TRACT INFECTION  

6632048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6632048 NON-EXPEDITED N US-
BAYER-200820752NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6688932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6688932 NON-EXPEDITED N US-
BAYER-200826168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6766661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6766661 EXPEDITED (15-DAY) Y OT HU-
BAYER-200826205GPV

40 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE  BAYER

BISOPROLOL FUMARATE C  

6766729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6766729 NON-EXPEDITED N US-
BAYER-200826087NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6766756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6766756 NON-EXPEDITED N US-
BAYER-200831853NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6774848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774848 DIRECT Y RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774849 DIRECT Y RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6774850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774850 DIRECT Y RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6774851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774851 DIRECT Y RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6774854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774854 DIRECT Y RI 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

6774862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6774862 DIRECT N 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6775863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6775863 DIRECT Y RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6779232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6779232 EXPEDITED (15-DAY) N OT 034000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B S ORAL TABLET, ORAL  
ABDOMINAL PAIN  
ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  

6581015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6581015 EXPEDITED (15-DAY) Y IT-
BAYER-200814553GPV

42 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 DAY BAYER
ANAEMIA  
ENDOMETRIAL HYPERPLASIA  
PROGESTERONE INCREASED  
UTERINE POLYP  

6620124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6620124 NON-EXPEDITED N US-
BAYER-200819870NA

42 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6621373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6621373 NON-EXPEDITED N US-
BAYER-200820112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6622694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6622694 NON-EXPEDITED N US-
BAYER-200819961NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6625700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6625700 NON-EXPEDITED Y US-
BAYER-200820083NA

42 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6625708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6625708 NON-EXPEDITED N US-
BAYER-200820362NA

56 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6632013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6632013 NON-EXPEDITED N US-
BAYER-200819105NA

91 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 2 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6643034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6643034 NON-EXPEDITED N OT US-
BAYER-200822693NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 584 DAY BAYER
CRYING  
Device dislocation  
Medical device complication  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  

6645072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6645072 NON-EXPEDITED N US-
BAYER-200822882NA

334 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6649335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6649335 NON-EXPEDITED N US-
BAYER-200821707NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6649351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6649351 NON-EXPEDITED N US-
BAYER-200821097NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6649386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6649386 NON-EXPEDITED Y US-
BAYER-200821989NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6649391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6649391 NON-EXPEDITED Y US-
BAYER-200821990NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6651678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6651678 NON-EXPEDITED Y OT US-
BAYER-200818576GPV

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6651715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6651715 NON-EXPEDITED N US-
BAYER-200821433NA

91 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6654997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6654997 NON-EXPEDITED Y US-
BAYER-200822340NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6655627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6655627 NON-EXPEDITED N US-
BAYER-200822522NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6661235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6661235 NON-EXPEDITED N US-
BAYER-200821604NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6661248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6661248 NON-EXPEDITED N US-
BAYER-200821825NA

152 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6661874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6661874 NON-EXPEDITED N US-
BAYER-200825123NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6671916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6671916 NON-EXPEDITED Y OT US-
BAYER-200825730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

Page: 947 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6671981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6671981 NON-EXPEDITED N US-
BAYER-200819916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6674859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6674859 NON-EXPEDITED N OT US-
BAYER-200825925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6684979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6684979 NON-EXPEDITED N US-
BAYER-200819322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6684996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6684996 NON-EXPEDITED N US-
BAYER-200818907NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6684999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6684999 NON-EXPEDITED N US-
BAYER-200820733NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6687520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6687520 NON-EXPEDITED N US-
BAYER-200826173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 114 DAY BAYER
FEELING ABNORMAL  
Medical device complication  

6690219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6690219 NON-EXPEDITED N OT US-
BAYER-200826616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6694281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6694281 NON-EXPEDITED N OT US-
BAYER-200827194NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 1223 DAY BAYER
Haemorrhage in pregnancy  
Human chorionic gonadotropin decreased  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6695339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6695339 NON-EXPEDITED N US-
BAYER-200819984NA

28 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6695340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6695340 NON-EXPEDITED N US-
BAYER-200819569NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6699471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6699471 NON-EXPEDITED N US-
BAYER-200823382NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6699479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6699479 NON-EXPEDITED N US-
BAYER-200825690NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 3 DAY BAYER

6699482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6699482 NON-EXPEDITED N US-
BAYER-200819977NA

60 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6699486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6699486 NON-EXPEDITED N US-
BAYER-200824752NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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Detailed Report
6700903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6700903 NON-EXPEDITED N US-
BAYER-200825598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
UTERINE PAIN  

6700905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6700905 EXPEDITED (15-DAY) N US-
BAYER-200824543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope NORPLANT S SUBCUTANEOUS  BAYER
ASTHENIA  
LOSS OF CONSCIOUSNESS  
NAUSEA  

6700946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6700946 NON-EXPEDITED Y US-
BAYER-200821512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6700953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6700953 NON-EXPEDITED Y US-
BAYER-200824179NA

60 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6700967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6700967 NON-EXPEDITED N US-
BAYER-200825506NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6705978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6705978 NON-EXPEDITED N US-
BAYER-200818712NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6705982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6705982 NON-EXPEDITED N US-
BAYER-200814411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

6706000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6706000 NON-EXPEDITED N US-
BAYER-200821270NA

42 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6707293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6707293 NON-EXPEDITED N US-
BAYER-200822116NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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Detailed Report
6708910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6708910 NON-EXPEDITED N OT US-
BAYER-200828416NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 MTH BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

6708955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6708955 NON-EXPEDITED N US-
BAYER-200822877NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6708958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6708958 NON-EXPEDITED N US-
BAYER-200823202NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6710117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6710117 NON-EXPEDITED N US-
BAYER-200822614NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6711504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6711504 NON-EXPEDITED N US-
BAYER-200823704NA

28 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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Detailed Report
6711515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6711515 NON-EXPEDITED N US-
BAYER-200823670NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6713830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6713830 NON-EXPEDITED N US-
BAYER-200822582NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6733616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6733616 NON-EXPEDITED Y OT US-
BAYER-200831319NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  

6736966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6736966 NON-EXPEDITED N HO US-
BAYER-200831255NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
UTERINE PAIN  

6738013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6738013 NON-EXPEDITED Y US-
BAYER-200822338NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER
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Detailed Report
6738016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6738016 NON-EXPEDITED Y US-
BAYER-200822341NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6740636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6740636 EXPEDITED (15-DAY) Y OT US-
BAYER-200831622NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
PAIN  
VAGINAL HAEMORRHAGE  

6742981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6742981 NON-EXPEDITED N US-
BAYER-200831524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6744678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6744678 NON-EXPEDITED N HO US-
BAYER-200832091NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6746110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6746110 NON-EXPEDITED Y OT US-
BAYER-200832261NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device dislocation ZANTAC C  

VITAMIN C  

6758883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6758883 NON-EXPEDITED Y OT US-
BAYER-200832931NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6768715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768715 NON-EXPEDITED N HO US-
BAYER-200833912NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HAEMORRHAGE  
PARAESTHESIA  
VOMITING  

6768976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768976 NON-EXPEDITED N US-
BAYER-200827434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 63 DAY BAYER
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6768979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768979 NON-EXPEDITED Y US-
BAYER-200827205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6768988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768988 NON-EXPEDITED N US-
BAYER-200826403NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 349 DAY BAYER

6768989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768989 NON-EXPEDITED N US-
BAYER-200827407NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6768999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6768999 NON-EXPEDITED Y US-
BAYER-200827914NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6769001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769001 NON-EXPEDITED N US-
BAYER-200827833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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6769002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769002 NON-EXPEDITED N US-
BAYER-200827693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 184 DAY BAYER

6769003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769003 NON-EXPEDITED N US-
BAYER-200828088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
PAIN IN EXTREMITY  
PROCEDURAL PAIN  

6769005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769005 NON-EXPEDITED N US-
BAYER-200827998NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6769006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769006 NON-EXPEDITED N US-
BAYER-200828132NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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6769007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769007 NON-EXPEDITED Y US-
BAYER-200828074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6769009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769009 NON-EXPEDITED N US-
BAYER-200827805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 243 DAY BAYER

6769015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769015 NON-EXPEDITED N US-
BAYER-200828329NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 YR BAYER

6769020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769020 NON-EXPEDITED N US-
BAYER-200828538NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 272 DAY BAYER

6769025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769025 NON-EXPEDITED Y US-
BAYER-200828229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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6769027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769027 NON-EXPEDITED N US-
BAYER-200828527NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 DAY BAYER
Medical device complication  

6769028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769028 NON-EXPEDITED N US-
BAYER-200828245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6769029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769029 NON-EXPEDITED N US-
BAYER-200828198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6769036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769036 NON-EXPEDITED N US-
BAYER-200828323NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
SENSATION OF FOREIGN BODY  
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Detailed Report
6769037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769037 NON-EXPEDITED Y US-
BAYER-200829470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
UTERINE CONTRACTIONS ABNORMAL  

6769041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769041 NON-EXPEDITED N US-
BAYER-200829847NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6769044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769044 NON-EXPEDITED Y US-
BAYER-200833882NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6769045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769045 NON-EXPEDITED N US-
BAYER-200833865NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

Page: 961 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6769047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769047 NON-EXPEDITED Y US-
BAYER-200833460NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6769048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6769048 NON-EXPEDITED N US-
BAYER-200829883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6775943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 6775943 DIRECT N OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING MIRENA S 1 EVERY 5 YEARS  
ASTHENIA  
HAEMORRHAGE  
MUSCLE SPASMS  
MYALGIA  
THYROID DISORDER  

7303439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2008 7303439 DIRECT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER INJURY QUASENSE S  
ACCIDENTAL EXPOSURE BACTRIM C  
CHOLELITHIASIS  
HEPATOTOXICITY  
URINARY TRACT INFECTION  
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Detailed Report
6478704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6478704 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200717162GPV

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
22 MTH BAYER

FEELING ABNORMAL MIRENA S INTRAUTERINE Total daily dose: 20 µG/
D

60 MTH BAYER

ANXIETY ZOLOFT C  
HALLUCINATION PRAZEPAM C  

ANXIOLYTIC (NOT SPECIFIED) C  

6557655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6557655 NON-EXPEDITED N US-
BAYER-200812262NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 5 DAY BAYER
MUSCLE SPASMS DOXYCYCLINE C  
ACTIVITIES OF DAILY LIVING IMPAIRED  
DIZZINESS  
DYSPNOEA  
FATIGUE  
GAIT DISTURBANCE  
NAUSEA  
PROCEDURAL COMPLICATION  

6603793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6603793 EXPEDITED (15-DAY) N OT US-
BAYER-200818153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
RENAL DISORDER  
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Detailed Report
6681266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6681266 NON-EXPEDITED N OT US-
BAYER-200826170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
FOETAL HEART RATE ABNORMAL  
Haemorrhage in pregnancy  
Medical device complication  

6681345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6681345 NON-EXPEDITED N US-
BAYER-200819748NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6687499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6687499 EXPEDITED (15-DAY) Y OT NL-
BAYER-200820970GPV

44 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOCARCINOMA MIRENA S INTRAUTERINE  BAYER
METASTASES TO LIVER MIRENA S INTRAUTERINE  BAYER

6692825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6692825 NON-EXPEDITED Y US-
BAYER-200826341NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 4 DAY BAYER
DIZZINESS  
HEADACHE  
PAIN  
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6698256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6698256 NON-EXPEDITED N HO,OT US-
BAYER-200827468NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 105 DAY BAYER

6708862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6708862 NON-EXPEDITED N DS US-
BAYER-200828217NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ASTHENIA  
DISTURBANCE IN ATTENTION  
Medical device complication  
MEMORY IMPAIRMENT  
MOOD SWINGS  
NAUSEA  
PROCEDURAL PAIN  
SLEEP DISORDER  
WEIGHT INCREASED  

6709815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6709815 NON-EXPEDITED Y OT US-
BAYER-200828661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6711519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6711519 NON-EXPEDITED N US-
BAYER-200828569NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE  BAYER
VISION BLURRED  

6713768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6713768 EXPEDITED (15-DAY) N OT US-
BAYER-200828529NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
DISORIENTATION  

6713794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6713794 NON-EXPEDITED N US-
BAYER-200828517NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 13 MTH BAYER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  

6724449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6724449 EXPEDITED (15-DAY) Y HO TPH-00073 3 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACCIDENTAL DRUG INTAKE BY CHILD ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 21 DF ORAL 1 DAY

ACCIDENTAL OVERDOSE  
HYPOSPADIAS  
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6770825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770825 NON-EXPEDITED Y US-
BAYER-200827572NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770826 NON-EXPEDITED N US-
BAYER-200827743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770828 NON-EXPEDITED Y US-
BAYER-200827573NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770829 NON-EXPEDITED N US-
BAYER-200827581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770830 NON-EXPEDITED N US-
BAYER-200827590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER
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6770831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770831 NON-EXPEDITED N US-
BAYER-200827211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770832 NON-EXPEDITED N US-
BAYER-200827412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6770833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770833 NON-EXPEDITED N US-
BAYER-200827419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6770834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770834 NON-EXPEDITED N US-
BAYER-200827488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 32 DAY BAYER

6770835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770835 NON-EXPEDITED N US-
BAYER-200827676NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770836 NON-EXPEDITED Y US-
BAYER-200827578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 33 DAY BAYER

6770837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770837 NON-EXPEDITED N US-
BAYER-200827417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6770838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770838 NON-EXPEDITED N US-
BAYER-200827403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770839 NON-EXPEDITED N US-
BAYER-200827591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6770840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770840 NON-EXPEDITED N US-
BAYER-200827640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6770842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770842 NON-EXPEDITED N US-
BAYER-200828304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 177 DAY BAYER

6770843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770843 NON-EXPEDITED N US-
BAYER-200828026NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770844 NON-EXPEDITED Y US-
BAYER-200828259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRA-ARTICULAR  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770845 NON-EXPEDITED N US-
BAYER-200828255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770846 NON-EXPEDITED N US-
BAYER-200828326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 55 DAY BAYER
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6770847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770847 NON-EXPEDITED N US-
BAYER-200828274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770848 NON-EXPEDITED N US-
BAYER-200828244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770849 NON-EXPEDITED N US-
BAYER-200828307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6770850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770850 NON-EXPEDITED N US-
BAYER-200828275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6770851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770851 NON-EXPEDITED Y US-
BAYER-200828133NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

ALBUTEROL C  
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Detailed Report
6770855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770855 NON-EXPEDITED N US-
BAYER-200828186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6770856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770856 NON-EXPEDITED N US-
BAYER-200827809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6770857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770857 NON-EXPEDITED Y US-
BAYER-200828362NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6770858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770858 NON-EXPEDITED N US-
BAYER-200828314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6770859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770859 NON-EXPEDITED N US-
BAYER-200828078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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6770860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770860 NON-EXPEDITED N US-
BAYER-200828199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6770861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770861 NON-EXPEDITED N US-
BAYER-200828298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 109 DAY BAYER

6770862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770862 NON-EXPEDITED N US-
BAYER-200828262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770863 NON-EXPEDITED N US-
BAYER-200828271NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770864 NON-EXPEDITED N US-
BAYER-200828264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770865 NON-EXPEDITED N US-
BAYER-200828636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER

6770867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770867 NON-EXPEDITED N US-
BAYER-200828197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770868 NON-EXPEDITED N US-
BAYER-200828324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6770870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770870 NON-EXPEDITED N US-
BAYER-200830352NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

LEXAPRO C  

6770871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770871 NON-EXPEDITED N US-
BAYER-200828515NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
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6770872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770872 NON-EXPEDITED N US-
BAYER-200828263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6770873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770873 NON-EXPEDITED N US-
BAYER-200828300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6770874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770874 NON-EXPEDITED N US-
BAYER-200828439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6770875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770875 NON-EXPEDITED Y US-
BAYER-200828317NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6770876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770876 NON-EXPEDITED N US-
BAYER-200828577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770877 NON-EXPEDITED N US-
BAYER-200828573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 46 DAY BAYER

6770879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770879 NON-EXPEDITED N US-
BAYER-200829808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6770881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770881 NON-EXPEDITED N US-
BAYER-200832001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6770882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770882 NON-EXPEDITED N US-
BAYER-200828402NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 81 DAY BAYER

6770883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770883 NON-EXPEDITED N US-
BAYER-200829811NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
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Detailed Report
6770884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770884 NON-EXPEDITED N US-
BAYER-200828644NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6770885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770885 NON-EXPEDITED N US-
BAYER-200828580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6770886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770886 NON-EXPEDITED N US-
BAYER-200829819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

6770887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770887 NON-EXPEDITED N US-
BAYER-200829858NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770888 NON-EXPEDITED N US-
BAYER-200828428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

6770889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770889 NON-EXPEDITED N US-
BAYER-200828578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 58 DAY BAYER
Medical device complication  

6770890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770890 NON-EXPEDITED Y US-
BAYER-200828668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770891 NON-EXPEDITED N US-
BAYER-200829821NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 18 MTH BAYER

6770892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770892 NON-EXPEDITED N US-
BAYER-200829652NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770893 NON-EXPEDITED N US-
BAYER-200828421NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
DEPRESSION  

6770894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770894 NON-EXPEDITED N US-
BAYER-200828678NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6770895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770895 NON-EXPEDITED N US-
BAYER-200832014NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6770896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770896 NON-EXPEDITED N US-
BAYER-200832005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 52 MTH BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
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Detailed Report
6770898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770898 NON-EXPEDITED Y US-
BAYER-200832008NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  

6770899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770899 NON-EXPEDITED N US-
BAYER-200832069NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6770900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770900 NON-EXPEDITED N US-
BAYER-200832076NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 47 DAY BAYER
Device expulsion  

6770901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770901 NON-EXPEDITED N US-
BAYER-200832080NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6770902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770902 NON-EXPEDITED N US-
BAYER-200832065NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6770903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2008 6770903 NON-EXPEDITED Y US-
BAYER-200828639NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6571113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6571113 NON-EXPEDITED Y US-
BAYER-200815090NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 141 DAY BAYER
WEIGHT INCREASED SYNTHROID C ORAL  
DISTURBANCE IN ATTENTION  
EYE DISORDER  
FATIGUE  

6579829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6579829 NON-EXPEDITED Y US-
BAYER-200815753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6651676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6651676 NON-EXPEDITED Y OT US-
BAYER-200818582GPV

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Device dislocation  

6674712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6674712 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200825366NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COSTOCHONDRITIS CLIMARA PRO S TRANSDERMAL 51 DAY BAYER
CHEST PAIN ALLEGRA C  
BLOOD PRESSURE INCREASED FLONASE C  

OMEPRAZOLE C  

6684945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6684945 NON-EXPEDITED Y OT US-
BAYER-200826175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6695286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6695286 NON-EXPEDITED N US-
BAYER-200825918NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE  BAYER
ECZEMA WEEPING  
PRURITUS  
RASH  
SKIN EXFOLIATION  
SKIN HYPERTROPHY  

6704563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6704563 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200822192GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
BREAST CANCER IN SITU MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6760113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6760113 NON-EXPEDITED N OT US-
BAYER-200833275NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENORRHAGIA  
POLYMENORRHOEA  

6772444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772444 NON-EXPEDITED N US-
BAYER-200827815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA 2 DAY BAYER
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Detailed Report
6772445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772445 NON-EXPEDITED Y US-
BAYER-200827797NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6772449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772449 NON-EXPEDITED Y US-
BAYER-200828140NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 67 DAY BAYER
DISCOMFORT  
VAGINAL HAEMORRHAGE  

6772450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772450 NON-EXPEDITED Y US-
BAYER-200827813NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 80 DAY BAYER

6772451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772451 NON-EXPEDITED N US-
BAYER-200827759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6772452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772452 NON-EXPEDITED N US-
BAYER-200827694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6772453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772453 NON-EXPEDITED N US-
BAYER-200827930NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6772454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772454 NON-EXPEDITED N US-
BAYER-200827920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6772455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772455 NON-EXPEDITED Y US-
BAYER-200827239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 574 DAY BAYER
DEPRESSION  

6772456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772456 NON-EXPEDITED Y US-
BAYER-200827740NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 93 DAY BAYER
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Detailed Report
6772458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772458 NON-EXPEDITED N US-
BAYER-200827212NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772459 NON-EXPEDITED N US-
BAYER-200827409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772460 NON-EXPEDITED N US-
BAYER-200827760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772461 NON-EXPEDITED N US-
BAYER-200827913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 11 DAY BAYER
DISCOMFORT  

6772462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772462 NON-EXPEDITED N US-
BAYER-200827234NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6772463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772463 NON-EXPEDITED Y US-
BAYER-200828320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772471 NON-EXPEDITED Y US-
BAYER-200828002NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772472 NON-EXPEDITED N US-
BAYER-200828266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772474 NON-EXPEDITED N US-
BAYER-200827876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
PAIN  
Syncope  

6772475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772475 NON-EXPEDITED N US-
BAYER-200828519NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6772476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772476 NON-EXPEDITED N US-
BAYER-200828168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6772479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772479 NON-EXPEDITED Y US-
BAYER-200827873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6772480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772480 NON-EXPEDITED N US-
BAYER-200827229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6772483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772483 NON-EXPEDITED N US-
BAYER-200829647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  

6772486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772486 NON-EXPEDITED N US-
BAYER-200829495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  
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Detailed Report
6772488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772488 NON-EXPEDITED N US-
BAYER-200829767NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 15 DAY BAYER
BACK PAIN  
GENITAL HAEMORRHAGE  
INFECTION  
NAUSEA  
PYREXIA  
URINARY TRACT INFECTION  

6772490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772490 NON-EXPEDITED N US-
BAYER-200829587NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE MIRENA S INTRAUTERINE  BAYER
FEELING ABNORMAL  

6772491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772491 NON-EXPEDITED Y US-
BAYER-200828533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER
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Detailed Report
6772492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772492 NON-EXPEDITED N US-
BAYER-200828750NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
MENORRHAGIA  

6772499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772499 NON-EXPEDITED N US-
BAYER-200829563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MIGRAINE  
MOOD SWINGS  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  

6772500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772500 NON-EXPEDITED N US-
BAYER-200829474NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6772501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772501 NON-EXPEDITED N US-
BAYER-200829654NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6772506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772506 NON-EXPEDITED N US-
BAYER-200832253NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 19 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6772507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772507 NON-EXPEDITED N US-
BAYER-200829939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

6772508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772508 NON-EXPEDITED N US-
BAYER-200832260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6772509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772509 NON-EXPEDITED N US-
BAYER-200832202NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6772510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772510 NON-EXPEDITED N US-
BAYER-200832325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6772511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6772511 NON-EXPEDITED Y US-
BAYER-200832252NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6778952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6778952 DIRECT Y OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BERLEX

6783511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2008 6783511 EXPEDITED (15-DAY) N OT 034215 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 2

TABLET,SINGLE,ORAL
 

UNINTENDED PREGNANCY SYNTHROID C  
ABORTION SPONTANEOUS  
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Detailed Report
6342076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6342076 EXPEDITED (15-DAY) N OT SE-BAYER-
SE-2007-022493

41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION LEVONORGESTREL S INTRAUTERINE  BAYER

6624126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6624126 NON-EXPEDITED N OT US-
BAYER-200820271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
CONVULSION  

6640667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6640667 NON-EXPEDITED Y US-
BAYER-200820505NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE BREAKAGE  

6644182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6644182 NON-EXPEDITED Y HO,OT US-
BAYER-200822726NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6649343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6649343 NON-EXPEDITED Y US-
BAYER-200821491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6700910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6700910 NON-EXPEDITED N OT US-
BAYER-200827609NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 85 DAY BAYER

6700956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6700956 NON-EXPEDITED Y US-
BAYER-200827484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6705824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6705824 NON-EXPEDITED N US-
BAYER-200828107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
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Detailed Report
6707306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6707306 NON-EXPEDITED N US-
BAYER-200828108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
AFFECT LABILITY  
POST PROCEDURAL HAEMORRHAGE  
Vulvovaginal swelling  

6708872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6708872 NON-EXPEDITED Y HO,OT US-
BAYER-200828654NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  

6712619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6712619 NON-EXPEDITED N US-
BAYER-200818938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE  BAYER

6713770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6713770 NON-EXPEDITED Y US-
BAYER-200828933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6713824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6713824 NON-EXPEDITED N US-
BAYER-200822757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6713839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6713839 NON-EXPEDITED N US-
BAYER-200822709NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
PARAESTHESIA  

6715922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6715922 NON-EXPEDITED N US-
BAYER-200829380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6715926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6715926 NON-EXPEDITED Y US-
BAYER-200828172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
UNEVALUABLE EVENT  

6719640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6719640 NON-EXPEDITED Y OT US-
BAYER-200829707NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 28 DAY BAYER
Medical device complication  
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Detailed Report
6722030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6722030 NON-EXPEDITED Y US-
BAYER-200823473NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Medical device complication  

6723397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6723397 NON-EXPEDITED N US-
BAYER-200829951NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
FEELING OF BODY TEMPERATURE CHANGE  
LIP SWELLING  
RASH MACULAR  
SENSATION OF FOREIGN BODY  
SWELLING  

6742978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6742978 NON-EXPEDITED N US-
BAYER-200830012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 16 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6750277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6750277 NON-EXPEDITED N US-
BAYER-200830880NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 36 DAY BAYER
VAGINAL HAEMORRHAGE  

6763773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6763773 EXPEDITED (15-DAY) N GB-
BAYER-200812442BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
DIZZINESS  
FATIGUE  
GENITAL HAEMORRHAGE  
HOT FLUSH  
MALAISE  
MOOD SWINGS  
NAUSEA  
PANIC ATTACK  
UTERINE SPASM  
VERTIGO  
Vulvovaginal pain  

6765244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6765244 EXPEDITED (15-DAY) N GB-
BAYER-200812435BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
ADVERSE DRUG REACTION  
DEPRESSED MOOD  
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Detailed Report
6773824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6773824 EXPEDITED (15-DAY) Y OT AT-
BAYER-200826849GPV

41 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESTLESSNESS MIRENA S INTRAUTERINE Total daily dose: 20 µG 2 DAY BAYER
AGGRESSION  
INSOMNIA  

6773950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6773950 EXPEDITED (15-DAY) N OT FR-
BAYER-200826916GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE 2 YR BAYER

6773967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6773967 EXPEDITED (15-DAY) N HO US-
BAYER-200834244NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6774047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774047 NON-EXPEDITED N US-
BAYER-200828764NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 278 DAY BAYER

6774048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774048 NON-EXPEDITED N US-
BAYER-200828762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 136 DAY BAYER
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Detailed Report
6774049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774049 NON-EXPEDITED Y US-
BAYER-200829236NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 49 DAY BAYER

6774050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774050 NON-EXPEDITED Y US-
BAYER-200828193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6774051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774051 NON-EXPEDITED Y US-
BAYER-200828471NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  

6774052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774052 NON-EXPEDITED N US-
BAYER-200828732NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6774053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774053 NON-EXPEDITED N US-
BAYER-200828858NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 YR BAYER
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Detailed Report
6774054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774054 NON-EXPEDITED N US-
BAYER-200828292NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6774055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774055 NON-EXPEDITED N US-
BAYER-200828942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6774056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774056 NON-EXPEDITED N US-
BAYER-200828947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6774057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774057 NON-EXPEDITED Y US-
BAYER-200828769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6774058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774058 NON-EXPEDITED Y US-
BAYER-200829019NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 95 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6774059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774059 NON-EXPEDITED Y US-
BAYER-200828752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6774060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774060 NON-EXPEDITED N US-
BAYER-200828758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6774061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774061 NON-EXPEDITED Y US-
BAYER-200829169NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6774062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774062 NON-EXPEDITED Y US-
BAYER-200828891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6774064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774064 NON-EXPEDITED N US-
BAYER-200829792NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6774065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774065 NON-EXPEDITED N US-
BAYER-200830276NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 368 DAY BAYER
ABDOMINAL DISTENSION  
FEELING ABNORMAL  

6774066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774066 NON-EXPEDITED N US-
BAYER-200828731NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 308 DAY BAYER

6774067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774067 NON-EXPEDITED N US-
BAYER-200830167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 1 MTH BAYER
FLUID RETENTION  

6774068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774068 NON-EXPEDITED N US-
BAYER-200829423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6774069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774069 NON-EXPEDITED N US-
BAYER-200829233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6774070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774070 NON-EXPEDITED N US-
BAYER-200830092NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 306 DAY BAYER

6774071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774071 NON-EXPEDITED N US-
BAYER-200830280NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  
TREMOR  
VAGINAL DISCHARGE  

6774075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774075 NON-EXPEDITED N US-
BAYER-200830141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6774076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774076 NON-EXPEDITED Y US-
BAYER-200829551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774082 NON-EXPEDITED Y US-
BAYER-200829594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6774083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774083 NON-EXPEDITED N US-
BAYER-200829345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6774084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774084 NON-EXPEDITED N US-
BAYER-200829459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 WEEK BAYER

6774085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774085 NON-EXPEDITED N US-
BAYER-200829516NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774086 NON-EXPEDITED N US-
BAYER-200829943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
GENITAL HAEMORRHAGE  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  
STRESS  

6774088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774088 NON-EXPEDITED N US-
BAYER-200830059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6774091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774091 NON-EXPEDITED N US-
BAYER-200830217NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S  BAYER
DYSPEPSIA  
GENITAL HAEMORRHAGE  

6774092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774092 NON-EXPEDITED N US-
BAYER-200830377NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774094 NON-EXPEDITED N US-
BAYER-200830470NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6774095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774095 NON-EXPEDITED N US-
BAYER-200830425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ACNE  
WEIGHT INCREASED  

6774098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774098 NON-EXPEDITED Y US-
BAYER-200830551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER

6774099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774099 NON-EXPEDITED N US-
BAYER-200830497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 YR BAYER
GENITAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774100 NON-EXPEDITED N US-
BAYER-200830412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
POLYMENORRHOEA  
PROCEDURAL PAIN  

6774102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774102 NON-EXPEDITED N US-
BAYER-200830486NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
IRRITABILITY  
PAIN  

6774105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774105 NON-EXPEDITED N US-
BAYER-200830428NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6774108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774108 NON-EXPEDITED N US-
BAYER-200830463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774109 NON-EXPEDITED N US-
BAYER-200830398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6774111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774111 NON-EXPEDITED N US-
BAYER-200830553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS VIRAL MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
DISTURBANCE IN ATTENTION  
NAUSEA  
THIRST  

6774113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774113 NON-EXPEDITED N US-
BAYER-200831611NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6774114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774114 NON-EXPEDITED N US-
BAYER-200830869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774115 NON-EXPEDITED N US-
BAYER-200830483NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6774116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774116 NON-EXPEDITED N US-
BAYER-200830348NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Device expulsion  
Vulvovaginal pain  

6774117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774117 NON-EXPEDITED N US-
BAYER-200830720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER

6774121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774121 NON-EXPEDITED N US-
BAYER-200830358NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6774122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774122 NON-EXPEDITED N US-
BAYER-200832505NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 204 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774123 NON-EXPEDITED N US-
BAYER-200830893NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
PROCEDURAL PAIN  
WEIGHT INCREASED  

6774124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774124 NON-EXPEDITED N US-
BAYER-200830766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISORDER FEMALE MIRENA S INTRAUTERINE  BAYER

6774126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774126 NON-EXPEDITED N US-
BAYER-200830711NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONJUNCTIVITIS MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6774127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774127 NON-EXPEDITED N US-
BAYER-200830845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6774128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774128 NON-EXPEDITED N US-
BAYER-200830873NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6774129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6774129 NON-EXPEDITED N US-
BAYER-200830746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 YR BAYER

6779151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6779151 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

6779153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6779153 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 1 FOR 5 YEARS <

INTRA-UTERINE
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6787262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2008 6787262 DIRECT N 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 1 TIME INSERTION  
ABDOMINAL PAIN UPPER  
FALL  
HEARING IMPAIRED  
HYPERHIDROSIS  
NAUSEA  
SYNCOPE  
XANTHOPSIA  

6633020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6633020 EXPEDITED (15-DAY) Y HO US-
BAYER-200821525NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 22 DAY BAYER
CEREBRAL DISORDER  
CEREBROSPINAL FLUID RETENTION  
COAGULOPATHY  
FATIGUE  
PARAESTHESIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6671898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6671898 NON-EXPEDITED N OT US-
BAYER-200825105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
COITAL BLEEDING  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  
Medical device complication  
PROCEDURAL PAIN  
WEIGHT INCREASED  

6719643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6719643 NON-EXPEDITED N OT US-
BAYER-200829600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6744679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6744679 NON-EXPEDITED Y HO US-
BAYER-200832085NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 7 DAY BAYER
Device dislocation  
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6747379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6747379 EXPEDITED (15-DAY) Y OT US-
BAYER-200826513NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6752589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6752589 NON-EXPEDITED N OT US-
BAYER-200832471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
INTESTINAL PERFORATION  

6775013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775013 NON-EXPEDITED Y US-
BAYER-200828637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6775014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775014 NON-EXPEDITED Y US-
BAYER-200828744NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6775015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775015 NON-EXPEDITED Y US-
BAYER-200828869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 792 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6775016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775016 NON-EXPEDITED N US-
BAYER-200828524NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6775017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775017 NON-EXPEDITED N US-
BAYER-200828672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6775018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775018 NON-EXPEDITED N US-
BAYER-200828683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 216 DAY BAYER

6775019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775019 NON-EXPEDITED N US-
BAYER-200828614NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

6775022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775022 NON-EXPEDITED N US-
BAYER-200828801NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6775024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775024 NON-EXPEDITED N US-
BAYER-200828822NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6775026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775026 NON-EXPEDITED N US-
BAYER-200828675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 620 DAY BAYER

6775027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775027 NON-EXPEDITED N US-
BAYER-200831196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER
POLLAKIURIA  

6775028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775028 NON-EXPEDITED N US-
BAYER-200831042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER

6775029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775029 NON-EXPEDITED N US-
BAYER-200831195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER
POLLAKIURIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6775030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775030 NON-EXPEDITED N US-
BAYER-200828867NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6775031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775031 NON-EXPEDITED N US-
BAYER-200828884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6775032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775032 NON-EXPEDITED Y US-
BAYER-200828928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

6775033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775033 NON-EXPEDITED Y US-
BAYER-200829927NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
TREMOR PLAN B S ORAL 2 DAY
ABDOMINAL PAIN  
ALOPECIA  
DYSPNOEA  
HEADACHE  
MOOD SWINGS  
PAIN IN EXTREMITY  
PALPITATIONS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6775034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775034 NON-EXPEDITED N US-
BAYER-200829262NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
MENORRHAGIA  

6775035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775035 NON-EXPEDITED N US-
BAYER-200828920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6775036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775036 NON-EXPEDITED N US-
BAYER-200829768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER

6775039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775039 NON-EXPEDITED N US-
BAYER-200831197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER
MICTURITION URGENCY  
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Freedom of Information Act (FOIA) 

Detailed Report
6775040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775040 NON-EXPEDITED N US-
BAYER-200829496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH DISORDER MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE TOPROL XL C  

PROZAC C  
COUMADIN C  
VITAMINS C  

6775042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775042 NON-EXPEDITED N US-
BAYER-200831047NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE  BAYER

6775043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775043 NON-EXPEDITED N US-
BAYER-200830242NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 8 MTH BAYER
Device expulsion  

6775045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775045 NON-EXPEDITED N US-
BAYER-200831048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6775046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775046 NON-EXPEDITED N US-
BAYER-200829074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6775052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775052 NON-EXPEDITED Y US-
BAYER-200828961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6775053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775053 NON-EXPEDITED N US-
BAYER-200830733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6775054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775054 NON-EXPEDITED N US-
BAYER-200830782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6775056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775056 NON-EXPEDITED N US-
BAYER-200830004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
6775057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775057 NON-EXPEDITED N US-
BAYER-200831760NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE  BAYER

6775059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6775059 NON-EXPEDITED N US-
BAYER-200834433NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 4 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
PELVIC PAIN  

6781781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6781781 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE ONE CONSTANT

INTRA-UTERINE
 BAYER

MATERNAL EXPOSURE DURING PREGNANCY  
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Detailed Report
6781812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6781812 DIRECT N HO,DS,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE INTRA-UTERINE  
CHEST PAIN  
DEPRESSION  
DYSPNOEA  
EMOTIONAL DISORDER  
HEART RATE IRREGULAR  
MYOCARDIAL INFARCTION  
PANIC ATTACK  
THROMBOSIS  

6785639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2008 6785639 EXPEDITED (15-DAY) N OT 034079 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

UTERINE HAEMORRHAGE PHENTERMINE C  
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
STRESS  
UNINTENDED PREGNANCY  

6688881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6688881 EXPEDITED (15-DAY) Y OT US-
BAYER-200826668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 261 DAY BAYER
Device expulsion  
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Detailed Report
6709813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6709813 NON-EXPEDITED Y HO,OT US-
BAYER-200828532NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 21 DAY BAYER
Medical device complication VITAMINS C  

6715834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6715834 NON-EXPEDITED Y HO US-
BAYER-200829341NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6717523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6717523 EXPEDITED (15-DAY) N OT US-
BAYER-200829386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PETIT MAL EPILEPSY MIRENA S INTRAUTERINE 9 MTH BAYER
GENITAL PAIN  

6717541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6717541 NON-EXPEDITED N OT US-
BAYER-200829213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6717594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6717594 NON-EXPEDITED N US-
BAYER-200829497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

6730317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6730317 NON-EXPEDITED Y HO US-
BAYER-200830824NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 188 DAY BAYER
PAIN  

6776102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776102 EXPEDITED (15-DAY) N HO,OT RU-
BAYER-200826946GPV

43 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE 474 DAY BAYER
ATAXIA  
DIZZINESS  
HEADACHE  

6776116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776116 NON-EXPEDITED N US-
BAYER-200828427NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6776117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776117 NON-EXPEDITED Y US-
BAYER-200832397NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6776118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776118 NON-EXPEDITED Y US-
BAYER-200830485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6776119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776119 NON-EXPEDITED Y US-
BAYER-200829110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776120 NON-EXPEDITED N US-
BAYER-200832384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6776121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776121 NON-EXPEDITED N US-
BAYER-200832048NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
6776122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776122 NON-EXPEDITED N US-
BAYER-200830848NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 213 DAY BAYER
VAGINAL HAEMORRHAGE  

6776123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776123 NON-EXPEDITED Y US-
BAYER-200828950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776124 NON-EXPEDITED N US-
BAYER-200828807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776125 NON-EXPEDITED N US-
BAYER-200828600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776126 NON-EXPEDITED N US-
BAYER-200828980NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER
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Detailed Report
6776130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776130 NON-EXPEDITED N US-
BAYER-200828909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

6776131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776131 NON-EXPEDITED Y US-
BAYER-200829176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE  BAYER

6776132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776132 NON-EXPEDITED N US-
BAYER-200832403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER

6776134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776134 NON-EXPEDITED N US-
BAYER-200829067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6776135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776135 NON-EXPEDITED N US-
BAYER-200828669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 141 DAY BAYER

6776136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776136 NON-EXPEDITED N US-
BAYER-200829553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776137 NON-EXPEDITED Y US-
BAYER-200832386NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 68 DAY BAYER

6776138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776138 NON-EXPEDITED Y US-
BAYER-200829048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 22 DAY BAYER
ALOPECIA  
MOOD SWINGS  
WEIGHT INCREASED  

6776142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776142 NON-EXPEDITED N US-
BAYER-200832409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER
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Detailed Report
6776143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776143 NON-EXPEDITED N US-
BAYER-200832693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 178 DAY BAYER

6776144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776144 NON-EXPEDITED N US-
BAYER-200829422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6776145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776145 NON-EXPEDITED N US-
BAYER-200828430NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6776146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776146 NON-EXPEDITED N US-
BAYER-200829955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6776147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776147 NON-EXPEDITED N US-
BAYER-200834151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6776149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776149 NON-EXPEDITED Y US-
BAYER-200832690NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6776150 NON-EXPEDITED N US-
BAYER-200828852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6782915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6782915 DIRECT Y HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S  
PELVIC PAIN  
PURULENCE  
VAGINAL DISCHARGE  
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Detailed Report
6885118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2008 6885118 EXPEDITED (15-DAY) N HO US-BRISTOL-MYERS
SQUIBB
COMPANY-14351753

41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE COUMADIN S  BRISTOL MYERS SQUIBB

ASCORBIC ACID S  
POTASSIUM CHLORIDE S  
LORTAB S  
NEURONTIN S  
SYNTHROID S  
CALCIUM CARBONATE\VITAMIN
D

S  

GLUCOSAMINE S  
PHENERGAN S  
MIRENA S  
VITAMINS NOS S  
ARTHROTEC S  
LASIX S  
AMARYL S  
PLAQUENIL S  
PREDNISONE S  
REQUIP S  
ASPIRIN S  
METHYLNALTREXONE BROMIDE S  
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Detailed Report
6692812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6692812 NON-EXPEDITED Y US-
BAYER-200827004NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 49 DAY BAYER
Vulvovaginal pain BUSPAR C  
ABDOMINAL PAIN ZOLOFT C  
Device expulsion  

6726880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6726880 NON-EXPEDITED N US-
BAYER-200828770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
UTERINE CONTRACTIONS ABNORMAL  

6742821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6742821 NON-EXPEDITED N US-
BAYER-200827682NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  
VAGINAL DISCHARGE  

6758857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6758857 NON-EXPEDITED N US-
BAYER-200831335NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER
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Detailed Report
6776888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776888 NON-EXPEDITED N US-
BAYER-200828740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776889 NON-EXPEDITED N US-
BAYER-200828291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 212 DAY BAYER

6776890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776890 NON-EXPEDITED N US-
BAYER-200828647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER

6776891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776891 NON-EXPEDITED Y US-
BAYER-200828535NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6776893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776893 NON-EXPEDITED N US-
BAYER-200828623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER
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Detailed Report
6776894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776894 NON-EXPEDITED Y US-
BAYER-200828437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776895 NON-EXPEDITED N US-
BAYER-200828972NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776896 NON-EXPEDITED N US-
BAYER-200828969NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776898 NON-EXPEDITED N US-
BAYER-200828973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 40 DAY BAYER

6776900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776900 NON-EXPEDITED Y US-
BAYER-200828959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6776901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776901 NON-EXPEDITED Y US-
BAYER-200829091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776902 NON-EXPEDITED Y US-
BAYER-200828514NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776903 NON-EXPEDITED Y US-
BAYER-200829264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6776904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776904 NON-EXPEDITED Y US-
BAYER-200829410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6776906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776906 NON-EXPEDITED N US-
BAYER-200829640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6776907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776907 NON-EXPEDITED N US-
BAYER-200829226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6776909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776909 NON-EXPEDITED N US-
BAYER-200829166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
GENITAL HAEMORRHAGE  

6776910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776910 NON-EXPEDITED Y US-
BAYER-200829413NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776911 NON-EXPEDITED N US-
BAYER-200828832NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
TENDERNESS DOXYCYCLINE C ORAL  
ABDOMINAL PAIN  
Vulvovaginal swelling  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6776912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776912 NON-EXPEDITED Y US-
BAYER-200829046NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776913 NON-EXPEDITED Y US-
BAYER-200829174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE  BAYER

6776917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776917 NON-EXPEDITED Y US-
BAYER-200832375NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 16 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776918 NON-EXPEDITED Y US-
BAYER-200828912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6776919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776919 NON-EXPEDITED Y US-
BAYER-200831089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES SIMPLEX MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6776920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776920 NON-EXPEDITED Y US-
BAYER-200829146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6776921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776921 NON-EXPEDITED Y US-
BAYER-200829641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776923 NON-EXPEDITED Y US-
BAYER-200828983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776924 NON-EXPEDITED Y US-
BAYER-200828966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6776925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776925 NON-EXPEDITED Y US-
BAYER-200829049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6776929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776929 NON-EXPEDITED Y US-
BAYER-200832374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 40 DAY BAYER

6776930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776930 NON-EXPEDITED Y US-
BAYER-200830503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776931 NON-EXPEDITED Y US-
BAYER-200832398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776933 NON-EXPEDITED Y US-
BAYER-200832382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6776935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776935 NON-EXPEDITED N US-
BAYER-200832379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6776936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776936 NON-EXPEDITED N US-
BAYER-200831039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6776937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776937 NON-EXPEDITED Y US-
BAYER-200829953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6776938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776938 NON-EXPEDITED Y US-
BAYER-200832376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776941 NON-EXPEDITED Y US-
BAYER-200830257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6776943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776943 NON-EXPEDITED N US-
BAYER-200831035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
NO ADVERSE EVENT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6776945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776945 NON-EXPEDITED N US-
BAYER-200831038NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6776946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776946 NON-EXPEDITED N US-
BAYER-200832377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6776947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776947 NON-EXPEDITED Y US-
BAYER-200830057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776948 NON-EXPEDITED Y US-
BAYER-200830283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6776950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6776950 NON-EXPEDITED N GU-
BAYER-200832373NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6783240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6783240 DIRECT N HO 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  
SCAR  
UTERINE PAIN  

6783998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2008 6783998 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S 3 YR
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
URINARY TRACT INFECTION  

6715950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6715950 NON-EXPEDITED N US-
BAYER-200822983NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL HERPES MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA SYNTHROID C UNKNOWN As used: 175 MG  

6715956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6715956 NON-EXPEDITED N US-
BAYER-200823051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AXILLARY PAIN MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6717589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6717589 NON-EXPEDITED N US-
BAYER-200823306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
MOOD SWINGS  
POLYMENORRHOEA  
VAGINAL DISCHARGE  

6725545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6725545 NON-EXPEDITED N US-
BAYER-200818646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
DIZZINESS  
VAGINAL HAEMORRHAGE  

6777982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777982 NON-EXPEDITED N US-
BAYER-200831026NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
STRESS  

6777983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777983 NON-EXPEDITED N US-
BAYER-200831849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6777990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777990 NON-EXPEDITED Y US-
BAYER-200832154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER

6777992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777992 NON-EXPEDITED N US-
BAYER-200832017NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6777993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777993 NON-EXPEDITED Y US-
BAYER-200832054NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6777994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777994 NON-EXPEDITED N US-
BAYER-200831024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6777996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777996 NON-EXPEDITED Y US-
BAYER-200832197NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6777997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777997 NON-EXPEDITED N US-
BAYER-200832184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 1 YR BAYER
MENORRHAGIA  
POLYMENORRHOEA  

6777999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6777999 NON-EXPEDITED Y US-
BAYER-200832236NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 56 DAY BAYER
Medical device complication  

6778000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6778000 NON-EXPEDITED N US-
BAYER-200832246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6778002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6778002 NON-EXPEDITED N US-
BAYER-200832238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6778005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6778005 NON-EXPEDITED Y US-
BAYER-200832189NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER

6701918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6701918 NON-EXPEDITED N US-
BAYER-200827587NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 16 DAY BAYER
APATHY  
FEELING ABNORMAL  
MOOD SWINGS  
NERVOUSNESS  
PANIC ATTACK  
PROCEDURAL PAIN  
TREMOR  
UNEVALUABLE EVENT  

6718657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6718657 NON-EXPEDITED N US-
BAYER-200827367NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
Medical device complication  
PELVIC INFECTION  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6718672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6718672 NON-EXPEDITED Y US-
BAYER-200829540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE  BAYER

6719702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6719702 NON-EXPEDITED Y US-
BAYER-200826074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY SKIN MIRENA S INTRAUTERINE 16 MTH BAYER
SKIN EXFOLIATION UNSPECIFIED INGREDIENT C  
ACNE  
AMENORRHOEA  
MOOD ALTERED  
SEBORRHOEIC DERMATITIS  
SKIN DISORDER  

6723405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6723405 NON-EXPEDITED N US-
BAYER-200828587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
HUMAN PAPILLOMA VIRUS TEST POSITIVE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6724495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6724495 NON-EXPEDITED N US-
BAYER-200823701NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
BACK PAIN  
CRYING  
DEPRESSION  
FATIGUE  
HYPOAESTHESIA  
MALAISE  
MOOD SWINGS  
Oropharyngeal discomfort  
PARAESTHESIA  
PRURITUS GENITAL  
SWELLING  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  

6737039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6737039 NON-EXPEDITED N US-
BAYER-200828034NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6779331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779331 NON-EXPEDITED N US-
BAYER-200830909NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6779334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779334 NON-EXPEDITED N US-
BAYER-200831267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HEADACHE AMOXICILLIN C  

IBUPROFEN C  

6779335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779335 NON-EXPEDITED N US-
BAYER-200831331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENOMETRORRHAGIA  
SKIN DISCOLOURATION  

6779337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779337 NON-EXPEDITED N US-
BAYER-200831203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE  BAYER
DRY EYE  

6779338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779338 NON-EXPEDITED N US-
BAYER-200831357NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6779339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779339 NON-EXPEDITED N US-
BAYER-200828875NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6779342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779342 NON-EXPEDITED N US-
BAYER-200831206NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
Medical device complication  
MENSTRUATION IRREGULAR  

6779347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779347 NON-EXPEDITED N US-
BAYER-200831437NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
PROCEDURAL PAIN  

6779348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779348 NON-EXPEDITED N US-
BAYER-200831053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6779349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779349 NON-EXPEDITED N US-
BAYER-200831872NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

TOPAMAX C  

6779350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779350 NON-EXPEDITED N US-
BAYER-200831805NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 18 MTH BAYER

6779351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779351 NON-EXPEDITED N US-
BAYER-200831867NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6779352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779352 NON-EXPEDITED Y US-
BAYER-200831582NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 6 WEEK BAYER
PROCEDURAL PAIN  

6779353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779353 NON-EXPEDITED N US-
BAYER-200831461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6779354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779354 NON-EXPEDITED N US-
BAYER-200831391NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6779355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779355 NON-EXPEDITED N US-
BAYER-200831769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
FLATULENCE  
GENITAL HAEMORRHAGE  

6779358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779358 NON-EXPEDITED N US-
BAYER-200831389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6779359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779359 NON-EXPEDITED N US-
BAYER-200831746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6779360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779360 NON-EXPEDITED N US-
BAYER-200831860NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6779362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779362 NON-EXPEDITED N US-
BAYER-200831374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6779363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779363 NON-EXPEDITED N US-
BAYER-200831731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6779364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779364 NON-EXPEDITED N US-
BAYER-200831527NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER
PROCEDURAL PAIN  

6779368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779368 NON-EXPEDITED N US-
BAYER-200831848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 4 MTH BAYER

6779369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779369 NON-EXPEDITED N US-
BAYER-200831875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA MIRENA S INTRAUTERINE 3 WEEK BAYER
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Detailed Report
6779370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779370 NON-EXPEDITED N US-
BAYER-200831363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6779375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779375 NON-EXPEDITED Y US-
BAYER-200832801NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6779377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779377 NON-EXPEDITED N US-
BAYER-200831980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6779380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779380 NON-EXPEDITED N US-
BAYER-200831765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE  BAYER

6779382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779382 NON-EXPEDITED N US-
BAYER-200832666NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 120 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6779672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779672 NON-EXPEDITED Y US-
BAYER-200828873NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 43 DAY BAYER

6779677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779677 NON-EXPEDITED Y US-
BAYER-200828893NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6779678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779678 EXPEDITED (15-DAY) N OT BR-
BAYER-200818457LA

31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DYSPNOEA UNSPECIFIED INGREDIENT C INHALATION  
ADNEXA UTERI PAIN  
DIZZINESS  
HEADACHE  

6779682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6779682 NON-EXPEDITED N US-
BAYER-200828847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6786285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6786285 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
ABDOMINAL PAIN  
ANXIETY  
BACK PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
OEDEMA PERIPHERAL  
VISION BLURRED  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  

6788812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6788812 EXPEDITED (15-DAY) N OT 034147 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS SEASONIQUE S ORAL 1 TABLET, QD, ORAL  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
MENOMETRORRHAGIA  
NAUSEA  
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Detailed Report
6788978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6788978 EXPEDITED (15-DAY) N OT 034286 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN  
ABORTION INDUCED  
BREAST TENDERNESS  
ECTOPIC PREGNANCY  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6789795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2008 6789795 EXPEDITED (15-DAY) N OT 034270 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B S ORAL 1 TABLET, ORAL  
EPISTAXIS  
PELVIC PAIN  

6663129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6663129 EXPEDITED (15-DAY) Y HO,OT AU-
BAYER-200819944GPV

35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
DRY EYE  
FEELING ABNORMAL  
PARAESTHESIA  
TREMOR  
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Detailed Report
6722039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6722039 NON-EXPEDITED N OT US-
BAYER-200823499NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN SYNTHROID C  
HYDROMETRA ADVIL C  
LAPAROSCOPY NORMAL  

6724422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6724422 EXPEDITED (15-DAY) Y HO CZ-
BAYER-200823777GPV

43 YR Female CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 11 WEEK BAYER

6768671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6768671 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200826641GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 89 DAY BAYER

6780131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780131 NON-EXPEDITED N US-
BAYER-200829062NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6780132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780132 NON-EXPEDITED N US-
BAYER-200828998NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780133 NON-EXPEDITED Y US-
BAYER-200829429NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER

6780134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780134 NON-EXPEDITED N US-
BAYER-200829227NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER

6780135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780135 NON-EXPEDITED N US-
BAYER-200829261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6780136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780136 NON-EXPEDITED N US-
BAYER-200829278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6780137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780137 NON-EXPEDITED N US-
BAYER-200828991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780138 NON-EXPEDITED N US-
BAYER-200829660NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
UTERINE HAEMORRHAGE  

6780140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780140 NON-EXPEDITED N US-
BAYER-200829525NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 2 WEEK BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
FOOD CRAVING  

6780142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780142 NON-EXPEDITED N US-
BAYER-200829784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6780143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780143 NON-EXPEDITED N US-
BAYER-200829585NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6780144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780144 NON-EXPEDITED N US-
BAYER-200828921NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE 11 DAY BAYER
VAGINAL HAEMORRHAGE  

6780145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780145 NON-EXPEDITED N US-
BAYER-200829457NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 5 MTH BAYER
ABDOMINAL DISTENSION  
Device expulsion  
WEIGHT INCREASED  

6780146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780146 NON-EXPEDITED N US-
BAYER-200828976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6780148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780148 NON-EXPEDITED Y US-
BAYER-200828894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER

6780149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780149 NON-EXPEDITED N US-
BAYER-200828919NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PAIN  

6780150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780150 NON-EXPEDITED N US-
BAYER-200828905NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780152 NON-EXPEDITED N US-
BAYER-200830286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780154 NON-EXPEDITED N US-
BAYER-200830293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6780155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780155 NON-EXPEDITED N US-
BAYER-200831880NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6780156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780156 NON-EXPEDITED N US-
BAYER-200830382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6780157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780157 NON-EXPEDITED Y US-
BAYER-200830434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780158 NON-EXPEDITED N US-
BAYER-200830381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6780159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780159 NON-EXPEDITED N US-
BAYER-200831852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 9 MTH BAYER
GENITAL PAIN  
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Detailed Report
6780160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780160 NON-EXPEDITED Y US-
BAYER-200830487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 72 DAY BAYER

6780161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780161 NON-EXPEDITED N US-
BAYER-200830269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6780162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780162 NON-EXPEDITED Y US-
BAYER-200830233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6780164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780164 NON-EXPEDITED N US-
BAYER-200830215NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6780168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780168 NON-EXPEDITED N US-
BAYER-200831888NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6780170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780170 NON-EXPEDITED N US-
BAYER-200830452NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780171 NON-EXPEDITED N US-
BAYER-200829986NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6780172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780172 NON-EXPEDITED Y US-
BAYER-200830067NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER

6780173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780173 NON-EXPEDITED N US-
BAYER-200834431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL DISTENSION  
PELVIC PAIN  

6780175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780175 NON-EXPEDITED N US-
BAYER-200833126NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER
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Detailed Report
6780176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780176 NON-EXPEDITED N US-
BAYER-200831882NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6780178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780178 NON-EXPEDITED N US-
BAYER-200833030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 54 DAY BAYER

6780179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780179 NON-EXPEDITED N US-
BAYER-200830346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6780199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6780199 EXPEDITED (15-DAY) Y HO,OT BE-
BAYER-200810580GPV

34 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER
PRE-ECLAMPSIA  
PREMATURE LABOUR  
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Detailed Report
6787265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6787265 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  
ACNE  
FEELING ABNORMAL  
LIBIDO DECREASED  
MEMORY IMPAIRMENT  
SKIN STRIAE  
WAIST CIRCUMFERENCE INCREASED  
WEIGHT INCREASED  

6787382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2008 6787382 DIRECT N HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  
ACNE  
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
WEIGHT INCREASED  

6779285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6779285 EXPEDITED (15-DAY) Y OT CN-
BAYER-200827269GPV

Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
SALPINGITIS  
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Detailed Report
6781822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6781822 NON-EXPEDITED N US-
BAYER-200832030NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6781824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6781824 NON-EXPEDITED N US-
BAYER-200832181NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER

6781826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6781826 NON-EXPEDITED Y US-
BAYER-200833119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6781827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6781827 NON-EXPEDITED N US-
BAYER-200830773NA

304 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S  BAYER
HAIR GROWTH ABNORMAL  

6781980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6781980 NON-EXPEDITED N OT US-
BAYER-200834751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6787458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2008 6787458 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S  
COMPLICATION OF DEVICE REMOVAL  

6619253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6619253 EXPEDITED (15-DAY) Y LT,OT PL-
BAYER-200816379GPV

42 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG 41 DAY BAYER
ABDOMINAL PAIN LOWER  
CHEST PAIN  
DYSPNOEA  
FIBRIN D DIMER INCREASED  
SYNCOPE  

6692815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6692815 NON-EXPEDITED Y US-
BAYER-200824773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
Medical device complication  

6701859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6701859 NON-EXPEDITED N OT US-
BAYER-200827814NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

SYNTHROID C  
VITAMINS C  
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Detailed Report
6707250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6707250 NON-EXPEDITED N HO,OT US-
BAYER-200827942NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 15 MTH BAYER
ABDOMINAL PAIN  
Medical device complication  
VULVOVAGINAL MYCOTIC INFECTION  

6707312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6707312 NON-EXPEDITED N US-
BAYER-200826834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  

6721976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6721976 NON-EXPEDITED N HO US-
BAYER-200830118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6724428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6724428 NON-EXPEDITED Y OT US-
BAYER-200830058NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 3 DAY BAYER
Medical device complication  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6725531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6725531 NON-EXPEDITED Y HO US-
BAYER-200829992NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 400 DAY BAYER

6760097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6760097 EXPEDITED (15-DAY) Y OT AR-
BAYER-200817979LA

36 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITREOUS DETACHMENT MIRENA S INTRAUTERINE 41 DAY BAYER
VISION BLURRED  
VISUAL ACUITY REDUCED  
VITREOUS FLOATERS  

6783258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783258 EXPEDITED (15-DAY) N HO,OT ZA-
BAYER-200815820GPV

32 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S 4 YR BAYER
Device dislocation  
HAEMORRHAGE  
OVARIAN CYST  
PELVIC PAIN  

6783259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783259 EXPEDITED (15-DAY) N OT FR-
BAYER-200827378GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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6783362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783362 NON-EXPEDITED N US-
BAYER-200832036NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6783365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783365 NON-EXPEDITED N US-
BAYER-200833171NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 325 DAY BAYER

6783367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783367 NON-EXPEDITED N US-
BAYER-200834843NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6783368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783368 NON-EXPEDITED N US-
BAYER-200833301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 183 DAY BAYER

6783370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783370 NON-EXPEDITED N US-
BAYER-200831922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6783372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783372 NON-EXPEDITED N US-
BAYER-200832023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
Medical device complication  
MENORRHAGIA  

6783373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783373 NON-EXPEDITED Y US-
BAYER-200833159NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER

6783374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783374 NON-EXPEDITED Y US-
BAYER-200833155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6783375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783375 NON-EXPEDITED N US-
BAYER-200833326NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 155 DAY BAYER

6783376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6783376 NON-EXPEDITED N US-
BAYER-200833421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER
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6788716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6788716 DIRECT Y RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S MIRENA IUS  
UTERINE RUPTURE  

6531584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6531584 NON-EXPEDITED N US-
BAYER-200810448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 4 YR BAYER

6668407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6668407 NON-EXPEDITED N US-BAYER-
US-2007-040696

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST VITAMINS C  
FLANK PAIN  
GENITOURINARY TRACT INFECTION  
PROCEDURAL PAIN  

6671915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6671915 NON-EXPEDITED N OT US-
BAYER-200825767NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6680022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6680022 EXPEDITED (15-DAY) N HO,LT CA-
BAYER-200826143NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 54 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
COAGULOPATHY  
HEADACHE  
LIBIDO DECREASED  
MIGRAINE WITH AURA  

6712620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6712620 NON-EXPEDITED N US-
BAYER-200828113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6713790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6713790 NON-EXPEDITED N US-
BAYER-200823373NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASE NEONATAL MIRENA S TRANSAMMMARY  BAYER

Page: 1,076 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6730353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6730353 NON-EXPEDITED N US-
BAYER-200824559NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
BREAST PAIN  
BREAST TENDERNESS  
FATIGUE  
PRURITUS  
SWELLING FACE  
VAGINAL ODOUR  

6731470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6731470 NON-EXPEDITED N US-
BAYER-200823464NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
FATIGUE ZOLOFT C  
AFFECT LABILITY  
AMENORRHOEA  
BREAST TENDERNESS  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  
NAUSEA  
VOMITING  
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Detailed Report
6784596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784596 NON-EXPEDITED N US-
BAYER-200832266NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
PROCEDURAL PAIN  

6784597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784597 NON-EXPEDITED N US-
BAYER-200832256NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 19 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6784600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784600 NON-EXPEDITED N US-
BAYER-200833429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 44 DAY BAYER

6784603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784603 NON-EXPEDITED N US-
BAYER-200832114NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6784608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784608 NON-EXPEDITED N US-
BAYER-200833215NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6784609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784609 NON-EXPEDITED N US-
BAYER-200832372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
GENITAL HAEMORRHAGE  
Medical device complication  
MENSTRUATION IRREGULAR  

6784611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784611 NON-EXPEDITED N US-
BAYER-200832328NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
PANIC ATTACK  

6784612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784612 NON-EXPEDITED Y US-
BAYER-200833378NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6784615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6784615 NON-EXPEDITED N US-
BAYER-200833178NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6789841 DIRECT N HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE INSERTION 1 IUD 5

YEARS INTRA-
UTERINE 3-3 1/2
MONTHS

105 DAY

MALAISE  

6790676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6790676 DIRECT N DS 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
NO THERAPEUTIC RESPONSE  
VULVOVAGINAL MYCOTIC INFECTION  

6637609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6637609 NON-EXPEDITED N US-
BAYER-200819462NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  
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Detailed Report
6644185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6644185 EXPEDITED (15-DAY) N OT DK-
BAYER-200818124GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
AMENORRHOEA  

6655776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6655776 EXPEDITED (15-DAY) N HO AT-
BAYER-200819364GPV

36 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1 YR BAYER
BREAST PAIN  

6703241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6703241 NON-EXPEDITED N US-
BAYER-200827604NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 114 DAY BAYER
Medical device complication  

6705046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6705046 EXPEDITED (15-DAY) Y HO US-WYE-H04953508 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVERSION DISORDER LYBREL S ORAL 4 MTH WYETH
EPISTAXIS LYBREL S ORAL  WYETH
SINUS DISORDER ALBUTEROL C INHALATION prn, approximately once

monthly
 UNKNOWN

MIGRAINE ADVAIR DISKUS C UNKNOWN 50/100 bid  GLAXOSMITHKLINE
CONDITION AGGRAVATED  
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Detailed Report
6719650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6719650 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200829728NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 2 YR BAYER

6723317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6723317 NON-EXPEDITED Y OT US-
BAYER-200830009NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6723394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6723394 NON-EXPEDITED Y US-
BAYER-200828585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER
Device expulsion  
HAEMORRHAGE  

6724431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6724431 NON-EXPEDITED Y OT US-
BAYER-200830085NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 39 DAY BAYER
Medical device complication  
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Detailed Report
6724468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6724468 NON-EXPEDITED Y US-
BAYER-200823611NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG SCREEN POSITIVE MIRENA S INTRAUTERINE 1 YR BAYER

6732520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6732520 NON-EXPEDITED N OT US-
BAYER-200831193NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6747147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6747147 NON-EXPEDITED N OT US-
BAYER-200832089NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6752584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6752584 NON-EXPEDITED N OT US-
BAYER-200832725NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 30 MTH BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
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Detailed Report
6758882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6758882 NON-EXPEDITED Y OT US-
BAYER-200833131NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 55 DAY BAYER
PELVIC PAIN FEMCON FE C  
DYSPAREUNIA  

6760110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6760110 NON-EXPEDITED Y OT US-
BAYER-200833472NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 60 DAY BAYER
Medical device complication  

6761208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6761208 NON-EXPEDITED Y US-
BAYER-200832928NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6773964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6773964 NON-EXPEDITED Y OT US-
BAYER-200834153NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 347 DAY BAYER
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Detailed Report
6784610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6784610 NON-EXPEDITED N US-
BAYER-200834179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Bacterial test positive  
COMPLICATION OF DEVICE INSERTION  
Device expulsion  
MENSTRUATION DELAYED  
PREGNANCY  
Vulvovaginal pain  

6785723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785723 NON-EXPEDITED N US-
BAYER-200832832NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6785724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785724 NON-EXPEDITED N US-
BAYER-200832494NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6785725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785725 NON-EXPEDITED N US-
BAYER-200833085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6785726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785726 NON-EXPEDITED N US-
BAYER-200832124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE  BAYER

6785727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785727 NON-EXPEDITED N US-
BAYER-200832122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6785728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785728 NON-EXPEDITED N US-
BAYER-200833083NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6785729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785729 NON-EXPEDITED N US-
BAYER-200833097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER

6785730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785730 NON-EXPEDITED N US-
BAYER-200832839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6785733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785733 NON-EXPEDITED N US-
BAYER-200832449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 1 WEEK BAYER
AMENORRHOEA  

6785736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785736 NON-EXPEDITED N US-
BAYER-200832998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6785737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785737 NON-EXPEDITED N US-
BAYER-200832992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PAIN  

6785738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785738 NON-EXPEDITED N US-
BAYER-200833040NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 98 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6785739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785739 NON-EXPEDITED N US-
BAYER-200833627NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 10 MTH BAYER
Device expulsion  
Medical device complication  

6785740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785740 NON-EXPEDITED N US-
BAYER-200833630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER

6785741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785741 NON-EXPEDITED N US-
BAYER-200833033NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6785742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785742 NON-EXPEDITED N US-
BAYER-200833127NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6785743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785743 NON-EXPEDITED N US-
BAYER-200832117NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6785744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785744 NON-EXPEDITED N US-
BAYER-200833645NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORGASM ABNORMAL MIRENA S INTRAUTERINE 10 DAY BAYER
GENITAL HAEMORRHAGE  

6785745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785745 NON-EXPEDITED N US-
BAYER-200833619NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 19 DAY BAYER
Device expulsion  

6785746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785746 NON-EXPEDITED N US-
BAYER-200832188NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6785747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785747 NON-EXPEDITED N US-
BAYER-200832186NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
Vulvovaginal pain  
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Detailed Report
6785748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785748 NON-EXPEDITED N US-
BAYER-200833498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

6785749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785749 NON-EXPEDITED N US-
BAYER-200833618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6785751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785751 NON-EXPEDITED Y US-
BAYER-200834001NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 1439 DAY BAYER

6785755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785755 NON-EXPEDITED Y US-
BAYER-200833528NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6785757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785757 NON-EXPEDITED N US-
BAYER-200834250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6785758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2008 6785758 NON-EXPEDITED N US-
BAYER-200833365NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6666984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6666984 NON-EXPEDITED N OT US-
BAYER-200825027NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 90 DAY BAYER
ABDOMINAL PAIN  
Human chorionic gonadotropin decreased  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

6754871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6754871 NON-EXPEDITED N US-
BAYER-200831251NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6786776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786776 NON-EXPEDITED N US-
BAYER-200832389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6786777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786777 NON-EXPEDITED N US-
BAYER-200832583NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  

6786778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786778 NON-EXPEDITED N US-
BAYER-200832652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6786782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786782 NON-EXPEDITED N US-
BAYER-200832635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 6 MTH BAYER
ANXIETY  
DIZZINESS  
GENITAL HAEMORRHAGE  
Medical device complication  

6786784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786784 NON-EXPEDITED N US-
BAYER-200832423NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 1 YR BAYER
Medical device complication  
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Detailed Report
6786785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786785 NON-EXPEDITED N US-
BAYER-200832654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6786786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786786 NON-EXPEDITED N US-
BAYER-200832390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6786787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786787 NON-EXPEDITED N US-
BAYER-200832426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6786788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786788 NON-EXPEDITED N US-
BAYER-200832443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 2 YR BAYER

6786789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786789 NON-EXPEDITED N US-
BAYER-200832650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6786790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786790 NON-EXPEDITED N US-
BAYER-200832492NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6786791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786791 NON-EXPEDITED N US-
BAYER-200832487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6786793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786793 NON-EXPEDITED N US-
BAYER-200832435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE 3 WEEK BAYER

6786794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786794 NON-EXPEDITED N US-
BAYER-200832387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6786795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786795 NON-EXPEDITED N US-
BAYER-200832383NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
COITAL BLEEDING  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  

6786798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786798 NON-EXPEDITED N US-
BAYER-200833431NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 6 DAY BAYER
Device expulsion  

6786799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786799 NON-EXPEDITED N US-
BAYER-200832827NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER

6786800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786800 NON-EXPEDITED Y US-
BAYER-200833572NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6786803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786803 NON-EXPEDITED Y US-
BAYER-200833428NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 41 DAY BAYER

6786805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786805 NON-EXPEDITED Y US-
BAYER-200833576NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6786806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786806 NON-EXPEDITED N US-
BAYER-200832518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6786807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786807 NON-EXPEDITED N US-
BAYER-200832792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6786810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786810 NON-EXPEDITED Y US-
BAYER-200833958NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  
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Detailed Report
6786811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786811 NON-EXPEDITED N US-
BAYER-200833492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6786814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6786814 NON-EXPEDITED N US-
BAYER-200833857NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 107 DAY BAYER

6791352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6791352 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE INTRAUTERINE

SYSTEM EVERY DAY
INTRA-UTERINE

6 MTH BAYER

ANGER  
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Detailed Report
6792222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6792222 DIRECT N DS,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIRSUTISM MIRENA S WAS AN IMPLANT!  BAYER
ABDOMINAL PAIN  
DYSMENORRHOEA  
EATING DISORDER  
FATIGUE  
FOOD CRAVING  
HEADACHE  
HOT FLUSH  
HYPOAESTHESIA  
MOOD SWINGS  
VULVOVAGINAL DISCOMFORT  
WEIGHT INCREASED  

6792306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6792306 DIRECT Y OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S  BAYER

6793103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6793103 DIRECT N HO,LT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B S 1 DAY BARR

ECTOPIC PREGNANCY  
FALLOPIAN TUBE DISORDER  
MATERNAL EXPOSURE DURING PREGNANCY  
SCAR  
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Detailed Report
6793137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6793137 DIRECT N 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S  
MENOMETRORRHAGIA  

6793301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6793301 DIRECT N 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
LAZINESS  
LETHARGY  
MENTAL DISORDER  
NEGATIVISM  
PARTNER STRESS  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

6793489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2008 6793489 DIRECT N HO,DS,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABLE BOWEL SYNDROME MIRENA S 7 MTH
ALOPECIA  
MUSCLE SPASMS  
WEIGHT INCREASED  
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Detailed Report
6696768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6696768 NON-EXPEDITED N OT US-
BAYER-200827368NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN FLEXERIL C  
PAIN LORTAB C  

BACTRIM DS C  

6787798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6787798 NON-EXPEDITED N US-
BAYER-200832943NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6787807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6787807 NON-EXPEDITED N US-
BAYER-200832672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
COITAL BLEEDING  

6787808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6787808 NON-EXPEDITED N US-
BAYER-200832812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VOMITING  

Page: 1,100 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6794155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6794155 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE INTRA-UTERINE  
ABDOMINAL DISTENSION  
FOOT FRACTURE  
OVARIAN CYST  
SUPPRESSED LACTATION  
WEIGHT INCREASED  

6794210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2008 6794210 DIRECT N HO,LT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S TWO PILLS 12 HOURS

APART
 

FEAR OF PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
NIGHTMARE  

6613057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6613057 EXPEDITED (15-DAY) Y CA CH-
BAYER-200815964GPV

29 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASAL SEPTUM DEVIATION MIRENA S TRANSPLACENTAL  BAYER

6666989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6666989 EXPEDITED (15-DAY) N OT US-
BAYER-200825187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
HAEMORRHAGE  
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Detailed Report
6680117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6680117 EXPEDITED (15-DAY) N OT US-
BAYER-200815431NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKOCYTOCLASTIC VASCULITIS MIRENA S INTRAUTERINE 211 DAY BAYER
BREAST SWELLING  
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
HYPERSENSITIVITY  
NIPPLE PAIN  
PROCEDURAL PAIN  
RASH  
RASH PRURITIC  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL MYCOTIC INFECTION  

6696764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6696764 EXPEDITED (15-DAY) N OT US-
BAYER-200827350NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE  BAYER
BURNING SENSATION AMITRIPTYLINE

HYDROCHLORIDE
C ORAL 1 MTH

ANXIETY SERTRALINE HYDROCHLORIDE C ORAL 1 YR
ABDOMINAL PAIN LOWER  
INSOMNIA  
PROCEDURAL PAIN  
RASH  
TREMOR  
WEIGHT INCREASED  
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Detailed Report
6700986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6700986 EXPEDITED (15-DAY) N OT US-
BAYER-200827606NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DERMAL CYST  
DIZZINESS  
HEADACHE  
MOOD SWINGS  
MOTION SICKNESS  
NAUSEA  

6715966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6715966 NON-EXPEDITED Y US-
BAYER-200823080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 53 DAY BAYER
DEVICE BREAKAGE  

6719647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6719647 NON-EXPEDITED N US-
BAYER-200829493NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 4 DAY BAYER
ABDOMINAL PAIN  

6724429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6724429 NON-EXPEDITED N OT US-
BAYER-200830078NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
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6724430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6724430 NON-EXPEDITED Y HO,OT US-
BAYER-200829731NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 32 DAY BAYER
Medical device complication  

6737983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6737983 EXPEDITED (15-DAY) N HO US-
BAYER-200831133NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian germ cell teratoma benign MIRENA S INTRAUTERINE 337 DAY BAYER
ABDOMINAL PAIN  
CHILLS  
NAUSEA  
OVARIAN TORSION  
POST PROCEDURAL HAEMATOMA  
TUBO-OVARIAN ABSCESS  
VOMITING  

6740697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6740697 NON-EXPEDITED N OT US-
BAYER-200831774NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 9 MTH BAYER
BACK PAIN  
MENORRHAGIA  
PELVIC PAIN  
POLYCYSTIC OVARIES  
VAGINAL HAEMORRHAGE  
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6740880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6740880 NON-EXPEDITED Y US-
BAYER-200829845NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 10 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

6744356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6744356 NON-EXPEDITED Y US-
BAYER-200826409NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6747394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6747394 NON-EXPEDITED US-
BAYER-200825953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6753664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6753664 NON-EXPEDITED N US-
BAYER-200831028NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER
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6762397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6762397 NON-EXPEDITED Y US-
BAYER-200831448NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 64 DAY BAYER
Device expulsion  
Medical device complication  

6785697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6785697 EXPEDITED (15-DAY) Y OT DE-
BAYER-200825897GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE 232 DAY BAYER
ANXIETY  
BREAST DISCOMFORT  
BREAST ENLARGEMENT  
BUNDLE BRANCH BLOCK LEFT  
CHEST PAIN  
DYSPNOEA  
EXTRASYSTOLES  
PALPITATIONS  

6789095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789095 NON-EXPEDITED Y US-
BAYER-200831111NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

ADVIL C ORAL  
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Detailed Report
6789096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789096 NON-EXPEDITED N US-
BAYER-200831815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6789098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789098 NON-EXPEDITED N US-
BAYER-200831378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 49 DAY BAYER

6789099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789099 NON-EXPEDITED Y US-
BAYER-200830715NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
FEAR  

6789100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789100 NON-EXPEDITED Y US-
BAYER-200831062NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 18 DAY BAYER

6789103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789103 NON-EXPEDITED N US-
BAYER-200831809NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6789104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789104 NON-EXPEDITED N US-
BAYER-200831764NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
OVERGROWTH BACTERIAL  

6789106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789106 NON-EXPEDITED N US-
BAYER-200831217NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789108 NON-EXPEDITED N US-
BAYER-200831207NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6789109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789109 NON-EXPEDITED N US-
BAYER-200831064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6789111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789111 NON-EXPEDITED N US-
BAYER-200832385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER
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6789112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789112 NON-EXPEDITED N US-
BAYER-200832033NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789113 NON-EXPEDITED Y US-
BAYER-200831816NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6789115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789115 NON-EXPEDITED N US-
BAYER-200832167NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 128 DAY BAYER

6789116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789116 NON-EXPEDITED N US-
BAYER-200831884NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER

6789117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789117 NON-EXPEDITED N US-
BAYER-200832026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6789118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789118 NON-EXPEDITED N US-
BAYER-200831749NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789119 NON-EXPEDITED N US-
BAYER-200831752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6789121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789121 NON-EXPEDITED N US-
BAYER-200831895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE  BAYER
PRURITUS  
RASH  
SKIN BURNING SENSATION  

6789122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789122 NON-EXPEDITED Y US-
BAYER-200832150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6789125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789125 NON-EXPEDITED Y US-
BAYER-200832288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

6789126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789126 NON-EXPEDITED Y US-
BAYER-200832250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789127 NON-EXPEDITED N US-
BAYER-200831822NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6789129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789129 NON-EXPEDITED Y US-
BAYER-200832172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER

6789130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789130 NON-EXPEDITED N US-
BAYER-200831892NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
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Detailed Report
6789131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789131 NON-EXPEDITED N US-
BAYER-200832125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER

6789132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789132 NON-EXPEDITED N US-
BAYER-200831870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6789133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789133 NON-EXPEDITED N US-
BAYER-200832457NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6789134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789134 NON-EXPEDITED N US-
BAYER-200831923NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6789135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789135 NON-EXPEDITED N US-
BAYER-200832271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER
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Detailed Report
6789136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789136 NON-EXPEDITED N US-
BAYER-200831924NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 523 DAY BAYER

6789137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789137 NON-EXPEDITED Y US-
BAYER-200832041NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 146 DAY BAYER

6789138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789138 NON-EXPEDITED N US-
BAYER-200832151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER

6789139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789139 NON-EXPEDITED N US-
BAYER-200832162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6789140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789140 NON-EXPEDITED N US-
BAYER-200832429NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER
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Detailed Report
6789141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789141 NON-EXPEDITED Y US-
BAYER-200832508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789142 NON-EXPEDITED N US-
BAYER-200832408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 41 DAY BAYER
ABDOMINAL PAIN  
DISCOMFORT  

6789144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789144 NON-EXPEDITED Y US-
BAYER-200832523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789145 NON-EXPEDITED N US-
BAYER-200832431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6789146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789146 NON-EXPEDITED Y US-
BAYER-200832442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 193 DAY BAYER
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6789147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789147 NON-EXPEDITED N US-
BAYER-200832552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789148 NON-EXPEDITED N US-
BAYER-200832515NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 197 DAY BAYER

6789149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789149 NON-EXPEDITED Y US-
BAYER-200832503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789150 NON-EXPEDITED N US-
BAYER-200832555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789151 NON-EXPEDITED Y US-
BAYER-200832500NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 178 DAY BAYER
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Detailed Report
6789152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789152 NON-EXPEDITED N US-
BAYER-200832427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

6789153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789153 NON-EXPEDITED N US-
BAYER-200832414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6789154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789154 NON-EXPEDITED N US-
BAYER-200832456NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6789155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789155 NON-EXPEDITED N US-
BAYER-200832519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER

6789156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789156 NON-EXPEDITED Y US-
BAYER-200832420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6789158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789158 NON-EXPEDITED N US-
BAYER-200832433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6789159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789159 NON-EXPEDITED N US-
BAYER-200832417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6789160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789160 NON-EXPEDITED N US-
BAYER-200832537NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 65 DAY BAYER
ACNE  
MIGRAINE  

6789163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789163 NON-EXPEDITED N US-
BAYER-200832804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6789164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789164 NON-EXPEDITED N US-
BAYER-200832734NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER
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6789165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789165 NON-EXPEDITED N US-
BAYER-200832619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789166 NON-EXPEDITED N US-
BAYER-200832560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6789167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789167 NON-EXPEDITED N US-
BAYER-200832601NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 574 DAY BAYER

MIRENA S INTRAUTERINE 419 DAY BAYER

6789168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789168 NON-EXPEDITED N US-
BAYER-200832415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6789169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789169 NON-EXPEDITED N US-
BAYER-200832529NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789170 NON-EXPEDITED N US-
BAYER-200832614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 61 DAY BAYER

6789171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789171 NON-EXPEDITED N US-
BAYER-200832743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6789172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789172 NON-EXPEDITED Y US-
BAYER-200832532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789173 NON-EXPEDITED N US-
BAYER-200832728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789174 NON-EXPEDITED Y US-
BAYER-200832738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789175 NON-EXPEDITED N US-
BAYER-200832713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6789176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789176 NON-EXPEDITED N US-
BAYER-200832590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

6789177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789177 NON-EXPEDITED Y US-
BAYER-200832641NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789178 NON-EXPEDITED N US-
BAYER-200832709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 117 DAY BAYER

6789179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789179 NON-EXPEDITED Y US-
BAYER-200832568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789180 NON-EXPEDITED N US-
BAYER-200832633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6789181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789181 NON-EXPEDITED Y US-
BAYER-200832580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789182 NON-EXPEDITED Y US-
BAYER-200832615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6789183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789183 NON-EXPEDITED N US-
BAYER-200832968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 72 DAY BAYER
BLOOD PRESSURE INCREASED  

6789184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789184 NON-EXPEDITED N US-
BAYER-200832631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 135 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789185 NON-EXPEDITED Y US-
BAYER-200832613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 60 DAY BAYER

6789186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789186 NON-EXPEDITED N US-
BAYER-200832996NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
MIRENA S INTRAUTERINE 488 DAY BAYER
ALLEGRA C ORAL  
SINGULAIR C ORAL  

6789187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789187 NON-EXPEDITED Y US-
BAYER-200832712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER

6789188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789188 NON-EXPEDITED Y US-
BAYER-200832616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789189 NON-EXPEDITED N US-
BAYER-200832660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6789190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789190 NON-EXPEDITED N US-
BAYER-200832844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789191 NON-EXPEDITED Y US-
BAYER-200832597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 9 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6789192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789192 NON-EXPEDITED Y US-
BAYER-200832740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789193 NON-EXPEDITED N US-
BAYER-200832988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789194 NON-EXPEDITED N US-
BAYER-200833045NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 63 DAY BAYER
ABDOMINAL PAIN  
DIZZINESS  
DYSPAREUNIA  
MIGRAINE  
PHOTOPSIA  
VERTIGO  
VOMITING  

6789195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789195 NON-EXPEDITED N US-
BAYER-200832919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER

6789196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789196 NON-EXPEDITED N US-
BAYER-200833035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

6789197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789197 NON-EXPEDITED Y US-
BAYER-200832959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789198 NON-EXPEDITED Y US-
BAYER-200832956NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 MTH BAYER

6789199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789199 NON-EXPEDITED N US-
BAYER-200832949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER

6789200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789200 NON-EXPEDITED N US-
BAYER-200832807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 121 DAY BAYER

6789201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789201 NON-EXPEDITED N US-
BAYER-200832953NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
ACNE  
AMENORRHOEA  
WEIGHT INCREASED  

6789202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789202 NON-EXPEDITED Y US-
BAYER-200832811NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 98 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789203 NON-EXPEDITED N US-
BAYER-200832841NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 97 DAY BAYER

6789204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789204 NON-EXPEDITED N US-
BAYER-200833044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
NAUSEA  

6789205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789205 NON-EXPEDITED N US-
BAYER-200832957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789207 NON-EXPEDITED N US-
BAYER-200833025NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN CYTOTEC C VAGINAL  
ABDOMINAL DISCOMFORT  
DIARRHOEA  
DIZZINESS  
FEELING HOT  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789208 NON-EXPEDITED Y US-
BAYER-200832977NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6789209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789209 NON-EXPEDITED Y US-
BAYER-200833037NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6789210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789210 NON-EXPEDITED N US-
BAYER-200832960NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 28 DAY BAYER

6789211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789211 NON-EXPEDITED Y US-
BAYER-200832821NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789213 NON-EXPEDITED N US-
BAYER-200833092NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789214 NON-EXPEDITED N US-
BAYER-200833091NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6789215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789215 NON-EXPEDITED N US-
BAYER-200833218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6789216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789216 NON-EXPEDITED N US-
BAYER-200832843NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER

6789217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789217 NON-EXPEDITED N US-
BAYER-200833128NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6789218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789218 NON-EXPEDITED N US-
BAYER-200833046NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789219 NON-EXPEDITED N US-
BAYER-200833164NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6789220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789220 NON-EXPEDITED N US-
BAYER-200833062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WISDOM TEETH REMOVAL MIRENA S INTRAUTERINE  BAYER

6789221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789221 NON-EXPEDITED N US-
BAYER-200833058NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789222 NON-EXPEDITED Y US-
BAYER-200833219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789223 NON-EXPEDITED N US-
BAYER-200833048NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789224 NON-EXPEDITED Y US-
BAYER-200833280NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789225 NON-EXPEDITED N US-
BAYER-200833130NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6789227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789227 NON-EXPEDITED N US-
BAYER-200833104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain MIRENA S INTRAUTERINE  BAYER

6789228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789228 NON-EXPEDITED Y US-
BAYER-200833222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789230 NON-EXPEDITED N US-
BAYER-200833124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 134 DAY BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789231 NON-EXPEDITED N US-
BAYER-200833125NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 65 DAY BAYER
ANORGASMIA  
LIBIDO DECREASED  
VULVOVAGINAL DRYNESS  

6789232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789232 NON-EXPEDITED N US-
BAYER-200833272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6789233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789233 NON-EXPEDITED N US-
BAYER-200833173NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 DAY BAYER

6789234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789234 NON-EXPEDITED N US-
BAYER-200833635NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789235 NON-EXPEDITED N US-
BAYER-200833448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6789237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789237 NON-EXPEDITED N US-
BAYER-200833106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6789238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789238 NON-EXPEDITED N US-
BAYER-200833132NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 148 DAY BAYER

6789239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789239 NON-EXPEDITED N US-
BAYER-200833114NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6789240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789240 NON-EXPEDITED Y US-
BAYER-200833088NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789241 NON-EXPEDITED N US-
BAYER-200833495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  

6789242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789242 NON-EXPEDITED N US-
BAYER-200833493NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6789245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789245 NON-EXPEDITED N US-
BAYER-200833331NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
FOOD CRAVING  
MENSTRUAL DISORDER  

6789247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789247 NON-EXPEDITED N US-
BAYER-200833544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
6789248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789248 NON-EXPEDITED N US-
BAYER-200833438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
NAUSEA  

6789249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789249 NON-EXPEDITED N US-
BAYER-200833494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6789250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789250 NON-EXPEDITED N US-
BAYER-200833542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6789252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789252 NON-EXPEDITED N US-
BAYER-200833433NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789254 NON-EXPEDITED N US-
BAYER-200833351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL INFECTION FEMALE  
GENITAL PAIN  
VULVOVAGINAL PRURITUS  

6789255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789255 NON-EXPEDITED N US-
BAYER-200833357NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 86 DAY BAYER

6789257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789257 NON-EXPEDITED N US-
BAYER-200833402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6789258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789258 NON-EXPEDITED N US-
BAYER-200833640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6789259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789259 NON-EXPEDITED N US-
BAYER-200833533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789261 NON-EXPEDITED N US-
BAYER-200833339NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER

6789262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789262 NON-EXPEDITED N US-
BAYER-200833407NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6789263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789263 NON-EXPEDITED N US-
BAYER-200833603NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789268 NON-EXPEDITED N US-
BAYER-200834081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 73 DAY BAYER

Page: 1,136 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789269 NON-EXPEDITED N US-
BAYER-200833978NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DEPRESSED MOOD  
DRY EYE  
MOOD SWINGS  
NAUSEA  

6789270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789270 NON-EXPEDITED N US-
BAYER-200833804NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

6789271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789271 NON-EXPEDITED N US-
BAYER-200833364NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6789272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789272 NON-EXPEDITED N US-
BAYER-200833746NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
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Detailed Report
6789274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789274 NON-EXPEDITED N US-
BAYER-200835081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6789277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789277 NON-EXPEDITED N US-
BAYER-200833833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6789283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789283 NON-EXPEDITED N US-
BAYER-200833914NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789286 NON-EXPEDITED N US-
BAYER-200834096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789288 NON-EXPEDITED N US-
BAYER-200833798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6789289 NON-EXPEDITED N US-
BAYER-200835079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 58 DAY BAYER

6795200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2008 6795200 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  

6676130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6676130 EXPEDITED (15-DAY) Y HO DE-
BAYER-200820429GPV

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID DISORDER MIRENA S INTRAUTERINE 6 MTH BAYER
DYSPNOEA LEVOTHYROXINE SODIUM C ORAL Unit dose: 100 µG  
WEIGHT INCREASED LEVOTHYROXINE SODIUM C ORAL  
ABDOMINAL PAIN  
ADVERSE EVENT  
AGGRESSION  
ALOPECIA  
ANXIETY  
BREAST PAIN  
CONSTIPATION  
CYSTITIS  
Decreased appetite  
DEPRESSION  
DIZZINESS  
DRY SKIN  
DYSPAREUNIA  
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Detailed Report
6676130
Preferred Term Product Role Route Dosage Text Duration Manufacturer
FACE OEDEMA  
FATIGUE  
FEELING COLD  
FLATULENCE  
FLUID RETENTION  
HEADACHE  
HYPERHIDROSIS  
INCREASED APPETITE  
IRRITABILITY  
LETHARGY  
MUSCLE SPASMS  
MUSCLE TIGHTNESS  
MUSCULOSKELETAL DISCOMFORT  
NASOPHARYNGITIS  
PAIN  
PALPITATIONS  
PRURITUS GENERALISED  
SENSATION OF FOREIGN BODY  
SKIN DISORDER  
SKIN EXFOLIATION  
SLEEP DISORDER  
TINNITUS  
VIRAL INFECTION  

6712617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6712617 NON-EXPEDITED N US-
BAYER-200819752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6747148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6747148 NON-EXPEDITED Y HO,OT US-
BAYER-200831778NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 42 DAY BAYER
Medical device complication  

6758862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6758862 NON-EXPEDITED N US-
BAYER-200832255NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  

6760115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6760115 NON-EXPEDITED Y OT US-
BAYER-200833469NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6779283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6779283 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200834286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

6789900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789900 NON-EXPEDITED Y US-
BAYER-200832994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789901 NON-EXPEDITED N US-
BAYER-200833396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6789902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789902 NON-EXPEDITED N US-
BAYER-200833691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6789905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789905 NON-EXPEDITED N US-
BAYER-200833536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6789906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789906 NON-EXPEDITED N US-
BAYER-200833416NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER

6789907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789907 NON-EXPEDITED N US-
BAYER-200833654NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6789908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789908 NON-EXPEDITED Y US-
BAYER-200833608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789909 NON-EXPEDITED N US-
BAYER-200833425NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

6789910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789910 NON-EXPEDITED N US-
BAYER-200833658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 103 DAY BAYER

6789911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789911 NON-EXPEDITED N US-
BAYER-200833663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER

6789913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789913 NON-EXPEDITED N US-
BAYER-200833419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6789914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789914 NON-EXPEDITED N US-
BAYER-200833529NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

6789915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789915 NON-EXPEDITED Y US-
BAYER-200833349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6789918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789918 NON-EXPEDITED N US-
BAYER-200833708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6789920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789920 NON-EXPEDITED N US-
BAYER-200833381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6789921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789921 NON-EXPEDITED Y US-
BAYER-200833730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789922 NON-EXPEDITED N US-
BAYER-200833715NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 33 DAY BAYER

6789923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789923 NON-EXPEDITED Y US-
BAYER-200833404NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6789925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789925 NON-EXPEDITED N US-
BAYER-200833360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6789926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789926 NON-EXPEDITED N US-
BAYER-200833738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER

6789927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789927 NON-EXPEDITED N US-
BAYER-200833698NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
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Detailed Report
6789928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789928 NON-EXPEDITED N US-
BAYER-200833733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 10 MTH BAYER
DYSMENORRHOEA  

6789931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789931 NON-EXPEDITED N US-
BAYER-200833745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 881 DAY BAYER

6789932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789932 NON-EXPEDITED Y US-
BAYER-200833752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER

6789934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789934 NON-EXPEDITED Y US-
BAYER-200833838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789938 NON-EXPEDITED N US-
BAYER-200833750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 792 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6789939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789939 NON-EXPEDITED N US-
BAYER-200833743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 117 DAY BAYER

6789940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789940 NON-EXPEDITED N US-
BAYER-200833790NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6789941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789941 NON-EXPEDITED N US-
BAYER-200833862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6789943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789943 NON-EXPEDITED N US-
BAYER-200833735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

MIRENA S INTRAUTERINE 2 DAY BAYER

6789944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789944 NON-EXPEDITED N US-
BAYER-200833711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6789946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789946 NON-EXPEDITED N US-
BAYER-200835175NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER

6789947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789947 NON-EXPEDITED N US-
BAYER-200833962NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6789948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789948 NON-EXPEDITED N US-
BAYER-200833917NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789949 NON-EXPEDITED N US-
BAYER-200834106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6789951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789951 NON-EXPEDITED N US-
BAYER-200833981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6789954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789954 NON-EXPEDITED N US-
BAYER-200833972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789955 NON-EXPEDITED N US-
BAYER-200833980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789956 NON-EXPEDITED N US-
BAYER-200834514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789957 NON-EXPEDITED N US-
BAYER-200834873NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6789958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789958 NON-EXPEDITED N US-
BAYER-200833926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 MTH BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6789959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789959 NON-EXPEDITED N US-
BAYER-200834086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789960 NON-EXPEDITED N US-
BAYER-200834481NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6789961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789961 NON-EXPEDITED N US-
BAYER-200834117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6789962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789962 NON-EXPEDITED N US-
BAYER-200834111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA  BAYER

6789964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789964 NON-EXPEDITED N US-
BAYER-200833900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6789965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789965 NON-EXPEDITED N US-
BAYER-200834819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM  

6789968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6789968 NON-EXPEDITED N US-
BAYER-200833898NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  
VOMITING  
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Detailed Report
6790581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6790581 EXPEDITED (15-DAY) Y HO,LT PHHY2008FR24878 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENTERITIS NECROTICANS LAMISIL S ORAL 250 mg, QD  
LAPAROTOMY TRIPHASIL-21 S ORAL 1 DF, QD  
INTESTINAL RESECTION HERBS\MINERALS\VITAMINS S 3 DF, QD  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
APPENDICECTOMY  
DISSEMINATED INTRAVASCULAR
COAGULATION

 

EOSINOPHILIA  
ERYTHEMA  
ILEUS  
LAPAROSCOPY  
LEUKOCYTOCLASTIC VASCULITIS  
PLEURAL EFFUSION  
STRESS ULCER  
VOMITING  

6797230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6797230 EXPEDITED (15-DAY) N OT 035142 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

DYSMENORRHOEA  
FATIGUE  
MENSTRUATION IRREGULAR  
SYNCOPE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6798540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6798540 EXPEDITED (15-DAY) N OT 035294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL TABLET, ORAL  
ABORTION SPONTANEOUS  
UTERINE HAEMORRHAGE  

6798551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2008 6798551 EXPEDITED (15-DAY) N OT 035328 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL 1 TABLET, ORAL  

6713827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6713827 NON-EXPEDITED Y US-
BAYER-200822581NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 108 DAY BAYER
BACK PAIN ADIPEX-P C  
ALOPECIA  
ARTHRALGIA  
MOOD ALTERED  
WEIGHT INCREASED  

6729331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6729331 NON-EXPEDITED N US-
BAYER-200828436NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6731426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6731426 NON-EXPEDITED Y US-
BAYER-200824749NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER
DYSPHAGIA  
RASH  

6765671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6765671 NON-EXPEDITED Y US-
BAYER-200833670NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 33 DAY BAYER

6791122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791122 NON-EXPEDITED Y US-
BAYER-200833017NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6791228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791228 NON-EXPEDITED N US-
BAYER-200833953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6791229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791229 NON-EXPEDITED N US-
BAYER-200834003NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 189 DAY BAYER
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Detailed Report
6791230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791230 NON-EXPEDITED N US-
BAYER-200833949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
RASH MIRENA S INTRAUTERINE  BAYER

6791231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791231 NON-EXPEDITED Y US-
BAYER-200834005NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 591 DAY BAYER

6791232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791232 NON-EXPEDITED N US-
BAYER-200834000NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6791233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791233 NON-EXPEDITED Y US-
BAYER-200833535NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DYSMENORRHOEA  
MENORRHAGIA  
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Detailed Report
6791235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791235 NON-EXPEDITED N US-
BAYER-200833948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791236 NON-EXPEDITED N US-
BAYER-200834004NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 570 DAY BAYER

6791237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791237 NON-EXPEDITED N US-
BAYER-200833931NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HYPERHIDROSIS  
NAUSEA  
PALLOR  
VOMITING  

6791238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791238 NON-EXPEDITED N US-
BAYER-200833975NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6791239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791239 NON-EXPEDITED N US-
BAYER-200833935NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 77 DAY BAYER

6791242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791242 NON-EXPEDITED Y US-
BAYER-200834015NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6791243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791243 NON-EXPEDITED N US-
BAYER-200833999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791245 NON-EXPEDITED N US-
BAYER-200834013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791247 NON-EXPEDITED N US-
BAYER-200834010NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6791248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791248 NON-EXPEDITED N US-
BAYER-200834098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6791249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791249 NON-EXPEDITED N US-
BAYER-200834037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6791250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791250 NON-EXPEDITED N US-
BAYER-200834018NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791251 NON-EXPEDITED N US-
BAYER-200834071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6791253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791253 NON-EXPEDITED N US-
BAYER-200833937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA MIRENA S INTRAUTERINE  BAYER

Page: 1,158 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6791254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791254 NON-EXPEDITED N US-
BAYER-200834046NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 4 MTH BAYER
DEPRESSION NEURONTIN C  
DECREASED INTEREST WELLBUTRIN C  

6791256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791256 NON-EXPEDITED N US-
BAYER-200834045NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE ZOLOFT C  

6791257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791257 NON-EXPEDITED N US-
BAYER-200834093NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

6791258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791258 NON-EXPEDITED N US-
BAYER-200834069NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6791260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791260 NON-EXPEDITED N US-
BAYER-200834027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6791261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791261 NON-EXPEDITED Y US-
BAYER-200834080NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6791262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791262 NON-EXPEDITED N US-
BAYER-200834041NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 84 DAY BAYER

6791264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791264 NON-EXPEDITED N US-
BAYER-200834067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  

6791266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791266 NON-EXPEDITED N US-
BAYER-200834147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 70 DAY BAYER

6791268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791268 NON-EXPEDITED N US-
BAYER-200834051NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 118 DAY BAYER
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Detailed Report
6791270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791270 NON-EXPEDITED N US-
BAYER-200834085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791272 NON-EXPEDITED N US-
BAYER-200834065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6791273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791273 NON-EXPEDITED N US-
BAYER-200834353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6791282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791282 NON-EXPEDITED N US-
BAYER-200834314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 6 WEEK BAYER

6791283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791283 NON-EXPEDITED N US-
BAYER-200834350NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6791284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791284 NON-EXPEDITED N US-
BAYER-200834320NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
ABDOMINAL DISTENSION  
MOOD ALTERED  

6791286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791286 NON-EXPEDITED N US-
BAYER-200834229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 4 YR BAYER

6791287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791287 NON-EXPEDITED N US-
BAYER-200834221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 37 DAY BAYER

6791288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791288 NON-EXPEDITED N US-
BAYER-200834233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791289 NON-EXPEDITED Y US-
BAYER-200834281NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 188 DAY BAYER
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Detailed Report
6791290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791290 NON-EXPEDITED N US-
BAYER-200834227NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DEPRESSION  

6791291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791291 NON-EXPEDITED N US-
BAYER-200834297NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6791293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791293 NON-EXPEDITED N US-
BAYER-200834280NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6791297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791297 NON-EXPEDITED N US-
BAYER-200834133NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6791300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791300 NON-EXPEDITED Y US-
BAYER-200834357NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER
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Detailed Report
6791301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791301 NON-EXPEDITED N US-
BAYER-200834361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE  BAYER

6791304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791304 NON-EXPEDITED Y US-
BAYER-200834346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6791306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6791306 NON-EXPEDITED N US-
BAYER-200834478NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
FOOD CRAVING  
NAUSEA  

6802194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2008 6802194 DIRECT N DS,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S  
MATERNAL EXPOSURE BEFORE PREGNANCY  

6525681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6525681 NON-EXPEDITED Y US-
BAYER-200810199NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Medical device complication DICYCLOMINE HYDROCHLORIDE C ORAL  
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Detailed Report
6531174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6531174 NON-EXPEDITED Y US-
BAYER-200810849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6577975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6577975 NON-EXPEDITED N OT US-
BAYER-200815291NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 743 DAY BAYER
PREGNANCY TEST FALSE POSITIVE  

6655022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6655022 NON-EXPEDITED Y OT US-
BAYER-200824335NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 368 DAY BAYER

RUPTURED ECTOPIC PREGNANCY LORTAB C  
SALPINGECTOMY FLEXERIL C  

6670468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6670468 EXPEDITED (15-DAY) N HO US-
BAYER-200825194NA

25 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST WALL MASS MIRENA S OTHER  BAYER
CAESAREAN SECTION  
Maternal exposure during pregnancy  
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Detailed Report
6696767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6696767 NON-EXPEDITED N OT US-
BAYER-200827380NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6704676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6704676 NON-EXPEDITED Y OT US-
BAYER-200827826NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6717547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6717547 EXPEDITED (15-DAY) Y OT US-
BAYER-200829337NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
EYE MOVEMENT DISORDER  
GAIT DISTURBANCE  
HYPOAESTHESIA  
PALLOR  
PARAESTHESIA  

6719646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6719646 NON-EXPEDITED Y OT US-
BAYER-200829730NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 4 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

Page: 1,166 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6724441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6724441 NON-EXPEDITED Y HO,OT US-
BAYER-200830146NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 43 DAY BAYER
Medical device complication  

6735735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6735735 NON-EXPEDITED Y OT US-
BAYER-200831310NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
DYSURIA  
Medical device complication  
PROCEDURAL PAIN  

6748905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6748905 NON-EXPEDITED Y OT US-
BAYER-200832310NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 514 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6765272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6765272 NON-EXPEDITED Y OT US-
BAYER-200833856NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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6773963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6773963 NON-EXPEDITED Y HO,OT US-
BAYER-200834330NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6791154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6791154 EXPEDITED (15-DAY) N DS,CA ZA-
BAYER-200828393GPV

< 1 DAY Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TALIPES MIRENA S OTHER  BAYER

6792207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792207 NON-EXPEDITED Y OT US-
BAYER-200835856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6792226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792226 NON-EXPEDITED N US-
BAYER-200834154NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL DISTENSION  
INSOMNIA  
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Detailed Report
6792227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792227 NON-EXPEDITED N US-
BAYER-200834285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

6792229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792229 NON-EXPEDITED Y US-
BAYER-200834040NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6792230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792230 NON-EXPEDITED N US-
BAYER-200833973NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 371 DAY BAYER

6792232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792232 NON-EXPEDITED N US-
BAYER-200834222NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 35 DAY BAYER
Device expulsion  
PELVIC PAIN  

6792233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792233 NON-EXPEDITED N US-
BAYER-200834180NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
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Detailed Report
6792235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792235 NON-EXPEDITED Y US-
BAYER-200834474NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6792236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792236 NON-EXPEDITED N US-
BAYER-200834119NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6792237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792237 NON-EXPEDITED N US-
BAYER-200832170NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 26 MTH BAYER
CHEST PAIN  
HYPERTENSION  
HYPOAESTHESIA  
WEIGHT INCREASED  

6792238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792238 NON-EXPEDITED N US-
BAYER-200834048NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6792239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792239 NON-EXPEDITED Y US-
BAYER-200833954NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydia test positive MIRENA S INTRAUTERINE  BAYER

6792240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792240 NON-EXPEDITED Y US-
BAYER-200834311NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6792241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792241 NON-EXPEDITED Y US-
BAYER-200834307NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6792244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6792244 NON-EXPEDITED N US-
BAYER-200834349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6797527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6797527 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
ABDOMINAL DISTENSION  
ALOPECIA  
SKIN BURNING SENSATION  
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Detailed Report
6797706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6797706 DIRECT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  
DEVICE DISLOCATION  
HAEMORRHAGE  

6797728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6797728 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S  
DYSMENORRHOEA  
MENORRHAGIA  

6799686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6799686 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
ANGER  
BLOOD PRESSURE FLUCTUATION  
DEPRESSION  
HYPERTENSION  
HYPOMENORRHOEA  
MOOD ALTERED  
SUICIDAL IDEATION  
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Detailed Report
6799700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6799700 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
DIZZINESS  
HEADACHE  
NAUSEA  
PAIN IN EXTREMITY  
VOMITING  

6799705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6799705 DIRECT N HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6801625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6801625 EXPEDITED (15-DAY) N HO 035413 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B S ORAL 1 TABLET, SINGLE,

ORAL
 

BIPOLAR DISORDER LOESTRIN 1.5/30 21 DAY C  
BREAST DISCHARGE  
BREAST TENDERNESS  
MENSTRUATION DELAYED  

6506131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6506131 NON-EXPEDITED Y OT US-
BAYER-200715564NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6692820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6692820 NON-EXPEDITED N US-
BAYER-200826752NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE 943 DAY BAYER

6755620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6755620 EXPEDITED (15-DAY) N OT SE-PFIZER
INC-2008075518

47 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST DEPO-PROVERA S Freq:LAST INJECTION

OF THE FIRST CYCLE
 

DEPO-PROVERA S Freq:FIRST INJECTION
OF THE SECOND
CYCLE

 

LEVONORGESTREL S  
ALVEDON C  
TRAMADOL HYDROCHLORIDE C  
CALCIUM PHOSPHATE\FOLIC
ACID

C  

METHOTREXATE C  

6793142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793142 NON-EXPEDITED N US-
BAYER-200835276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6793254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793254 NON-EXPEDITED Y OT US-
BAYER-200835986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6793256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793256 NON-EXPEDITED Y US-
BAYER-200834578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE  BAYER

6793257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793257 NON-EXPEDITED Y OT US-
BAYER-200835665NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 55 DAY BAYER

6793258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793258 NON-EXPEDITED Y OT US-
BAYER-200835992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6793259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793259 NON-EXPEDITED Y OT US-
BAYER-200835991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6793260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793260 NON-EXPEDITED Y OT US-
BAYER-200835993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6793263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793263 NON-EXPEDITED Y OT US-
BAYER-200835950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
PAIN  
URINARY TRACT INFECTION  

6793264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6793264 NON-EXPEDITED Y OT US-
BAYER-200835958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6705890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6705890 NON-EXPEDITED N US-
BAYER-200826026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6705971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6705971 NON-EXPEDITED N US-
BAYER-200817732NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
ACNE  
AMENORRHOEA  
BURNING SENSATION  
CERVICAL CYST  
HEADACHE  

6705979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6705979 NON-EXPEDITED N US-
BAYER-200821208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

6724490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6724490 NON-EXPEDITED N US-
BAYER-200830064NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN PERCOCET C ORAL  
BACK PAIN  
FATIGUE  
HYPERHIDROSIS  
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Detailed Report
6746112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6746112 EXPEDITED (15-DAY) N OT FR-
BAYER-200825096GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS MIRENA S INTRAUTERINE 1500 DAY BAYER
PAIN IN EXTREMITY  

6794353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794353 EXPEDITED (15-DAY) Y OT GB-
BAYER-200812834BNE

43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

SALBUTAMOL C INHALATION  

6794418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794418 NON-EXPEDITED N US-
BAYER-200828842NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER
PROCEDURAL PAIN  

6794419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794419 NON-EXPEDITED N US-
BAYER-200834375NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 MTH BAYER

6794422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794422 NON-EXPEDITED N US-
BAYER-200834228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 DAY BAYER
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Detailed Report
6794426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794426 NON-EXPEDITED N US-
BAYER-200834360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6794435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794435 NON-EXPEDITED Y US-
BAYER-200834443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6794436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794436 NON-EXPEDITED N US-
BAYER-200834430NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 327 DAY BAYER

6794437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794437 NON-EXPEDITED N US-
BAYER-200834442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 106 DAY BAYER

6794439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794439 NON-EXPEDITED N US-
BAYER-200834424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6794440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794440 NON-EXPEDITED N US-
BAYER-200834398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S CUTANEOUS  BAYER

6794443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794443 NON-EXPEDITED N US-
BAYER-200834439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 74 DAY BAYER

6794449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794449 NON-EXPEDITED N US-
BAYER-200834415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA MIRENA S INTRAUTERINE  BAYER

6794454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794454 NON-EXPEDITED N US-
BAYER-200834468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6794458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794458 NON-EXPEDITED N US-
BAYER-200834435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6794459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794459 NON-EXPEDITED N US-
BAYER-200834411NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6794462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794462 NON-EXPEDITED Y US-
BAYER-200835406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER

6794463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794463 NON-EXPEDITED N US-
BAYER-200834509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 157 DAY BAYER

6794464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794464 NON-EXPEDITED N US-
BAYER-200834423NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S  BAYER
AMENORRHOEA  

6794465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794465 NON-EXPEDITED N US-
BAYER-200834865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6794467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6794467 NON-EXPEDITED N US-
BAYER-200834488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6800290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6800290 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PORTIA S ORAL 1 QD PO  
METRORRHAGIA  
MOOD SWINGS  
PRODUCT QUALITY ISSUE  

6800338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6800338 DIRECT Y LT,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S ONE 6 MONTHS  
ECONOMIC PROBLEM  
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Detailed Report
6615690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6615690 EXPEDITED (15-DAY) Y OT US-
BAYER-200818940NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 284 DAY BAYER
CERVIX CARCINOMA DEPO-PROVERA C  
PROCEDURAL PAIN DEMULEN 1/35-28 C  
LOSS OF CONSCIOUSNESS ORTHO CYCLEN C  
UTERINE SPASM ORTHO TRI CYCLEN C  
AMENORRHOEA OXYCODONE HYDROCHLORIDE C  
GENITAL HAEMORRHAGE TORADOL C INTRAMUSCULAR  
NAUSEA FLAGYL C 3 DAY
PROCEDURAL DIZZINESS LORTAB C  
POST PROCEDURAL DISCOMFORT AUGMENTIN '125' C 5 DAY
DYSMENORRHOEA ANAPROX DS C  
CERVICITIS PONSTEL C Unit dose: 2 DF  
VAGINAL DISCHARGE CLINDESSE C  
Abdominal discomfort  
EMOTIONAL DISORDER  
VAGINITIS BACTERIAL  

6684969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6684969 NON-EXPEDITED N US-
BAYER-200815857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

VITAMINS C  
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Detailed Report
6694288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6694288 NON-EXPEDITED N US-
BAYER-200826417NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA WELLBUTRIN C  
GENITAL HAEMORRHAGE  
MIGRAINE  
VOMITING  

6695263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6695263 NON-EXPEDITED N US-
BAYER-200821011NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6696835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6696835 NON-EXPEDITED N US-
BAYER-200827120NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
MENORRHAGIA  
OVARIAN CYST  
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6699475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6699475 NON-EXPEDITED N US-
BAYER-200823377NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6708909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6708909 EXPEDITED (15-DAY) N OT US-
BAYER-200828450NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR ICTERUS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
FATIGUE  

6711476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6711476 NON-EXPEDITED N OT US-
BAYER-200827879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
Haemorrhage in pregnancy  
Medical device complication  
NAUSEA  

6727981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6727981 NON-EXPEDITED Y OT US-
BAYER-200830370NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 34 DAY BAYER
Medical device complication  
UTERINE SPASM  
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Detailed Report
6732526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6732526 NON-EXPEDITED Y OT US-
BAYER-200831187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  

6774992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6774992 NON-EXPEDITED Y HO US-
BAYER-200834124NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
WHITE BLOOD CELL COUNT INCREASED  

6793393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6793393 EXPEDITED (15-DAY) N OT US-
BAYER-200835872NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
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6795405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795405 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20081004316

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS LIMB RISPERDAL S ORAL  

LEVONORGESTREL S ORAL  
TRIMEPRAZINE TARTRATE S ORAL  
ACEPROMETAZINE
\MEPROBAMATE

C ORAL  

VALIUM C ORAL  
KETOPROFEN C  
ACETAMINOPHEN\CAFFEINE
\DEXTROPROPOXYPHENE

C  

THIOCOLCHICOSIDE C  

6795482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795482 NON-EXPEDITED N US-
BAYER-200830249NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ALOPECIA  

6795483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795483 NON-EXPEDITED N US-
BAYER-200834336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795488 NON-EXPEDITED N US-
BAYER-200830035NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 8 DAY BAYER

6795493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795493 NON-EXPEDITED N US-
BAYER-200834516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 1 MTH BAYER

6795496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795496 NON-EXPEDITED N US-
BAYER-200834470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

6795497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795497 NON-EXPEDITED N US-
BAYER-200834526NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6795500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795500 NON-EXPEDITED N US-
BAYER-200834479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 1 DAY BAYER
Device expulsion  
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Detailed Report
6795501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795501 NON-EXPEDITED N US-
BAYER-200834540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE  BAYER

6795502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795502 NON-EXPEDITED N US-
BAYER-200834475NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6795503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795503 NON-EXPEDITED N US-
BAYER-200834494NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6795504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795504 NON-EXPEDITED N US-
BAYER-200834530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6795506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795506 NON-EXPEDITED N US-
BAYER-200834404NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795507 NON-EXPEDITED Y US-
BAYER-200834523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6795508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795508 NON-EXPEDITED Y US-
BAYER-200834522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6795509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795509 NON-EXPEDITED N US-
BAYER-200834471NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6795511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795511 NON-EXPEDITED Y US-
BAYER-200834482NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6795512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795512 NON-EXPEDITED N US-
BAYER-200834491NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795513 NON-EXPEDITED N US-
BAYER-200834493NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6795515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795515 NON-EXPEDITED N US-
BAYER-200835355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE  BAYER

6795516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795516 NON-EXPEDITED N US-
BAYER-200836349NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6795517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795517 NON-EXPEDITED N US-
BAYER-200835341NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6795519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795519 NON-EXPEDITED N US-
BAYER-200836583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795520 NON-EXPEDITED N US-
BAYER-200835409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S 107 DAY BAYER

6795521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795521 NON-EXPEDITED N US-
BAYER-200834575NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 40 DAY BAYER

6795522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795522 NON-EXPEDITED N US-
BAYER-200834582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6795527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795527 NON-EXPEDITED N US-
BAYER-200834558NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6795528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795528 NON-EXPEDITED N US-
BAYER-200835408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795529 NON-EXPEDITED Y US-
BAYER-200836161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6795530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795530 NON-EXPEDITED N US-
BAYER-200835902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6795532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795532 NON-EXPEDITED N US-
BAYER-200834573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6795533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795533 NON-EXPEDITED N US-
BAYER-200834552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6795534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795534 NON-EXPEDITED N US-
BAYER-200834581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6795535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6795535 NON-EXPEDITED N US-
BAYER-200834562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6800545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6800545 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 1 INTRA-UTERINE 3 MTH
CONSTIPATION  
DECREASED APPETITE  
MEDICAL DEVICE COMPLICATION  
MEDICATION ERROR  
NAUSEA  
PYREXIA  
UTERINE RUPTURE  
VOMITING  

6800658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6800658 DIRECT Y DS,OT 33 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE INTRA-UTERINE 5 WEEK
ANXIETY  
NAUSEA  
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Detailed Report
6800747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2008 6800747 DIRECT N HO,DS 47 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
BREAST DISCHARGE  
CHOLECYSTITIS  
CONSTIPATION  
DIARRHOEA  
FATIGUE  
HEADACHE  
HYPERTENSION  
HYPOAESTHESIA  
HYSTERECTOMY  
LETHARGY  
MASTITIS  
MUSCLE TIGHTNESS  
MUSCULOSKELETAL STIFFNESS  
NEPHROLITHIASIS  
PAIN IN EXTREMITY  
PALPITATIONS  
SINUSITIS  
VERTIGO  

6740672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6740672 NON-EXPEDITED N US-
BAYER-200831649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6740691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6740691 NON-EXPEDITED N US-
BAYER-200831616NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER
HEADACHE  
VAGINAL HAEMORRHAGE  

6791278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6791278 NON-EXPEDITED Y US-
BAYER-200834292NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
UTERINE SPASM  

6796602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796602 EXPEDITED (15-DAY) Y OT DE-
BAYER-200828416GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 5 YR BAYER

6796640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796640 NON-EXPEDITED N US-
BAYER-200827134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 82 DAY BAYER
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Detailed Report
6796641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796641 NON-EXPEDITED N US-
BAYER-200834557NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6796643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796643 NON-EXPEDITED N US-
BAYER-200834561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
Device expulsion  

6796647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796647 NON-EXPEDITED Y US-
BAYER-200834613NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796649 NON-EXPEDITED N US-
BAYER-200834584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6796650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796650 NON-EXPEDITED N US-
BAYER-200834640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 140 DAY BAYER
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Detailed Report
6796651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796651 NON-EXPEDITED N US-
BAYER-200834565NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6796652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796652 NON-EXPEDITED N US-
BAYER-200834617NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6796653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796653 NON-EXPEDITED N US-
BAYER-200834586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6796654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796654 NON-EXPEDITED N US-
BAYER-200834628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 1 YR BAYER

6796655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796655 NON-EXPEDITED N US-
BAYER-200834577NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6796657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796657 NON-EXPEDITED N US-
BAYER-200834572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6796659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796659 NON-EXPEDITED N US-
BAYER-200834626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 1 DAY BAYER

6796660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796660 NON-EXPEDITED N US-
BAYER-200834641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6796661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796661 NON-EXPEDITED N US-
BAYER-200834571NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6796662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796662 NON-EXPEDITED N US-
BAYER-200834632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 10 DAY BAYER
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6796667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796667 NON-EXPEDITED N US-
BAYER-200834745NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

6796669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796669 NON-EXPEDITED N US-
BAYER-200834644NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 32 DAY BAYER
PELVIC PAIN  

6796670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796670 NON-EXPEDITED N US-
BAYER-200834722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6796671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796671 NON-EXPEDITED N US-
BAYER-200834574NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN BURNING SENSATION MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
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6796672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796672 NON-EXPEDITED Y US-
BAYER-200834594NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796673 NON-EXPEDITED N US-
BAYER-200834567NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 161 DAY BAYER
BACK PAIN  
CRYING  
Device expulsion  
HEADACHE  
LOSS OF LIBIDO  
MENSTRUATION IRREGULAR  
NAUSEA  
WEIGHT INCREASED  

6796674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796674 NON-EXPEDITED N US-
BAYER-200834636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
HEADACHE  

6796675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796675 NON-EXPEDITED N US-
BAYER-200834724NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6796676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796676 NON-EXPEDITED N US-
BAYER-200834735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796677 NON-EXPEDITED N US-
BAYER-200834739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796678 NON-EXPEDITED N US-
BAYER-200834656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6796679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796679 NON-EXPEDITED N US-
BAYER-200834720NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6796681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796681 NON-EXPEDITED N US-
BAYER-200834654NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
VAGINAL HAEMORRHAGE  
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6796684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796684 NON-EXPEDITED N US-
BAYER-200834731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6796685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796685 NON-EXPEDITED N US-
BAYER-200834657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796689 NON-EXPEDITED Y US-
BAYER-200834659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796690 NON-EXPEDITED N US-
BAYER-200834734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6796693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796693 NON-EXPEDITED N US-
BAYER-200834742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6796694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796694 NON-EXPEDITED N US-
BAYER-200834882NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
Medical device complication  
NAUSEA  

6796696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796696 NON-EXPEDITED N US-
BAYER-200834871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6796698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796698 NON-EXPEDITED N US-
BAYER-200834872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 MTH BAYER

6796699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796699 NON-EXPEDITED N US-
BAYER-200834782NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6796700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796700 NON-EXPEDITED N US-
BAYER-200834883NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6796701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796701 NON-EXPEDITED N US-
BAYER-200834875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6796702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796702 NON-EXPEDITED N US-
BAYER-200834779NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6796703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796703 NON-EXPEDITED N US-
BAYER-200834795NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 46 DAY BAYER

6796704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796704 NON-EXPEDITED N US-
BAYER-200834870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6796705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796705 NON-EXPEDITED N US-
BAYER-200834804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6796710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796710 NON-EXPEDITED N US-
BAYER-200834944NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796712 NON-EXPEDITED Y US-
BAYER-200834768NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6796714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796714 NON-EXPEDITED Y US-
BAYER-200834760NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 85 DAY BAYER

6796715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796715 NON-EXPEDITED N US-
BAYER-200834777NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER
DEVICE MALFUNCTION  

6796716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796716 NON-EXPEDITED N US-
BAYER-200834877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 180 DAY BAYER
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6796718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796718 NON-EXPEDITED N US-
BAYER-200834899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 2 MTH BAYER

6796724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796724 NON-EXPEDITED N US-
BAYER-200834903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6796725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796725 NON-EXPEDITED N US-
BAYER-200834942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6796726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796726 NON-EXPEDITED N US-
BAYER-200834940NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
WEIGHT INCREASED  
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Detailed Report
6796727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796727 NON-EXPEDITED N US-
BAYER-200834934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6796728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796728 NON-EXPEDITED Y US-
BAYER-200834904NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 107 DAY BAYER

6796732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796732 NON-EXPEDITED N US-
BAYER-200834907NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6796733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796733 NON-EXPEDITED N US-
BAYER-200835441NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6796734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6796734 NON-EXPEDITED N US-
BAYER-200834898NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
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Detailed Report
6800951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6800951 DIRECT N RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 1 MARENA FOR FEW

YEARS INTRA-
UTERINE

 

FATIGUE INDERAL LONG ACTION C  
MOOD SWINGS PAXIL C  
IRRITABILITY GLUCOPHAGE C  
FLUID RETENTION MYONAL C  
LIBIDO DECREASED MAXALT C  
HYPOTHYROIDISM  
POLYCYSTIC OVARIES  
POSTPARTUM HYPOPITUITARISM  
SOMNOLENCE  
WEIGHT LOSS POOR  

6801412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6801412 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ULCERATIVE MIRENA S INTRAUTERINE INTRA-UTERINE  
CONDITION AGGRAVATED  
DIARRHOEA  
RECTAL HAEMORRHAGE  
VOMITING  
WEIGHT DECREASED  
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Detailed Report
6801499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6801499 DIRECT N HO,LT,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 UG/DAY INTRA-

UTERINE
 BERLEX

RUPTURED ECTOPIC PREGNANCY  

6802343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6802343 DIRECT N LT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S PROGESTIN  
ANXIETY  
DEPRESSION  
FATIGUE  
PARAESTHESIA  
PREMATURE MENOPAUSE  

6802848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6802848 DIRECT Y 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ACNE MULTIPLE OTC ANCE C  

6806560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2008 6806560 EXPEDITED (15-DAY) N HO 035511 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVERDOSE PLAN B S ORAL 1 TABLET, Q 12HR,

ORAL
 

DYSPEPSIA TYLENOL S  
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Detailed Report
6551481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6551481 EXPEDITED (15-DAY) N HO FR-
BAYER-200718637GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
 BAYER

PSYCHOTIC DISORDER CYAMEMAZINE C ORAL  
PRAZEPAM C ORAL  

6658609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6658609 EXPEDITED (15-DAY) N CA BE-
BAYER-200819487GPV

Unknown BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMORPHISM MIRENA S  BAYER

6718619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6718619 EXPEDITED (15-DAY) Y OT DE-
BAYER-200823487GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6724443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6724443 NON-EXPEDITED Y HO,OT US-
BAYER-200830121NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6725532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6725532 EXPEDITED (15-DAY) N HO US-
BAYER-200829997NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC ABSCESS MIRENA S INTRAUTERINE 27 MTH BAYER
PELVIC PAIN  

6740634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6740634 NON-EXPEDITED N OT US-
BAYER-200831588NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6740640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6740640 NON-EXPEDITED Y OT US-
BAYER-200831678NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PAIN  

6740682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6740682 NON-EXPEDITED N HO,OT US-
BAYER-200831779NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
UTERINE HAEMORRHAGE  
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Detailed Report
6744677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6744677 NON-EXPEDITED N OT US-
BAYER-200832213NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 746 DAY BAYER
ABDOMINAL PAIN  
FUNGAL INFECTION  
PELVIC PAIN  
URINARY TRACT INFECTION  

6744684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6744684 NON-EXPEDITED N OT US-
BAYER-200831969NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
NO ADVERSE EVENT  

6746111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6746111 EXPEDITED (15-DAY) Y OT DE-
BAYER-200825108GPV

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE 45 DAY BAYER

6750105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6750105 NON-EXPEDITED N OT US-
BAYER-200832557NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6754739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6754739 NON-EXPEDITED N OT US-
BAYER-200832929NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1168 DAY BAYER

ADNEXA UTERI MASS  
OVARIAN CYST  

6772512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6772512 NON-EXPEDITED N US-
BAYER-200834190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6773957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6773957 NON-EXPEDITED Y HO,OT US-
BAYER-200834255NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 5 DAY BAYER
PROCEDURAL PAIN IBUPROFEN C ORAL  
ABDOMINAL PAIN DIFLUCAN C ORAL As used: 150 MG  
CERVICAL DISCHARGE  
COMPLICATION OF DEVICE INSERTION  
Device expulsion  
Medical device complication  
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Detailed Report
6776101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6776101 EXPEDITED (15-DAY) N OT CA-
BAYER-200815595NA

30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
UTERINE INVERSION  

6783276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6783276 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200835009NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENCEPHALITIS MIRENA S INTRAUTERINE  BAYER
MANIA  
PSYCHOTIC DISORDER  

6785700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6785700 NON-EXPEDITED Y US-
BAYER-200835204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6791152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6791152 EXPEDITED (15-DAY) N DS BR-
BAYER-200819120LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING OF DESPAIR MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABNORMAL SENSATION IN EYE  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  
ASTHENIA  
DEPRESSED MOOD  
DRY EYE  
DYSURIA  
FEAR  
GASTROINTESTINAL DISORDER  
HEADACHE  
HEART RATE INCREASED  
HYPERHIDROSIS  
LISTLESS  
MICTURITION URGENCY  
NASAL CONGESTION  
PAIN IN EXTREMITY  
PALPITATIONS  

6792206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6792206 NON-EXPEDITED N OT US-
BAYER-200835657NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 8 DAY BAYER
PROCEDURAL HEADACHE KLONOPIN C  
POST PROCEDURAL DISCOMFORT SEROQUEL C  
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Detailed Report
6797745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797745 EXPEDITED (15-DAY) Y OT US-
BAYER-200836233NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 426 DAY BAYER
CERVICAL DYSPLASIA  
COMPLICATION OF DEVICE REMOVAL  

6797782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797782 NON-EXPEDITED N US-
BAYER-200835796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6797783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797783 NON-EXPEDITED N US-
BAYER-200835939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 88 DAY BAYER

6797784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797784 NON-EXPEDITED N US-
BAYER-200827917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue MIRENA S INTRAUTERINE  BAYER

6797785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797785 NON-EXPEDITED Y US-
BAYER-200834462NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1776 DAY BAYER
VAGINAL DISCHARGE  
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Detailed Report
6797787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797787 NON-EXPEDITED N US-
BAYER-200835082NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6797792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797792 NON-EXPEDITED N US-
BAYER-200834284NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 16 DAY BAYER

6797800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6797800 NON-EXPEDITED N US-
BAYER-200833361NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE  BAYER
MEDICAL DEVICE PAIN  

6803639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2008 6803639 DIRECT N 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

6804515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2008 6804515 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
6534714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6534714 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200717250NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 42 DAY BAYER
SUICIDAL IDEATION XANAX C  
AFFECT LABILITY SEROQUEL C  
DEPRESSED MOOD KLONOPIN C  
ANXIETY ZOLOFT C  
ABDOMINAL PAIN LOWER  
BACK PAIN  
CHEST PAIN  
CHILLS  
DIZZINESS  
DYSPNOEA  
FLANK PAIN  
HOT FLUSH  
HYPOAESTHESIA  
IMPAIRED WORK ABILITY  
MENORRHAGIA  
NAUSEA  
NERVOUSNESS  
PALPITATIONS  
PANIC DISORDER  
Syncope  
TACHYCARDIA  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

Page: 1,219 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6576696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6576696 EXPEDITED (15-DAY) Y LT TPH-00002 46 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 2228 DAY

UTERINE CANCER  

6640238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6640238 EXPEDITED (15-DAY) Y OT US-
BAYER-200814434NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
SARCOIDOSIS  

6715831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6715831 EXPEDITED (15-DAY) Y HO US-
BAYER-200829326NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
SPEECH DISORDER  
VISUAL ACUITY REDUCED  
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Detailed Report
6720645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6720645 NON-EXPEDITED Y US-
BAYER-200826807NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 21 DAY BAYER
ABDOMINAL PAIN ADVIL C ORAL Unit dose: 400 MG  
ENDOMETRIAL HYPERTROPHY  
HORMONE LEVEL ABNORMAL  
OVARIAN CYST  
PROCEDURAL PAIN  
WEIGHT INCREASED  

6740783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6740783 NON-EXPEDITED N US-
BAYER-200824930NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
PROCEDURAL PAIN  
UNEVALUABLE EVENT  

6742718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6742718 NON-EXPEDITED N US-
BAYER-200826408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER

ABILIFY C  
EFFEXOR C  
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Detailed Report
6744361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6744361 NON-EXPEDITED N US-
BAYER-200827230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE ENLARGEMENT MIRENA S INTRAUTERINE  BAYER
UTERINE LEIOMYOMA  

6747496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6747496 NON-EXPEDITED N US-
BAYER-200832104NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 24 MTH BAYER
Device expulsion  
UTERINE HAEMORRHAGE  

6772396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6772396 NON-EXPEDITED Y OT US-
BAYER-200834128NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PAIN  

6779671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6779671 NON-EXPEDITED N OT US-
BAYER-200834515NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 184 DAY BAYER
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Detailed Report
6799625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799625 NON-EXPEDITED N US-
BAYER-200834925NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
PELVIC PAIN  

6799630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799630 NON-EXPEDITED N US-
BAYER-200834991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6799637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799637 NON-EXPEDITED Y US-
BAYER-200834913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6799639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799639 NON-EXPEDITED N US-
BAYER-200834931NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6799640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799640 NON-EXPEDITED Y US-
BAYER-200834932NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER
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Detailed Report
6799641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799641 NON-EXPEDITED N US-
BAYER-200834927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER

6799642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799642 NON-EXPEDITED N US-
BAYER-200834889NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6799645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799645 NON-EXPEDITED N US-
BAYER-200835031NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 24 DAY BAYER

6799646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799646 NON-EXPEDITED N US-
BAYER-200835791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6799648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799648 NON-EXPEDITED N US-
BAYER-200835034NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 8 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
6799649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799649 NON-EXPEDITED N US-
BAYER-200835064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER
MENORRHAGIA  

6799655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799655 NON-EXPEDITED N US-
BAYER-200835068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6799656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799656 NON-EXPEDITED N US-
BAYER-200835062NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 144 DAY BAYER

6799657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799657 NON-EXPEDITED N US-
BAYER-200835056NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6799658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799658 NON-EXPEDITED N US-
BAYER-200835070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER
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Detailed Report
6799659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799659 NON-EXPEDITED N US-
BAYER-200835054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 5 YR BAYER

6799660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799660 NON-EXPEDITED N US-
BAYER-200835433NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6799661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799661 NON-EXPEDITED N US-
BAYER-200834998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6799662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799662 NON-EXPEDITED N US-
BAYER-200835448NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6799674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799674 NON-EXPEDITED N US-
BAYER-200835225NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

Page: 1,226 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6799675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6799675 NON-EXPEDITED N US-BAYER-
USA-2002-007843

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6800970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6800970 EXPEDITED (15-DAY) Y DS,OT TPH-00107 37 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OPTIC ATROPHY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

BLINDNESS UNILATERAL PULSED STEROID THERAPY
(CORTICOSTEROID NOS)

C  

DRUG INEFFECTIVE  
OPTIC DISC DISORDER  
OPTIC NERVE DISORDER  
OPTIC NEURITIS  
PLATELET COUNT INCREASED  
PUPILLARY REFLEX IMPAIRED  
SCOTOMA  
VISUAL ACUITY REDUCED  
VISUAL FIELD DEFECT  
VISUAL IMPAIRMENT  
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Detailed Report
6804701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6804701 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
ABDOMINAL DISTENSION  
ANXIETY  
DISTURBANCE IN ATTENTION  
HYPERTENSION  
NAUSEA  
PALPITATIONS  
VISION BLURRED  

6816517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6816517 DIRECT N LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B S ORAL 2 PILLS OF .75 MG 12

HOURS B/T 12 HOURS
LATER PO

 

ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  

6816519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2008 6816519 DIRECT Y DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
6596774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6596774 NON-EXPEDITED Y US-BAYER-
US-2005-014409

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6740635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6740635 NON-EXPEDITED N OT US-
BAYER-200831603NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE AYGESTIN C  
PROCEDURAL PAIN DARVOCET C  

6744680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6744680 NON-EXPEDITED N OT US-
BAYER-200832109NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6744682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6744682 NON-EXPEDITED N OT US-
BAYER-200832110NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6744685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6744685 NON-EXPEDITED N OT US-
BAYER-200832220NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
ABDOMINAL PAIN  
Device dislocation  
Medical device complication  

6772397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6772397 NON-EXPEDITED N OT US-
BAYER-200833906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC CYST MIRENA S 2 YR BAYER
ACNE  
DEPRESSION  
DYSPAREUNIA  
PELVIC PAIN  

6783268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6783268 NON-EXPEDITED N OT US-
BAYER-200834622NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6801019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801019 NON-EXPEDITED Y US-
BAYER-200834772NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 250 DAY BAYER
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Detailed Report
6801020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801020 NON-EXPEDITED N US-
BAYER-200835008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 1 YR BAYER

6801023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801023 NON-EXPEDITED N US-
BAYER-200835001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6801027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801027 NON-EXPEDITED Y US-
BAYER-200835094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER

6801028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801028 NON-EXPEDITED N US-
BAYER-200835114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6801030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801030 NON-EXPEDITED N US-
BAYER-200834892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6801031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801031 NON-EXPEDITED Y US-
BAYER-200835052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
ABDOMINAL PAIN  
Device expulsion  

6801032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801032 NON-EXPEDITED N US-
BAYER-200835003NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6801034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801034 NON-EXPEDITED N US-
BAYER-200835127NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 46 DAY BAYER

6801037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801037 NON-EXPEDITED N US-
BAYER-200835109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6801038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801038 NON-EXPEDITED N US-
BAYER-200835014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6801039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801039 NON-EXPEDITED N US-
BAYER-200835039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6801040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801040 NON-EXPEDITED N US-
BAYER-200835090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
PREMENSTRUAL SYNDROME  

6801042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801042 NON-EXPEDITED N US-
BAYER-200835103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER

6801046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801046 NON-EXPEDITED N US-
BAYER-200835134NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6801050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801050 NON-EXPEDITED Y US-
BAYER-200835085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6801053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801053 NON-EXPEDITED N US-
BAYER-200835126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
MENSTRUATION DELAYED  

6801054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801054 NON-EXPEDITED N US-
BAYER-200835099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 106 DAY BAYER

6801055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801055 NON-EXPEDITED N US-
BAYER-200835030NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6801056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801056 NON-EXPEDITED N US-
BAYER-200835092NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 131 DAY BAYER
PELVIC PAIN  

6801057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801057 NON-EXPEDITED N US-
BAYER-200835415NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL CERVICITIS MIRENA S INTRAUTERINE 77 DAY BAYER

6801059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801059 NON-EXPEDITED N US-
BAYER-200835249NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6801060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801060 NON-EXPEDITED N US-
BAYER-200835138NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
6801061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801061 NON-EXPEDITED Y US-
BAYER-200835471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 MTH BAYER

6801062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801062 NON-EXPEDITED N US-
BAYER-200835131NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 10 MTH BAYER
Medical device complication  
MENSTRUATION DELAYED  

6801063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801063 NON-EXPEDITED N US-
BAYER-200835145NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6801065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801065 NON-EXPEDITED N US-
BAYER-200835234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6801066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6801066 NON-EXPEDITED N US-
BAYER-200835260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6806601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6806601 DIRECT Y OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION LYBREL S ORAL ONE PILL DAILY PO  
ALOPECIA  

6810614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6810614 EXPEDITED (15-DAY) OT TPH-00110 91 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL  

GASTROINTESTINAL INFECTION  
HAEMATOCHEZIA  
MATERNAL EXPOSURE DURING PREGNANCY  
NEONATAL DISORDER  
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Detailed Report
6810631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6810631 EXPEDITED (15-DAY) OT TPH-00111 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 4 MTH

ABDOMINAL PAIN  
ABORTION THREATENED  
CAESAREAN SECTION  
DIARRHOEA  
HYPERSENSITIVITY  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

INTENTIONAL DRUG MISUSE  
MATERNAL EXPOSURE DURING PREGNANCY  
MUSCLE SPASMS  
PAIN  
PRURITUS  
SKIN DISCOLOURATION  
UTERINE CONTRACTIONS DURING
PREGNANCY

 

6830250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6830250 NON-EXPEDITED N HO 019044 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT SEASONALE S ORAL ORAL  
MUSCULAR WEAKNESS  

6830251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2008 6830251 NON-EXPEDITED Y HO 031881 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONALE S ORAL 1 TABLET QD, ORAL  
DYSPNOEA  
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Detailed Report
6528885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6528885 EXPEDITED (15-DAY) Y OT US-BAYER-
US-2007-034506

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYSTERECTOMY MIRENA S INTRAUTERINE 117 DAY BAYER
ABDOMINAL PAIN  
Product quality issue  

6577967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6577967 NON-EXPEDITED N US-
BAYER-200715269NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6636922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6636922 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200817714GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE Unit dose: 20 µG/D 7 YR BAYER

6656766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6656766 NON-EXPEDITED N US-
BAYER-200824406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE TWITCHING MIRENA S INTRAUTERINE  BAYER
HYPOAESTHESIA  
PRESYNCOPE  
PROCEDURAL PAIN  
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Detailed Report
6690220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6690220 EXPEDITED (15-DAY) N HO US-
BAYER-200826747NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE  BAYER
NEPHROLITHIASIS OXYCODONE HYDROCHLORIDE C  
DYSPAREUNIA DIAZEPAM C  
BLOOD URINE PRESENT  
GENITAL INFECTION BACTERIAL  
HEADACHE  
MENORRHAGIA  
VAGINAL ODOUR  
VOMITING  

6715812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6715812 NON-EXPEDITED Y HO,OT US-
BAYER-200829336NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 457 DAY BAYER
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  
Device dislocation  

6774120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6774120 NON-EXPEDITED N US-
BAYER-200832258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
VOMITING IN PREGNANCY  
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Detailed Report
6775041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6775041 NON-EXPEDITED N US-
BAYER-200831194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER
POLLAKIURIA  

6775051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6775051 NON-EXPEDITED N US-
BAYER-200830794NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE IBUPROFEN C  
COITAL BLEEDING  

6785708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6785708 NON-EXPEDITED Y HO,OT US-
BAYER-200835123NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
NAUSEA  
OVARIAN CYST  
TUBO-OVARIAN ABSCESS  
VAGINAL HAEMORRHAGE  
VOMITING  
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Detailed Report
6802325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802325 NON-EXPEDITED N US-
BAYER-200835227NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6802327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802327 NON-EXPEDITED Y US-
BAYER-200835235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802332 NON-EXPEDITED N US-
BAYER-200834986NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ACNE  

6802334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802334 NON-EXPEDITED N US-
BAYER-200835214NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
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Detailed Report
6802337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802337 NON-EXPEDITED N US-
BAYER-200835237NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802339 NON-EXPEDITED N US-
BAYER-200835217NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6802340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802340 NON-EXPEDITED N US-
BAYER-200835118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6802350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802350 NON-EXPEDITED N US-
BAYER-200835265NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802351 NON-EXPEDITED N US-
BAYER-200835280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802355 NON-EXPEDITED N US-
BAYER-200835292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER

6802356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802356 NON-EXPEDITED N US-
BAYER-200835286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6802358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802358 NON-EXPEDITED N US-
BAYER-200835368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 YR BAYER

6802360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802360 NON-EXPEDITED N US-
BAYER-200835297NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
NAUSEA  
NERVOUSNESS  
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Detailed Report
6802361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802361 NON-EXPEDITED N US-
BAYER-200835274NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 9 MTH BAYER
BREAST TENDERNESS  
Device expulsion  

6802362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802362 NON-EXPEDITED N US-
BAYER-200835333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 1 YR BAYER

6802363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802363 NON-EXPEDITED N US-
BAYER-200835238NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6802366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802366 NON-EXPEDITED N US-
BAYER-200835320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6802367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802367 NON-EXPEDITED N US-
BAYER-200835364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802368 NON-EXPEDITED N US-
BAYER-200835316NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802369 NON-EXPEDITED N US-
BAYER-200835339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802370 NON-EXPEDITED N US-
BAYER-200835365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 YR BAYER

6802372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802372 NON-EXPEDITED N US-
BAYER-200835327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE  BAYER
ALOPECIA  

6802373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802373 NON-EXPEDITED N US-
BAYER-200835311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802379 NON-EXPEDITED N US-
BAYER-200835303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6802380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802380 NON-EXPEDITED N US-
BAYER-200835457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6802381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802381 NON-EXPEDITED N US-
BAYER-200835328NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 34 DAY BAYER

6802383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802383 NON-EXPEDITED N US-
BAYER-200835384NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 3 YR BAYER
AMENORRHOEA  

6802384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802384 NON-EXPEDITED N US-
BAYER-200835318NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802385 NON-EXPEDITED N US-
BAYER-200835362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  

6802386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802386 NON-EXPEDITED N US-
BAYER-200835372NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802388 NON-EXPEDITED N US-
BAYER-200835335NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 MTH BAYER

MIRENA S INTRAUTERINE 38 DAY BAYER

6802389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802389 NON-EXPEDITED N US-
BAYER-200835461NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
6802390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802390 NON-EXPEDITED Y US-
BAYER-200835382NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6802392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802392 NON-EXPEDITED N US-
BAYER-200835417NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
NAUSEA  

6802393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802393 NON-EXPEDITED N US-
BAYER-200835440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802394 NON-EXPEDITED N US-
BAYER-200835463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802395 NON-EXPEDITED N US-
BAYER-200835375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
HEADACHE  
VAGINITIS BACTERIAL  

6802396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802396 NON-EXPEDITED N US-
BAYER-200835377NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6802397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802397 NON-EXPEDITED N US-
BAYER-200835447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802399 NON-EXPEDITED Y US-
BAYER-200835479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER
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Detailed Report
6802400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802400 NON-EXPEDITED N US-
BAYER-200835534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802404 NON-EXPEDITED N US-
BAYER-200835469NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 3 DAY BAYER
Medical device complication  

6802406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802406 NON-EXPEDITED N US-
BAYER-200835435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802408 NON-EXPEDITED N US-
BAYER-200835531NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6802410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802410 NON-EXPEDITED N US-
BAYER-200835478NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 16 DAY BAYER
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Detailed Report
6802413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802413 NON-EXPEDITED N US-
BAYER-200835528NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802415 NON-EXPEDITED N US-
BAYER-200835490NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802417 NON-EXPEDITED N US-
BAYER-200835535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802418 NON-EXPEDITED N US-
BAYER-200835527NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  

6802425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802425 NON-EXPEDITED N US-
BAYER-200835532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER
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Detailed Report
6802434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802434 NON-EXPEDITED N US-
BAYER-200835946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6802452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6802452 NON-EXPEDITED N US-
BAYER-200837046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6809845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6809845 DIRECT N HO,DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 1 EVERY 5 YEARS

INTRA-UTERINE
 BAYER

ALOPECIA  
DEVICE DISLOCATION  
SCAR  

6810196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6810196 DIRECT N OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE REGULAR DAILY

INTRA-UTERINE
 

IMPAIRED DRIVING ABILITY  
PRODUCT QUALITY ISSUE  

Page: 1,253 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6810330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6810330 DIRECT N RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE INTRA-UTERINE  
HAEMORRHAGE  
INFERTILITY  

6967073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2008 6967073 DIRECT N HO 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
CHILLS  
CRYING  
DIZZINESS  
FATIGUE  
FEELING OF BODY TEMPERATURE CHANGE  
HAEMORRHAGE  
HORMONE LEVEL ABNORMAL  
HOT FLUSH  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
PAIN  
PALLOR  
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Detailed Report
6557602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6557602 EXPEDITED (15-DAY) N OT FR-
BAYER-200813100GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6692814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6692814 NON-EXPEDITED Y US-
BAYER-200826726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6748906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6748906 NON-EXPEDITED Y OT US-
BAYER-200832103NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6748907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6748907 NON-EXPEDITED Y OT US-
BAYER-200832465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6750101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6750101 NON-EXPEDITED N HO,OT US-
BAYER-200832467NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
Medical device complication  
PELVIC PAIN  
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Detailed Report
6802937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6802937 EXPEDITED (15-DAY) N OT US-
BAYER-200836853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  
DYSPAREUNIA  
NAUSEA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6809568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6809568 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 UNIT INTRA-

UTERINE
 BERLEX

CHILLS  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MUSCLE SPASMS  
NAUSEA  
NIGHT SWEATS  

6815591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6815591 DIRECT Y OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR SEASONALE S QDAY  
PAIN PROVERA C  
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Detailed Report
6801978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2008 6801978 EXPEDITED (15-DAY) Y OT 035438 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN LOWER  
ABORTION THREATENED  
BREAST PAIN  
FEELING ABNORMAL  
MATERNAL EXPOSURE DURING PREGNANCY  
NAUSEA  
UTERINE HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

6803965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2008 6803965 NON-EXPEDITED N US-
BAYER-200835651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6805520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2008 6805520 EXPEDITED (15-DAY) Y 035237 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH SEASONALE S ORAL 1 TABLET, QD, ORAL  
ABDOMINAL PAIN  
MUSCLE SPASMS  

6811329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2008 6811329 DIRECT Y HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S  
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Detailed Report
6811598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2008 6811598 DIRECT N HO 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
DEVICE DISLOCATION  

6694236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6694236 NON-EXPEDITED N US-
BAYER-200819374NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER

6695417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6695417 NON-EXPEDITED Y OT US-
BAYER-200827306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 202 DAY BAYER
ABORTION SPONTANEOUS  

6704674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6704674 NON-EXPEDITED Y OT US-
BAYER-200828085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6712599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6712599 NON-EXPEDITED N US-
BAYER-200822567NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FOOD CRAVING  
GENITAL HAEMORRHAGE  
NAUSEA  

6715836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6715836 NON-EXPEDITED N OT US-
BAYER-200829331NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
BALANCE DISORDER  
INSOMNIA  
MELANOCYTIC NAEVUS  
NIPPLE PAIN  
POLLAKIURIA  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY TEST NEGATIVE  
PREGNANCY TEST URINE POSITIVE  
PROCEDURAL PAIN  
SKIN DISCOLOURATION  
VAGINAL HAEMORRHAGE  

6717531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6717531 NON-EXPEDITED N HO,OT US-
BAYER-200829375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 62 DAY BAYER
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Detailed Report
6717592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6717592 NON-EXPEDITED N US-
BAYER-200823312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
HYPOAESTHESIA  
PAIN IN EXTREMITY  
PARAESTHESIA  

6724439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6724439 NON-EXPEDITED HO,OT US-
BAYER-200829737NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 3 YR BAYER

RUPTURED ECTOPIC PREGNANCY  

6746113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6746113 NON-EXPEDITED Y HO,OT US-
BAYER-200832274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6749008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6749008 NON-EXPEDITED N US-
BAYER-200828144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
AMENORRHOEA  
BREAST PAIN  
URTICARIA  

6750103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6750103 NON-EXPEDITED N OT US-
BAYER-200832721NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6750242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6750242 NON-EXPEDITED N US-
BAYER-200830772NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
ARTHRALGIA  
BACK PAIN  
PAIN  
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Detailed Report
6750274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6750274 NON-EXPEDITED N US-
BAYER-200830803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE FE C  
GENITAL HAEMORRHAGE  

6758844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6758844 NON-EXPEDITED N US-
BAYER-200831457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
FUNGAL INFECTION  
GENITAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  

6761166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6761166 NON-EXPEDITED N US-
BAYER-200832657NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 15 DAY BAYER
ABDOMINAL PAIN  

6762430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6762430 NON-EXPEDITED N US-
BAYER-200831575NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK MASS MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6765484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6765484 NON-EXPEDITED N US-
BAYER-200831736NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
PAIN  

6772394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6772394 NON-EXPEDITED Y OT US-
BAYER-200834332NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 519 DAY BAYER
ABDOMINAL PAIN  

6779679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6779679 NON-EXPEDITED Y US-
BAYER-200828856NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

SEASONIQUE C As used: 1 DF  Unit
dose: 1 DF

 

6788901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6788901 NON-EXPEDITED N US-
BAYER-200835350NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6796611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6796611 EXPEDITED (15-DAY) N OT CA-
BAYER-200836064NA

36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
ANXIETY  
ARTHRALGIA  
CRYING  
DEPRESSED MOOD  
DIZZINESS  
DRY MOUTH  
DYSPNOEA  
GAIT DISTURBANCE  
HEADACHE  
LIMB DISCOMFORT  
NAUSEA  
NERVOUSNESS  
PALPITATIONS  
PANIC ATTACK  
PARAESTHESIA  
PARAESTHESIA ORAL  

6804680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804680 EXPEDITED (15-DAY) Y OT FR-
BAYER-200829516GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6804691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804691 EXPEDITED (15-DAY) N OT FR-
BAYER-200829536GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6804753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804753 NON-EXPEDITED N US-
BAYER-200835386NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6804755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804755 NON-EXPEDITED N US-
BAYER-200835445NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6804756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804756 NON-EXPEDITED N US-
BAYER-200835538NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6804758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804758 NON-EXPEDITED N US-
BAYER-200835425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6804761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804761 NON-EXPEDITED N US-
BAYER-200835553NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6804762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804762 NON-EXPEDITED N US-
BAYER-200835549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6804763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804763 NON-EXPEDITED N US-
BAYER-200835551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6804765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804765 NON-EXPEDITED Y US-
BAYER-200835550NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6804768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804768 NON-EXPEDITED N US-
BAYER-200835511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL INFECTION  

Page: 1,266 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6804770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804770 NON-EXPEDITED N US-
BAYER-200834935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6804773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804773 NON-EXPEDITED N US-
BAYER-200835552NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN NORETHINDRONE C Total daily dose: 10 MG  
GENITAL PAIN  
Medical device complication  
PENILE PAIN  

6804777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804777 NON-EXPEDITED Y US-
BAYER-200835436NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6804778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804778 NON-EXPEDITED Y US-
BAYER-200835808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 93 DAY BAYER
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Detailed Report
6804780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804780 NON-EXPEDITED N US-
BAYER-200835943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE  BAYER

6804781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804781 NON-EXPEDITED N US-
BAYER-200837214NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6804783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804783 NON-EXPEDITED N US-
BAYER-200835556NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 30 MTH BAYER
AMENORRHOEA  
BREAST TENDERNESS  
FATIGUE  
FLUID RETENTION  
INCREASED APPETITE  

6804785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804785 NON-EXPEDITED N US-
BAYER-200835649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONJUNCTIVITIS ALLERGIC MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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6804789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804789 NON-EXPEDITED N US-
BAYER-200835648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 1 YR BAYER
MENSTRUATION DELAYED  
POLLAKIURIA  

6804791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804791 NON-EXPEDITED N US-
BAYER-200835944NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VAGINAL DISCHARGE  

6804793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804793 NON-EXPEDITED N US-
BAYER-200835555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 2 YR BAYER
ABDOMINAL PAIN  
CANDIDIASIS  
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6804796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6804796 NON-EXPEDITED N US-
BAYER-200835557NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
WEIGHT INCREASED  

6813164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6813164 DIRECT Y OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEMALE ORGASMIC DISORDER ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.15MG 1/DAY PO 45 DAY BARR

ABDOMINAL DISTENSION  
MUSCLE SPASMS  

6814259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2008 6814259 EXPEDITED (15-DAY) N OT 036197 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL 1 TABLET, ORAL; 1

TABLET, ORAL; 1
TABLET, ORAL

 

ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
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Detailed Report
6749025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6749025 NON-EXPEDITED Y US-
BAYER-200831376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE  BAYER

6750100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6750100 NON-EXPEDITED Y OT US-
BAYER-200832304NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 41 DAY BAYER

6799673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6799673 NON-EXPEDITED Y US-
BAYER-200835067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 141 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 18 DAY BAYER
VAGINAL HAEMORRHAGE  

6805859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805859 NON-EXPEDITED N US-
BAYER-200835694NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6805861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805861 NON-EXPEDITED N US-
BAYER-200835701NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6805862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805862 NON-EXPEDITED N US-
BAYER-200835698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6805863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805863 NON-EXPEDITED Y US-
BAYER-200835679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 65 DAY BAYER

6805864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805864 NON-EXPEDITED N US-
BAYER-200835706NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

6805866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805866 NON-EXPEDITED Y US-
BAYER-200835703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6805868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805868 NON-EXPEDITED N US-
BAYER-200835723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6805869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805869 NON-EXPEDITED N US-
BAYER-200835715NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6805870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805870 NON-EXPEDITED Y US-
BAYER-200835398NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6805871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805871 NON-EXPEDITED N US-
BAYER-200835702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6805872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805872 NON-EXPEDITED Y US-
BAYER-200835727NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6805873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805873 NON-EXPEDITED N US-
BAYER-200835674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6805874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805874 NON-EXPEDITED Y US-
BAYER-200835724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6805884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805884 NON-EXPEDITED N US-
BAYER-200835814NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
OVULATION PAIN  

6805886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805886 NON-EXPEDITED N US-
BAYER-200835782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 YR BAYER

6805887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805887 NON-EXPEDITED N US-
BAYER-200835729NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6805890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805890 NON-EXPEDITED N US-
BAYER-200835740NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 1,274 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6805891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805891 NON-EXPEDITED Y US-
BAYER-200835802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6805892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805892 NON-EXPEDITED N US-
BAYER-200837506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6805894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805894 NON-EXPEDITED N US-
BAYER-200835749NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6805895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6805895 NON-EXPEDITED N US-
BAYER-200835816NA

< 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE  BAYER

6811872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6811872 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE INTRA-UTERINE  BAXTER
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Detailed Report
6812927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6812927 DIRECT N HO,DS,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S VAGINAL 1 1 VAG  
UTERINE RUPTURE  

6812935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6812935 DIRECT N 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S N/A  
ACNE  
DISCOMFORT  
FATIGUE  
LIBIDO DECREASED  
MENORRHAGIA  
MOOD SWINGS  
NODULE  
PAIN  
WEIGHT INCREASED  
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6813005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6813005 DIRECT N HO,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEHYDRATION MIRENA S INSTALLED  
ABDOMINAL PAIN  
AMENORRHOEA  
AMNESIA  
ANXIETY  
EAR INFECTION  
FATIGUE  
HOT FLUSH  
HYPERSOMNIA  
MUSCLE SPASMS  
SWEAT GLAND DISORDER  

6814204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6814204 DIRECT N RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN SEASONIQUE S ORAL 1 TABLET DAILY PO 4 MTH DURAMED
SKIN DISCOLOURATION  

6814408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2008 6814408 EXPEDITED (15-DAY) N OT ADE2008-0367 Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS FINASTERIDE S 1MG -  
PATERNAL DRUGS AFFECTING FOETUS LEVONORGESTREL S  
BACK PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON CONTRACEPTIVE  
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Detailed Report
6562740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6562740 NON-EXPEDITED Y US-
BAYER-200814153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6723384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6723384 NON-EXPEDITED N US-
BAYER-200823508NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE  BAYER
CHEST DISCOMFORT  
HEADACHE  
HEART RATE INCREASED  

6730380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6730380 NON-EXPEDITED Y US-
BAYER-200830642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6732522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6732522 EXPEDITED (15-DAY) N OT US-
BAYER-200831091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY RETENTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  
PROCEDURAL PAIN  
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Detailed Report
6742688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6742688 NON-EXPEDITED N US-
BAYER-200826284NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRICHOMONIASIS MIRENA S INTRAUTERINE  BAYER
GENITAL INFECTION FEMALE  

6751365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6751365 NON-EXPEDITED N US-
BAYER-200828595NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  

6761207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6761207 NON-EXPEDITED N US-
BAYER-200832829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE  BAYER

BIOPSY ENDOMETRIUM  

6765508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6765508 NON-EXPEDITED N US-
BAYER-200831813NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
FATIGUE  
PYREXIA  
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Detailed Report
6768714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6768714 NON-EXPEDITED Y OT US-
BAYER-200833723NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication VITAMINS C ORAL  

TYLENOL C ORAL  

6769011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6769011 NON-EXPEDITED N US-
BAYER-200827755NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 58 DAY BAYER

6779684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6779684 NON-EXPEDITED Y OT US-
BAYER-200834618NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 119 DAY BAYER
Medical device complication  
PELVIC PAIN  

6780204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6780204 NON-EXPEDITED Y HO,OT US-
BAYER-200834668NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 718 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6780205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6780205 NON-EXPEDITED N OT US-
BAYER-200834497NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 72 DAY BAYER

6784561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6784561 NON-EXPEDITED N HO,OT US-
BAYER-200835060NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 58 DAY BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  

6786783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6786783 NON-EXPEDITED N US-
BAYER-200832640NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 1 MTH BAYER
WEIGHT INCREASED ZYRTEC C  
ABDOMINAL PAIN  
ARTHRALGIA  
BACK PAIN  
DIZZINESS  
MIGRAINE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6790176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6790176 NON-EXPEDITED Y HO,OT US-
BAYER-200835586NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 49 DAY BAYER

6794352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6794352 EXPEDITED (15-DAY) Y HO,LT,OT AT-
BAYER-200828281GPV

47 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 64 MTH BAYER

6807045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807045 NON-EXPEDITED N OT US-
BAYER-200837642NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  

6807091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807091 NON-EXPEDITED N US-
BAYER-200835593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 169 DAY BAYER

6807092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807092 NON-EXPEDITED N US-
BAYER-200835580NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6807093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807093 NON-EXPEDITED N US-
BAYER-200835395NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6807094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807094 NON-EXPEDITED N US-
BAYER-200835598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 664 DAY BAYER
Medical device complication  

6807097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807097 NON-EXPEDITED N US-
BAYER-200835601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 12 DAY BAYER
ALOPECIA  
DIZZINESS  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6807098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807098 NON-EXPEDITED N US-
BAYER-200835411NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
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6807099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807099 NON-EXPEDITED N US-
BAYER-200835589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807100 NON-EXPEDITED N US-
BAYER-200835587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6807101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807101 NON-EXPEDITED N US-
BAYER-200835613NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 105 DAY BAYER

6807105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807105 NON-EXPEDITED N US-
BAYER-200835752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6807106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807106 NON-EXPEDITED N US-
BAYER-200835677NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 235 DAY BAYER
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Detailed Report
6807108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807108 NON-EXPEDITED N US-
BAYER-200835561NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807111 NON-EXPEDITED N US-
BAYER-200835672NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807112 NON-EXPEDITED N US-
BAYER-200835618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6807114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807114 NON-EXPEDITED N US-
BAYER-200835661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807117 NON-EXPEDITED N US-
BAYER-200835603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6807118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807118 NON-EXPEDITED N US-
BAYER-200835647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S  BAYER

6807125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807125 NON-EXPEDITED N US-
BAYER-200835646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER

6807128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807128 NON-EXPEDITED N US-
BAYER-200835682NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6807129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807129 NON-EXPEDITED N US-
BAYER-200835680NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 254 DAY BAYER

6807133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807133 NON-EXPEDITED N US-
BAYER-200835801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 MTH BAYER
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Detailed Report
6807135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807135 NON-EXPEDITED N US-
BAYER-200835770NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6807136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807136 NON-EXPEDITED N US-
BAYER-200835778NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6807139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807139 NON-EXPEDITED N US-
BAYER-200835768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6807140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807140 NON-EXPEDITED Y US-
BAYER-200835776NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6807150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807150 NON-EXPEDITED N US-
BAYER-200835833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
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6807151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807151 NON-EXPEDITED N US-
BAYER-200835865NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 MTH BAYER

6807152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807152 NON-EXPEDITED N US-
BAYER-200835825NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 17 DAY BAYER
Device expulsion  

6807153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807153 NON-EXPEDITED N US-
BAYER-200835824NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER

6807155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807155 NON-EXPEDITED N US-
BAYER-200835835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6807156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807156 NON-EXPEDITED N US-
BAYER-200835977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER
HEADACHE  
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Detailed Report
6807157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807157 NON-EXPEDITED Y US-
BAYER-200836044NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807160 NON-EXPEDITED N US-
BAYER-200835953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER

6807161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807161 NON-EXPEDITED N US-
BAYER-200835969NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE  BAYER

6807162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807162 NON-EXPEDITED N US-
BAYER-200836140NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6807164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807164 NON-EXPEDITED N US-
BAYER-200835792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6807166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807166 NON-EXPEDITED N US-
BAYER-200835892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6807169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807169 NON-EXPEDITED N US-
BAYER-200835884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6807171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807171 NON-EXPEDITED N US-
BAYER-200836046NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 150 DAY BAYER

6807172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807172 NON-EXPEDITED N US-
BAYER-200836383NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
6807173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807173 NON-EXPEDITED N US-
BAYER-200836032NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ACNE  
EMOTIONAL DISORDER  
HEADACHE  
PRESYNCOPE  
WEIGHT INCREASED  

6807174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807174 NON-EXPEDITED N US-
BAYER-200835951NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

6807183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807183 NON-EXPEDITED Y US-
BAYER-200836036NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 42 DAY BAYER
Medical device complication  

6807186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807186 NON-EXPEDITED N US-
BAYER-200835883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
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Detailed Report
6807190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807190 NON-EXPEDITED Y US-
BAYER-200836047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6807191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807191 NON-EXPEDITED N US-
BAYER-200836176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6807196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6807196 NON-EXPEDITED N US-
BAYER-200836391NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6815197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6815197 DIRECT N DS,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FORMICATION MIRENA S 2 YR
FEAR  
LEGAL PROBLEM  
MOOD SWINGS  
SCAR  
VAGINAL DISCHARGE  
VAGINAL DISORDER  
VAGINAL ODOUR  
VULVOVAGINAL PRURITUS  
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Detailed Report
6815199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6815199 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S  
GENERAL PHYSICAL HEALTH DETERIORATION  

6815311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6815311 DIRECT N OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE INTRA-UTERINE  
DEVICE BREAKAGE  

6816523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6816523 EXPEDITED (15-DAY) OT TPH-00114 23 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

NAUSEA ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL  

INCREASED APPETITE  

6816524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2008 6816524 EXPEDITED (15-DAY) OT TPH-00115 19 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ABDOMINAL DISCOMFORT  
DRY MOUTH  
SOMNOLENCE  
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Detailed Report
6536069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6536069 NON-EXPEDITED N US-
BAYER-200811320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6744306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6744306 NON-EXPEDITED N US-
BAYER-200831652NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6751371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6751371 NON-EXPEDITED N US-
BAYER-200832393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6808220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6808220 NON-EXPEDITED N US-
BAYER-200835584NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 54 DAY BAYER

6808223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6808223 NON-EXPEDITED N US-
BAYER-200835488NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6808224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2008 6808224 NON-EXPEDITED N US-
BAYER-200835693NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULAR WEAKNESS MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
JOINT INSTABILITY  
MYALGIA  

6779279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6779279 NON-EXPEDITED N OT US-
BAYER-200834634NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

6809126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6809126 EXPEDITED (15-DAY) Y OT PHHY2008FR27077 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS TEGRETOL S ORAL 600 mg, QD  
PREGNANCY ON CONTRACEPTIVE BROMAZEPAM C 12 mg, TID  
METRORRHAGIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  

DRUG INTERACTION  

6809293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6809293 NON-EXPEDITED N US-
BAYER-200835612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 74 DAY BAYER
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Detailed Report
6809444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6809444 NON-EXPEDITED N US-
BAYER-200835606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6809446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6809446 NON-EXPEDITED N US-
BAYER-200835786NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6809448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6809448 NON-EXPEDITED N US-
BAYER-200835826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6825654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2008 6825654 EXPEDITED (15-DAY) OT 64555/ 213 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY LEVONORGESTREL S  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PROPECIA S 1 MG  

ABORTION SPONTANEOUS  
BACK PAIN  
PATERNAL DRUGS AFFECTING FOETUS  
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Detailed Report
6541993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6541993 NON-EXPEDITED N US-BAYER-
US-2007-043402

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6760133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6760133 NON-EXPEDITED N US-
BAYER-200833304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
UTERINE PAIN  
VAGINAL HAEMORRHAGE  

6810424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810424 NON-EXPEDITED N US-
BAYER-200835980NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 307 DAY BAYER

6810430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810430 NON-EXPEDITED N US-
BAYER-200836043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6810431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810431 NON-EXPEDITED Y US-
BAYER-200836042NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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Detailed Report
6810432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810432 NON-EXPEDITED N US-
BAYER-200835967NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

6810442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810442 NON-EXPEDITED Y US-
BAYER-200836038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6810449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810449 NON-EXPEDITED N US-
BAYER-200836063NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6810451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810451 NON-EXPEDITED N US-
BAYER-200836086NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 113 DAY BAYER

6810452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810452 NON-EXPEDITED N US-
BAYER-200836132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6810453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810453 NON-EXPEDITED N US-
BAYER-200836125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 997 DAY BAYER

6810454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810454 NON-EXPEDITED N US-
BAYER-200836045NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6810456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810456 NON-EXPEDITED N US-
BAYER-200835960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6810458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810458 NON-EXPEDITED N US-
BAYER-200835970NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6810459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810459 NON-EXPEDITED N US-
BAYER-200836071NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 958 DAY BAYER
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Detailed Report
6810460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6810460 NON-EXPEDITED N US-
BAYER-200836048NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6817081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2008 6817081 DIRECT N 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE INTRA-UTERINE  
ABDOMINAL PAIN  
DEPRESSION  
FATIGUE  
MALAISE  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

6487021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6487021 NON-EXPEDITED Y HO US-BAYER-
US-2007-041774

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 50 DAY BAYER
PROCEDURAL PAIN  

Page: 1,300 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6510554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6510554 NON-EXPEDITED N OT US-BAYER-
US-2007-043205

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 16 MTH BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BREAST TENDERNESS  
ENDOMETRITIS  
UTERINE INFECTION  
VAGINAL DISCHARGE  

6522417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6522417 NON-EXPEDITED Y OT US-BAYER-
US-2007-043534

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

ZITHROMAX C  

6551657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6551657 NON-EXPEDITED Y US-
BAYER-200813009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6608839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6608839 NON-EXPEDITED N HO,OT US-
BAYER-200818231NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 313 DAY BAYER
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
PAIN  
PROCEDURAL PAIN  
VOMITING  

6650383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6650383 NON-EXPEDITED N OT US-
BAYER-200823590NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1778 DAY BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
GENITAL HAEMORRHAGE  
Medical device complication  
PROCEDURAL PAIN  

Page: 1,302 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6674866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6674866 NON-EXPEDITED N OT US-
BAYER-200825881NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE 130 DAY BAYER
MENOMETRORRHAGIA ZOLOFT C  
ABDOMINAL DISTENSION FLOVENT C  
ADNEXA UTERI PAIN CALCIUM C  
ACNE  
BREAST ENLARGEMENT  
BREAST PAIN  
BREAST TENDERNESS  

6712535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6712535 NON-EXPEDITED N OT US-
BAYER-200828485NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 304 DAY BAYER
DEVICE BREAKAGE  
Medical device complication  
VAGINAL HAEMORRHAGE  
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6731388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6731388 EXPEDITED (15-DAY) N LT,OT US-
BAYER-200830908NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
CEREBRAL THROMBOSIS  
GENITAL PAIN  
HEADACHE  
LIFE SUPPORT  
MIGRAINE  
NAUSEA  

6736970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6736970 NON-EXPEDITED N OT US-
BAYER-200831304NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S 140 DAY BAYER
ABDOMINAL PAIN UPPER  
Device dislocation  
Medical device complication  
METRORRHAGIA  
PROCEDURAL PAIN  

6758879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6758879 NON-EXPEDITED Y OT US-
BAYER-200833011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 141 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
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Detailed Report
6760104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6760104 EXPEDITED (15-DAY) N OT DE-
BAYER-200825907GPV

48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER

6760109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6760109 NON-EXPEDITED N OT US-
BAYER-200833262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 198 DAY BAYER

6760114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6760114 NON-EXPEDITED Y OT US-
BAYER-200833279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6760117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6760117 NON-EXPEDITED N OT US-
BAYER-200833350NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 99 DAY BAYER
Medical device complication  
UTERINE PAIN  

6780207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6780207 EXPEDITED (15-DAY) N HO,DS,LT,OT DE-
BAYER-200827231GPV

48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE  BAYER
VENTRICULAR FIBRILLATION  
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Detailed Report
6783269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6783269 NON-EXPEDITED N OT US-
BAYER-200835043NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6790166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6790166 NON-EXPEDITED N HO,OT US-
BAYER-200835179NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 39 DAY BAYER

GENERALISED OEDEMA CHANTIX C ORAL  
ABASIA KLONOPIN C ORAL  

ABILIFY C  
BENTYL C  

6790178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6790178 NON-EXPEDITED N OT US-
BAYER-200835588NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
6812111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812111 EXPEDITED (15-DAY) Y OT AT-
BAYER-200827940GPV

42 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
VERTIGO  

6812115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812115 EXPEDITED (15-DAY) N OT US-
BAYER-200837908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER

6812116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812116 NON-EXPEDITED Y OT US-BAYER-
US-2007-043327

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 22 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6812279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812279 NON-EXPEDITED Y US-
BAYER-200836059NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6812280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812280 EXPEDITED (15-DAY) N DE US-WYE-H06795008 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL THROMBOSIS LYBREL S UNKNOWN unknown  WYETH
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Detailed Report
6812287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812287 NON-EXPEDITED Y US-
BAYER-200836084NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6812289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812289 NON-EXPEDITED N US-
BAYER-200836074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6812290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812290 NON-EXPEDITED N US-
BAYER-200836056NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 41 DAY BAYER
ALOPECIA  
DEPRESSED MOOD  
DIZZINESS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6812291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812291 NON-EXPEDITED N US-
BAYER-200836067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL PAIN  
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Detailed Report
6812292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812292 NON-EXPEDITED N US-
BAYER-200836060NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
Device expulsion COUMADIN C  

6812293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812293 NON-EXPEDITED N US-
BAYER-200836183NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6812295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812295 NON-EXPEDITED N US-
BAYER-200836196NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6812296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812296 NON-EXPEDITED N US-
BAYER-200837383NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 MTH BAYER
ABDOMINAL PAIN LOWER  
OLIGOMENORRHOEA  

6812299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812299 NON-EXPEDITED N US-
BAYER-200836198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6812300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812300 NON-EXPEDITED N US-
BAYER-200836133NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6812302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812302 NON-EXPEDITED N US-
BAYER-200836197NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6812304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812304 NON-EXPEDITED Y US-
BAYER-200836179NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 148 DAY BAYER
Device expulsion  

6812309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812309 NON-EXPEDITED N US-
BAYER-200836092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
NERVOUSNESS  
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Detailed Report
6812310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812310 NON-EXPEDITED N US-
BAYER-200836114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 260 DAY BAYER

6812311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812311 NON-EXPEDITED N US-
BAYER-200836112NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 152 DAY BAYER

6812313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812313 NON-EXPEDITED N US-
BAYER-200836097NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6812314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812314 NON-EXPEDITED N US-
BAYER-200836203NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6812315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812315 NON-EXPEDITED N US-
BAYER-200837472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER
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Detailed Report
6812318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6812318 NON-EXPEDITED Y US-
BAYER-200836201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE  BAYER

6698258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6698258 EXPEDITED (15-DAY) N OT US-
BAYER-200827470NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

6713797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6713797 NON-EXPEDITED N US-
BAYER-200829119NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BREAST TENDERNESS  
FATIGUE  
GENITAL HAEMORRHAGE  
MOOD SWINGS  

Page: 1,312 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6742988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6742988 NON-EXPEDITED N US-
BAYER-200830028NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
NAUSEA  

6754835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6754835 NON-EXPEDITED N US-
BAYER-200830913NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PAIN  
VAGINAL HAEMORRHAGE  

6761214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6761214 NON-EXPEDITED N US-
BAYER-200833484NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 59 DAY BAYER
ABDOMINAL PAIN LOWER  

6777985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6777985 NON-EXPEDITED N US-
BAYER-200831919NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GALACTORRHOEA MIRENA S INTRAUTERINE 6 MTH BAYER
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Detailed Report
6781982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6781982 NON-EXPEDITED N HO US-
BAYER-200834741NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 39 DAY BAYER
BLADDER DISCOMFORT  
PELVIC PAIN  
PYREXIA  

6789097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6789097 NON-EXPEDITED N US-
BAYER-200831756NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6789157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6789157 NON-EXPEDITED N US-
BAYER-200832490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DYSPNOEA  

6789212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6789212 NON-EXPEDITED Y US-
BAYER-200833032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
Medical device complication  
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6789244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6789244 NON-EXPEDITED N US-
BAYER-200833395NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE  BAYER
ANXIETY  

6789933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6789933 NON-EXPEDITED N US-
BAYER-200833859NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRACAVERNOSA  BAYER
ABDOMINAL DISCOMFORT  

6794434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6794434 NON-EXPEDITED N US-
BAYER-200834403NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 14 DAY BAYER
PRURITUS TYLENOL C  
PROCEDURAL PAIN  
URTICARIA  
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6806559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6806559 EXPEDITED (15-DAY) Y HO 035330 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS PLAN B S ORAL TABLET, ORAL  
MATERNAL EXPOSURE DURING PREGNANCY FLUOXETINE C  
ABDOMINAL PAIN UPPER  
ALANINE AMINOTRANSFERASE INCREASED  
ASPARTATE AMINOTRANSFERASE
DECREASED

 

BACK PAIN  
BLOOD ALKALINE PHOSPHATASE INCREASED  
BLOOD BILIRUBIN INCREASED  
CONDITION AGGRAVATED  
UNINTENDED PREGNANCY  

6813466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813466 EXPEDITED (15-DAY) Y OT GB-
BAYER-200830111GPV

39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER STAGE I MIRENA S INTRAUTERINE 4 YR BAYER
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6813542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813542 NON-EXPEDITED N US-
BAYER-200836005NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
ACNE CYSTIC  
PAIN  
SCAR  
STRESS  
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6813545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813545 NON-EXPEDITED N US-
BAYER-200835785NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
NAUSEA  

6813551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813551 NON-EXPEDITED N US-
BAYER-200836273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6813552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813552 NON-EXPEDITED N US-
BAYER-200836285NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6813553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813553 NON-EXPEDITED N US-
BAYER-200836281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6813554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813554 NON-EXPEDITED N US-
BAYER-200836264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6813555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813555 NON-EXPEDITED N US-
BAYER-200836253NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER
URTICARIA  
VAGINAL HAEMORRHAGE  

6813556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813556 NON-EXPEDITED N US-
BAYER-200836175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6813557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813557 NON-EXPEDITED N US-
BAYER-200836262NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 142 DAY BAYER
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
AMENORRHOEA  
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6813558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813558 NON-EXPEDITED N US-
BAYER-200836218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6813560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813560 NON-EXPEDITED N US-
BAYER-200836263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
MOOD SWINGS  

6813566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813566 NON-EXPEDITED N US-
BAYER-200836306NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
VICODIN C  

6813569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813569 NON-EXPEDITED N US-
BAYER-200836283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6813571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813571 NON-EXPEDITED Y US-
BAYER-200836235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6813572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813572 NON-EXPEDITED N US-
BAYER-200836310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6813573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813573 NON-EXPEDITED N US-
BAYER-200836439NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6813574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813574 NON-EXPEDITED N US-
BAYER-200836277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6813575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813575 NON-EXPEDITED N US-
BAYER-200836271NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6813576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813576 NON-EXPEDITED Y US-
BAYER-200836194NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6813577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813577 NON-EXPEDITED N US-
BAYER-200836399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
HYPOMENORRHOEA  

6813579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813579 NON-EXPEDITED N US-
BAYER-200836478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6813580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813580 NON-EXPEDITED Y US-
BAYER-200836513NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6813581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813581 NON-EXPEDITED N US-
BAYER-200836479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6813582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813582 NON-EXPEDITED N US-
BAYER-200836435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6813584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813584 NON-EXPEDITED N US-
BAYER-200836481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6813585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813585 NON-EXPEDITED N US-
BAYER-200836429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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6813586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813586 NON-EXPEDITED N US-
BAYER-200836325NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Device expulsion  
Medical device complication  

6813589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813589 NON-EXPEDITED Y US-
BAYER-200836539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6813590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813590 NON-EXPEDITED N US-
BAYER-200836386NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6813595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813595 NON-EXPEDITED N US-
BAYER-200836378NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6813596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813596 NON-EXPEDITED N US-
BAYER-200836374NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6813598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813598 NON-EXPEDITED N US-
BAYER-200836520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

6813599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813599 NON-EXPEDITED N US-
BAYER-200836560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6813600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813600 NON-EXPEDITED N US-
BAYER-200836557NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
LIBIDO DECREASED  

6813603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813603 NON-EXPEDITED N US-
BAYER-200836749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 240 DAY BAYER

6813604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813604 NON-EXPEDITED Y US-
BAYER-200836447NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
UTERINE STENOSIS  
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6813605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6813605 NON-EXPEDITED N US-
BAYER-200836558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 7 DAY BAYER
HEADACHE  
VOMITING  

6819147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2008 6819147 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS INTRA-

UTERINE
 BAYER

FIBROCYSTIC BREAST DISEASE  
INFECTION  
INFERTILITY FEMALE  
MALAISE  
POLYMENORRHOEA  
THROMBOSIS  
UTERINE DISORDER  

6692726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6692726 NON-EXPEDITED N OT US-
BAYER-200827169NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 5 YR BAYER
POLLAKIURIA CYTOTEC C  
BLADDER DISCOMFORT ULTRAM C 3 DAY
COMPLICATION OF DEVICE REMOVAL INTRAVENOUS SEDATION C INTRAVENOUS  
PROCEDURAL PAIN BACTRIM DS C 3 DAY
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6718621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6718621 EXPEDITED (15-DAY) Y OT GB-
BAYER-200811720BNE

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
EMOTIONAL DISTRESS  

6729279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6729279 EXPEDITED (15-DAY) N OT US-
BAYER-200830538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKAEMIA MIRENA S INTRAUTERINE 5 MTH BAYER

6765269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6765269 NON-EXPEDITED N OT US-
BAYER-200833595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 29 DAY BAYER

6765273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6765273 NON-EXPEDITED N HO,OT US-
BAYER-200833674NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 7 DAY BAYER
ABDOMINAL PAIN LOWER PERCOCET C ORAL  
PROCEDURAL PAIN NAPROXEN C ORAL  
COMPLICATION OF DEVICE INSERTION  
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6768672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6768672 NON-EXPEDITED N OT US-
BAYER-200833686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6814415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814415 EXPEDITED (15-DAY) N OT FR-
BAYER-200830062GPV

25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FACE OEDEMA MIRENA S INTRAUTERINE Unit dose: 52 MG 3 MTH BAYER
GENITAL HAEMORRHAGE  

6814418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814418 EXPEDITED (15-DAY) Y DS CH-
BAYER-200828366GPV

21 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROADENOMA OF BREAST MIRENA S INTRAUTERINE  BAYER

CYKLOKAPRON C  
BERINERT B C  

6814421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814421 EXPEDITED (15-DAY) N OT US-
BAYER-200838280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
UTERINE RUPTURE  
VULVOVAGINAL MYCOTIC INFECTION  
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6814429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814429 NON-EXPEDITED N US-
BAYER-200838145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE  BAYER
AURICULAR SWELLING  

6814430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814430 NON-EXPEDITED N US-
BAYER-200836340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER

6814431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814431 NON-EXPEDITED N US-
BAYER-200838112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6814432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814432 NON-EXPEDITED N US-
BAYER-200837280NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6814433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6814433 NON-EXPEDITED N US-
BAYER-200838282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 102 DAY BAYER
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6819781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6819781 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRA-CERVICAL ONE IUD

INTRACERVICAL
 BAYER

ACNE  
CRYING  
DEPRESSION  
FATIGUE  
HAEMORRHAGE  
HIRSUTISM  
HOSTILITY  
LOSS OF LIBIDO  
MALAISE  
MUSCLE SPASMS  
NAUSEA  
SKIN ULCER  
SUICIDAL IDEATION  
WEIGHT INCREASED  
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6819911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2008 6819911 DIRECT N HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 3 MTH
BREAST TENDERNESS  
EMOTIONAL DISORDER  
FATIGUE  
HAEMORRHAGE  
HYPOAESTHESIA  
NAUSEA  
OVARIAN CYST  
VAGINAL DISCHARGE  
VITAMIN B12 DEFICIENCY  

6730304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6730304 EXPEDITED (15-DAY) N OT US-
BAYER-200830851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 248 DAY BAYER
Device expulsion  

6789917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6789917 NON-EXPEDITED Y US-
BAYER-200833722NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 455 DAY BAYER
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Detailed Report
6815526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6815526 NON-EXPEDITED N OT US-
BAYER-200838507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 2 YR BAYER

6815541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6815541 NON-EXPEDITED Y US-
BAYER-200837278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

6815542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6815542 NON-EXPEDITED N US-
BAYER-200837281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6820921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6820921 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S  
AFFECTIVE DISORDER  
BACK PAIN  
MENTAL DISORDER  
NIGHT SWEATS  
WEIGHT INCREASED  
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Detailed Report
6823345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6823345 EXPEDITED (15-DAY) N DE 036691 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS SEASONIQUE S  
CEREBRAL THROMBOSIS LYBREL S  

6823356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2008 6823356 EXPEDITED (15-DAY) N OT 036761 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL TABLET, ORAL  
BLOOD URINE PRESENT  

6543200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6543200 NON-EXPEDITED Y US-
BAYER-200812234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6760107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6760107 EXPEDITED (15-DAY) Y OT BE-
BAYER-200826010GPV

41 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
ERYTHEMA  
FEELING HOT  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
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Detailed Report
6813602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6813602 NON-EXPEDITED N US-
BAYER-200838026NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6816550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816550 NON-EXPEDITED N US-
BAYER-200836582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6816552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816552 NON-EXPEDITED N US-
BAYER-200836584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORGASM ABNORMAL MIRENA S INTRAUTERINE  BAYER

6816553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816553 NON-EXPEDITED Y US-
BAYER-200835699NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6816555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816555 NON-EXPEDITED N US-
BAYER-200836553NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER
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6816563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816563 NON-EXPEDITED N US-
BAYER-200835696NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6816564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816564 NON-EXPEDITED N US-
BAYER-200836578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6816565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816565 NON-EXPEDITED N US-
BAYER-200836579NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6816570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816570 NON-EXPEDITED N US-
BAYER-200836613NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 8 DAY BAYER

6816571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816571 NON-EXPEDITED N US-
BAYER-200836588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER
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Detailed Report
6816573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816573 NON-EXPEDITED N US-
BAYER-200836706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

6816576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816576 NON-EXPEDITED N US-
BAYER-200836902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6816577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816577 NON-EXPEDITED N US-
BAYER-200836593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER
NAUSEA  

6816579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816579 NON-EXPEDITED N US-
BAYER-200836587NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6816580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6816580 NON-EXPEDITED N US-
BAYER-200837202NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER
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Detailed Report
6825624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2008 6825624 EXPEDITED (15-DAY) N OT 036928 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL TABLET, ORAL  
ABORTION SPONTANEOUS  
UNINTENDED PREGNANCY  
VAGINAL HAEMORRHAGE  

6515963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6515963 NON-EXPEDITED N US-
BAYER-200716944NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 46 MTH BAYER
ABDOMINAL PAIN  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

6551680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6551680 NON-EXPEDITED Y US-
BAYER-200812942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6574269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6574269 NON-EXPEDITED N US-
BAYER-200815512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6607251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6607251 NON-EXPEDITED N US-
BAYER-200818376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6668399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6668399 NON-EXPEDITED N OT US-
BAYER-200825357NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 510 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
PELVIC PAIN  

6750244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6750244 NON-EXPEDITED N US-
BAYER-200830713NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6785701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6785701 EXPEDITED (15-DAY) Y HO GB-
BAYER-200812231BNE

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CELLULITIS MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
ARTHRITIS REACTIVE  
JOINT SWELLING  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
SYNOVIAL DISORDER  

6788904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6788904 NON-EXPEDITED Y OT US-
BAYER-200835349NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 42 DAY BAYER
PELVIC PAIN FLAGYL C As used: 2 G  
VAGINAL ODOUR LEXAPRO C ORAL Total daily dose: 20 MG  
VAGINAL DISCHARGE SEROQUEL C ORAL Total daily dose: 25 MG  
TRICHOMONIASIS AMBIEN C ORAL Total daily dose: 12.5

MG
 

ZYRTEC C ORAL Total daily dose: 10 MG  
ALBUTEROL C INHALATION Total daily dose: 2 PUFF  
ALA-CORT C  
NASONEX C NASAL Total daily dose: 2 PUFF  

6793141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6793141 NON-EXPEDITED Y OT US-
BAYER-200835949NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 46 DAY BAYER
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Detailed Report
6793265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6793265 NON-EXPEDITED N OT US-
BAYER-200835912NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

6795409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6795409 EXPEDITED (15-DAY) N HO AU-
BAYER-200827467GPV

41 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foreign body MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 MTH BAYER
DEVICE BREAKAGE  
INFERTILITY FEMALE  

6796606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6796606 NON-EXPEDITED Y OT US-
BAYER-200836204NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6796607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6796607 NON-EXPEDITED N OT US-
BAYER-200836258NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 42 DAY BAYER
Medical device complication  
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Detailed Report
6799599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6799599 NON-EXPEDITED Y OT US-
BAYER-200836502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S  BAYER
SYNCOPE  

6817986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6817986 NON-EXPEDITED N OT US-
BAYER-200838532NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Medical device complication  

6818049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818049 NON-EXPEDITED N US-
BAYER-200836618NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 8 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
UTERINE PAIN  

6818052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818052 NON-EXPEDITED N US-
BAYER-200836591NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6818055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818055 NON-EXPEDITED N US-
BAYER-200836565NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6818061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818061 NON-EXPEDITED N US-
BAYER-200836639NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6818062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818062 NON-EXPEDITED N US-
BAYER-200835718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6818063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818063 NON-EXPEDITED N US-
BAYER-200836674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6818064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818064 NON-EXPEDITED N US-
BAYER-200836708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
HEADACHE  
HYPOAESTHESIA  
NAUSEA  
PAIN IN EXTREMITY  

6818065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818065 NON-EXPEDITED N US-
BAYER-200836731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6818066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818066 NON-EXPEDITED N US-
BAYER-200836756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6818067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818067 NON-EXPEDITED N US-
BAYER-200836585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6818068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818068 NON-EXPEDITED N US-
BAYER-200836663NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6818074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818074 NON-EXPEDITED N US-
BAYER-200836719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6818075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818075 NON-EXPEDITED N US-
BAYER-200836726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6818077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818077 NON-EXPEDITED N US-
BAYER-200836727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6818079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818079 NON-EXPEDITED N US-
BAYER-200836682NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER
HEADACHE  
SENSATION OF FOREIGN BODY  
Upper-airway cough syndrome  

6818080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818080 NON-EXPEDITED N US-
BAYER-200836770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6818081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818081 NON-EXPEDITED Y US-
BAYER-200836765NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 194 DAY BAYER
Device expulsion  

6818083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818083 NON-EXPEDITED N US-
BAYER-200836690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6818084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818084 NON-EXPEDITED N US-
BAYER-200836766NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6818086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818086 NON-EXPEDITED N US-
BAYER-200836760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 88 DAY BAYER

6818087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818087 NON-EXPEDITED Y US-
BAYER-200836733NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6818088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818088 NON-EXPEDITED N US-
BAYER-200836768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6818089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818089 NON-EXPEDITED N US-
BAYER-200836758NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 70 DAY BAYER
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Detailed Report
6818090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818090 NON-EXPEDITED N US-
BAYER-200836724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6818096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818096 NON-EXPEDITED N US-
BAYER-200836802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6818099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818099 NON-EXPEDITED N US-
BAYER-200836775NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA AUGMENTIN C ORAL Total daily dose: 2000

MG
 

6818101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818101 NON-EXPEDITED N US-
BAYER-200836790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6818102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6818102 NON-EXPEDITED N US-
BAYER-200836783NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER
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Detailed Report
6823058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6823058 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY PO  BARR

6825398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6825398 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

6828929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6828929 EXPEDITED (15-DAY) Y HO,LT 2008GR_BP0669 37 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOTIC THROMBOCYTOPENIC PURPURA LEVONORGESTREL S ORAL (1.5 MG, 1 TABLET,

SINGLE DOSE) ORAL
1 DAY

ENCEPHALITIS HERPES  
EYE HAEMORRHAGE  
HAEMATOMA  
HEADACHE  
HEMIPARESIS  
RETINAL DETACHMENT  

6829743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6829743 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S 11 MTH
HYPOAESTHESIA  
IRRITABILITY  
LOSS OF LIBIDO  
PARAESTHESIA  
TINNITUS  
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6829811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6829811 DIRECT N HO,DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S  
CHILLS  
DEVICE DISLOCATION  
HEART RATE INCREASED  
PYREXIA  

6830975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6830975 DIRECT DS,OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S 9 DAY
BACK PAIN  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  

6831053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6831053 DIRECT N 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE QTY 1 5 YEARS INTRA-

UTERINE
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6831134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6831134 DIRECT N HO,LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRANULOMA MIRENA S  BERLEX
ANAEMIA  
BACTERIAL INFECTION  
CERVIX DISORDER  
CHILLS  
HEPATIC LESION  
LUNG NEOPLASM  
NIGHT SWEATS  
PYREXIA  
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6838679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2008 6838679 DIRECT Y DE,HO,LT 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA ALESSE 28 S  
SOFT TISSUE DISORDER MOTRIN C  
ANURIA  
BLOOD CREATININE INCREASED  
BLOOD PRESSURE DIASTOLIC INCREASED  
FALL  
HEART RATE INCREASED  
HYPOTENSION  
NERVOUS SYSTEM DISORDER  
PAIN  
PULMONARY EMBOLISM  
PULSE ABSENT  
PUPIL FIXED  
SOFT TISSUE INFLAMMATION  
SYNCOPE  
UNRESPONSIVE TO STIMULI  

6708960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6708960 NON-EXPEDITED Y US-
BAYER-200827117NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
DEVICE MALFUNCTION  
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6708968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6708968 NON-EXPEDITED Y US-
BAYER-200827957NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6780200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6780200 NON-EXPEDITED Y OT US-
BAYER-200834677NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
Medical device complication DOCUSATE SODIUM C  
GENITAL HAEMORRHAGE PRECARE PREMIERE POST

NATAL VITAMIN
C ORAL  

VAGINAL DISCHARGE  

6781983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6781983 NON-EXPEDITED N HO,OT US-
BAYER-200834838NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 128 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

6789246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6789246 NON-EXPEDITED N US-
BAYER-200833497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
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6791255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6791255 NON-EXPEDITED Y US-
BAYER-200834020NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER

6795374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6795374 NON-EXPEDITED N OT US-
BAYER-200836069NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER
Syncope  

6801049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6801049 NON-EXPEDITED Y US-
BAYER-200836636NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER
PELVIC DISCOMFORT  

6801058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6801058 NON-EXPEDITED Y US-
BAYER-200836506NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
HYPOAESTHESIA  
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6819252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819252 NON-EXPEDITED N US-
BAYER-200836669NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 349 DAY BAYER

6819253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819253 NON-EXPEDITED N US-
BAYER-200836829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6819254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819254 NON-EXPEDITED N US-
BAYER-200836957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6819257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819257 NON-EXPEDITED N US-
BAYER-200836886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819258 NON-EXPEDITED N US-
BAYER-200836892NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6819259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819259 NON-EXPEDITED N US-
BAYER-200836884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819260 NON-EXPEDITED N US-
BAYER-200836950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6819261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819261 NON-EXPEDITED N US-
BAYER-200836891NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER

6819263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819263 NON-EXPEDITED Y US-
BAYER-200836888NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 MTH BAYER

6819264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819264 NON-EXPEDITED N US-
BAYER-200836887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6819265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819265 NON-EXPEDITED N US-
BAYER-200836878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6819266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819266 NON-EXPEDITED N US-
BAYER-200836916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6819267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819267 NON-EXPEDITED N US-
BAYER-200836931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6819268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819268 NON-EXPEDITED N US-
BAYER-200836880NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6819269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819269 NON-EXPEDITED N US-
BAYER-200836883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

Page: 1,355 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6819270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819270 NON-EXPEDITED N US-
BAYER-200836885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819271 NON-EXPEDITED N US-
BAYER-200836929NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6819273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819273 NON-EXPEDITED N US-
BAYER-200836901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 MTH BAYER

6819274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819274 NON-EXPEDITED N US-
BAYER-200836986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6819275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819275 NON-EXPEDITED Y US-
BAYER-200836832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 103 DAY BAYER
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6819279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819279 NON-EXPEDITED Y US-
BAYER-200837079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819287 NON-EXPEDITED Y US-
BAYER-200837007NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6819288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819288 NON-EXPEDITED Y US-
BAYER-200837075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6819289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819289 NON-EXPEDITED Y US-
BAYER-200836997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 98 DAY BAYER

6819291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819291 NON-EXPEDITED Y US-
BAYER-200836960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER
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6819292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819292 NON-EXPEDITED N US-
BAYER-200836978NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  

6819294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819294 NON-EXPEDITED Y US-
BAYER-200837063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6819295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819295 NON-EXPEDITED Y US-
BAYER-200837034NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6819296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819296 NON-EXPEDITED Y US-
BAYER-200837005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6819319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819319 NON-EXPEDITED N US-
BAYER-200836371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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6819320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819320 NON-EXPEDITED N US-
BAYER-200836433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6819321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819321 NON-EXPEDITED N US-
BAYER-200836350NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819324 NON-EXPEDITED N US-
BAYER-200836393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

6819329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819329 NON-EXPEDITED N US-
BAYER-200836142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6819335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819335 NON-EXPEDITED N US-
BAYER-200836352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6819337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819337 NON-EXPEDITED N US-
BAYER-200836687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
Medical device complication  

6819340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819340 NON-EXPEDITED Y US-
BAYER-200836357NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 1 MTH BAYER
Medical device complication  

6819348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819348 NON-EXPEDITED N US-
BAYER-200836804NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER

6819349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819349 NON-EXPEDITED Y US-
BAYER-200836864NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819351 NON-EXPEDITED N US-
BAYER-200836841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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6819353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819353 NON-EXPEDITED N US-
BAYER-200836851NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6819354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819354 NON-EXPEDITED N US-
BAYER-200836860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 14 WEEK BAYER
GENITAL HAEMORRHAGE  

6819357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819357 NON-EXPEDITED N US-
BAYER-200836676NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
MENORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  

6819360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6819360 NON-EXPEDITED N US-
BAYER-200836856NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

SEMCON FE C  
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Detailed Report
6647437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6647437 NON-EXPEDITED N OT US-
BAYER-200823239NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 15 DAY BAYER
PAIN  

6731389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6731389 EXPEDITED (15-DAY) Y OT US-
BAYER-200830907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRECANCEROUS CELLS PRESENT MIRENA S INTRAUTERINE  BAYER

6790175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6790175 NON-EXPEDITED Y OT US-
BAYER-200835659NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 61 DAY BAYER

6790670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6790670 EXPEDITED (15-DAY) HO 2008GR_BP0508 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY LEVONORGESTREL S ORAL  
DRUG INEFFECTIVE  
GAIT DISTURBANCE  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  
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6793253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6793253 EXPEDITED (15-DAY) N OT US-
BAYER-200835914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6793255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6793255 EXPEDITED (15-DAY) N OT US-
BAYER-200835913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

6793266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6793266 EXPEDITED (15-DAY) N HO AT-
BAYER-200828287GPV

25 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERSONALITY DISORDER MIRENA S INTRAUTERINE  BAYER
DEPRESSED MOOD CHLORPROTHIXENE C  
AGGRESSION  
SUICIDAL IDEATION  

6802938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6802938 NON-EXPEDITED N OT US-
BAYER-200837016NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 13 DAY BAYER
PROCEDURAL PAIN  
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6808219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6808219 EXPEDITED (15-DAY) N US-
BAYER-200837759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS CLIMARA PRO S TRANSDERMAL  BAYER
VERTIGO TRANQUILIZER NOS C  

6818729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6818729 EXPEDITED (15-DAY) N OT A0758105A 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION WELLBUTRIN S ORAL  GLAXOSMITHKLINE
HIGH RISK SEXUAL BEHAVIOUR LEVONORGESTREL S ORAL .75MG Unknown  

6820569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820569 NON-EXPEDITED Y US-
BAYER-200836962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6820571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820571 NON-EXPEDITED N US-
BAYER-200836958NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

PREDNISONE C  
IMURAN C  
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6820572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820572 NON-EXPEDITED N US-
BAYER-200836580NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
Vulvovaginal swelling  

6820573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820573 NON-EXPEDITED N US-
BAYER-200836542NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6820574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820574 NON-EXPEDITED N US-
BAYER-200836952NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6820576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820576 NON-EXPEDITED N US-
BAYER-200836893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6820577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820577 NON-EXPEDITED N US-
BAYER-200836867NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6820578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820578 NON-EXPEDITED N US-
BAYER-200836541NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6820579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820579 NON-EXPEDITED N US-
BAYER-200836838NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6820580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820580 NON-EXPEDITED N US-
BAYER-200836973NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 24 DAY BAYER
Device expulsion  
MENSTRUAL DISORDER  

6820581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820581 NON-EXPEDITED N US-
BAYER-200836865NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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6820583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6820583 NON-EXPEDITED N US-
BAYER-200837302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6832078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6832078 EXPEDITED (15-DAY) N OT 037037 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL I TABLET, Q12HR,

ORAL
 

ABDOMINAL PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  
UNINTENDED PREGNANCY  
VAGINAL DISCHARGE  

6833530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 6833530 DIRECT N HO,DS 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
PAIN  
UTERINE RUPTURE  

6732523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6732523 EXPEDITED (15-DAY) N OT US-
BAYER-200831305NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 12 MTH BAYER
AMENORRHOEA  
INFERTILITY FEMALE  
OVARIAN CYST  
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6736968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6736968 NON-EXPEDITED N HO US-
BAYER-200831279NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 MTH BAYER

6736974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6736974 EXPEDITED (15-DAY) N OT US-
BAYER-200831604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE  BAYER

6754734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6754734 NON-EXPEDITED N OT US-
BAYER-200832918NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 6 MTH BAYER

6797749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6797749 NON-EXPEDITED N HO,OT US-
BAYER-200836090NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 35 DAY BAYER
Medical device complication  

6816551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6816551 NON-EXPEDITED Y US-
BAYER-200836564NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER
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6823015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823015 NON-EXPEDITED Y US-
BAYER-200836641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6823016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823016 NON-EXPEDITED N US-
BAYER-200836545NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6823017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823017 NON-EXPEDITED Y US-
BAYER-200836685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6823018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823018 NON-EXPEDITED N US-
BAYER-200837019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  

6823019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823019 NON-EXPEDITED N US-
BAYER-200837020NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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6823020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823020 NON-EXPEDITED N US-
BAYER-200836654NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
Medical device complication  

6823021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823021 NON-EXPEDITED N US-
BAYER-200837064NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6823022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823022 NON-EXPEDITED N US-
BAYER-200837065NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6823024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823024 NON-EXPEDITED N US-
BAYER-200836543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6823025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823025 NON-EXPEDITED N US-
BAYER-200837234NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER
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6823026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823026 NON-EXPEDITED N US-
BAYER-200836562NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6823028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823028 NON-EXPEDITED N US-
BAYER-200836657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6823030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823030 NON-EXPEDITED N US-
BAYER-200836871NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6823031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823031 NON-EXPEDITED N US-
BAYER-200837229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6823158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823158 NON-EXPEDITED N US-
BAYER-200836595NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE  BAYER
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6823342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6823342 EXPEDITED (15-DAY) N OT GB-
BAYER-200813114BNE

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
CERVIX DISORDER  
SYNCOPE  

6833734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6833734 DIRECT Y HO 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
PELVIC PAIN  

6835665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6835665 DIRECT N 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

6838501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6838501 DIRECT Y HO 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

6838502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2008 6838502 DIRECT Y HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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6594953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6594953 NON-EXPEDITED N US-BAYER-
US-2007-007844

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ARTHRITIS UNSPECIFIED INGREDIENT C ORAL  
NO ADVERSE EVENT  

6619270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6619270 EXPEDITED (15-DAY) N HO FR-
BAYER-200816398GPV

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG 2 YR BAYER

MIRENA S INTRAUTERINE Total daily dose: 20 µG 2095 DAY BAYER

6700909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6700909 NON-EXPEDITED N OT US-
BAYER-200827469NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
CONSTIPATION  
Decreased appetite  
FRUSTRATION  
NAUSEA  
PAIN IN EXTREMITY  
PYREXIA  
SINUSITIS  
UTERINE RUPTURE  
VAGINAL HAEMORRHAGE  
VOMITING  
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6738037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6738037 NON-EXPEDITED N US-
BAYER-200825668NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL CHEST PAIN MIRENA S INTRAUTERINE  BAYER
FALL  
MUSCLE SPASMS  

6740800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6740800 NON-EXPEDITED N US-
BAYER-200823628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 10 DAY BAYER
HEADACHE  
HYPOAESTHESIA  
MUSCLE SPASMS  
MUSCULOSKELETAL STIFFNESS  
NECK PAIN  
PARAESTHESIA  

6742822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6742822 NON-EXPEDITED N US-
BAYER-200827053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DEPRESSION  
HEADACHE  
NAUSEA  
NERVOUSNESS  
PANIC ATTACK  
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Detailed Report
6747425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6747425 NON-EXPEDITED N US-
BAYER-200826789NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
GENITAL PAIN  
HEADACHE  
MALAISE  
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  
VOMITING  

6772446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6772446 NON-EXPEDITED Y US-
BAYER-200828363NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6772447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6772447 NON-EXPEDITED N US-
BAYER-200827954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE  BAYER
EYE PAIN  
EYE PRURITUS  
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Detailed Report
6774125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6774125 NON-EXPEDITED N US-
BAYER-200831198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER
POLLAKIURIA  

6780153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6780153 EXPEDITED (15-DAY) N OT US-
BAYER-200830244NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 4 DAY BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
ASTHENIA  
FEELING JITTERY  
HEADACHE  
PALPITATIONS  
Syncope  
SYNCOPE  

6783257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6783257 EXPEDITED (15-DAY) Y HO,OT GB-
BAYER-200812756BNE

37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 66 MTH BAYER
BREAST CANCER RECURRENT BRICANYL C  

SYMBICORT C  
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6790174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6790174 EXPEDITED (15-DAY) N OT US-
BAYER-200835525NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE  BAYER
ACNE  
DECREASED INTEREST  
DEPRESSION  
HEADACHE  
MENSTRUAL DISORDER  
MOOD SWINGS  
NAUSEA  
OVARIAN CYST  
VULVOVAGINAL DRYNESS  
WEIGHT INCREASED  

6797748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6797748 NON-EXPEDITED N OT US-
BAYER-200836184NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Device dislocation  
Device expulsion  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6825658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825658 NON-EXPEDITED N US-
BAYER-200837296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER
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6825659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825659 NON-EXPEDITED N US-
BAYER-200837197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6825660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825660 NON-EXPEDITED N US-
BAYER-200836336NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 97 DAY BAYER

6825661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825661 NON-EXPEDITED N US-
BAYER-200837208NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6825662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825662 NON-EXPEDITED N US-
BAYER-200837251NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

6825663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825663 NON-EXPEDITED Y US-
BAYER-200837253NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 99 DAY BAYER
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Detailed Report
6825664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825664 NON-EXPEDITED N US-
BAYER-200837272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  

6825665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825665 NON-EXPEDITED N US-
BAYER-200836920NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER

6825666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825666 NON-EXPEDITED N US-
BAYER-200837301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
NAUSEA  

6825669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825669 NON-EXPEDITED N US-
BAYER-200837351NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ACNE  
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6825670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825670 NON-EXPEDITED N US-
BAYER-200837391NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6825671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825671 NON-EXPEDITED N US-
BAYER-200837315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 79 DAY BAYER
Medical device complication  

6825672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825672 NON-EXPEDITED N US-
BAYER-200837357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 80 DAY BAYER

6825673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825673 NON-EXPEDITED N US-
BAYER-200837326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6825674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825674 NON-EXPEDITED N US-
BAYER-200837303NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 17 DAY BAYER
Device expulsion  
NAUSEA  
VAGINAL HAEMORRHAGE  

6825675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825675 NON-EXPEDITED N US-
BAYER-200837329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6825676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825676 NON-EXPEDITED Y US-
BAYER-200837352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6825678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825678 NON-EXPEDITED N US-
BAYER-200837349NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6825679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825679 NON-EXPEDITED N US-
BAYER-200837327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6825681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825681 NON-EXPEDITED N US-
BAYER-200837346NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 1 YR BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6825682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825682 NON-EXPEDITED N US-
BAYER-200837344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6825686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825686 NON-EXPEDITED N US-
BAYER-200837401NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6825688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825688 NON-EXPEDITED N US-
BAYER-200839487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6825689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825689 NON-EXPEDITED N US-
BAYER-200837475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER
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Detailed Report
6825691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825691 NON-EXPEDITED N US-
BAYER-200837561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 64 DAY BAYER
Medical device complication  

6825692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825692 NON-EXPEDITED N US-
BAYER-200837404NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 MTH BAYER

6825693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2008 6825693 NON-EXPEDITED N US-
BAYER-200839501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 14 DAY BAYER

6744337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6744337 NON-EXPEDITED Y US-
BAYER-200827206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
CARDIAC MURMUR DEPAKOTE C  

LEVOTHYROXINE SODIUM C  

6747413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6747413 NON-EXPEDITED Y US-
BAYER-200826695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPATHY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6758851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6758851 NON-EXPEDITED N US-
BAYER-200831492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6785752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6785752 NON-EXPEDITED N US-
BAYER-200833570NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6788907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6788907 NON-EXPEDITED Y OT US-
BAYER-200835390NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  

6789105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6789105 NON-EXPEDITED N US-
BAYER-200831735NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE 112 DAY BAYER
ABDOMINAL PAIN  
BACTERIAL INFECTION  
MENORRHAGIA  
PELVIC PAIN  
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Detailed Report
6789287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6789287 NON-EXPEDITED N US-
BAYER-200835393NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6789919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6789919 NON-EXPEDITED N US-
BAYER-200833702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6792203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6792203 NON-EXPEDITED Y OT US-
BAYER-200835864NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6797780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6797780 NON-EXPEDITED N US-
BAYER-200834806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE  BAYER
PYREXIA  

6799632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6799632 NON-EXPEDITED N US-
BAYER-200834916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6807146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6807146 NON-EXPEDITED N US-
BAYER-200835862NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 106 DAY BAYER
ABDOMINAL PAIN  

6826484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826484 NON-EXPEDITED N US-
BAYER-200837239NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

6826485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826485 NON-EXPEDITED N US-
BAYER-200837101NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6826487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826487 NON-EXPEDITED N US-
BAYER-200837514NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 DAY BAYER

6826495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826495 NON-EXPEDITED N US-
BAYER-200837333NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6826496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826496 NON-EXPEDITED Y US-
BAYER-200837479NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 83 DAY BAYER

6826497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826497 NON-EXPEDITED N US-
BAYER-200837530NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6826499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826499 NON-EXPEDITED N US-
BAYER-200837478NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6826501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826501 NON-EXPEDITED Y US-
BAYER-200837515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 WEEK BAYER

6826502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826502 NON-EXPEDITED N US-
BAYER-200837299NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6826506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826506 NON-EXPEDITED Y US-
BAYER-200837559NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER

6826507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826507 NON-EXPEDITED Y US-
BAYER-200838161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 10 MTH BAYER
VAGINAL HAEMORRHAGE  

6826512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826512 NON-EXPEDITED N US-
BAYER-200837528NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 1 MTH BAYER
GENITAL HAEMORRHAGE  
HEADACHE  

6826515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826515 NON-EXPEDITED Y US-
BAYER-200837334NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

HYPERTENSIVE MEDICATIONS C  
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Detailed Report
6826517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826517 NON-EXPEDITED N US-
BAYER-200837820NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6826518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826518 NON-EXPEDITED N US-
BAYER-200838039NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6826522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826522 NON-EXPEDITED N US-
BAYER-200838236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6826525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826525 NON-EXPEDITED N US-
BAYER-200838038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER

6826527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6826527 NON-EXPEDITED N US-
BAYER-200837819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6827325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6827325 NON-EXPEDITED N US-
BAYER-200837023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6840534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6840534 DIRECT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
ECTOPIC PREGNANCY  

6840831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2008 6840831 DIRECT N 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S VAGINAL LOW DOSES?  VAG  
EMOTIONAL DISORDER  
HORMONE LEVEL ABNORMAL  
HYPERTENSION  
NERVOUSNESS  

6638733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6638733 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200817774GPV

< 1 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
APGAR SCORE LOW  
BLOOD PH DECREASED  
MECHANICAL VENTILATION  
NEONATAL ASPHYXIA  
SMALL FOR DATES BABY  
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Detailed Report
6750107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6750107 NON-EXPEDITED Y HO,OT US-
BAYER-200832307NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 14 DAY BAYER
ABDOMINAL PAIN LOWER  

6754736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6754736 EXPEDITED (15-DAY) Y OT US-
BAYER-200832719NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 2 YR BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6768713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6768713 NON-EXPEDITED Y OT US-
BAYER-200833792NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6770728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6770728 EXPEDITED (15-DAY) N OT US-
BAYER-200827439NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 2 YR BAYER
CHOLELITHIASIS TIMOLOL C OPHTHALMIC 10 YR
CHOLECYSTECTOMY  
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Detailed Report
6776106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6776106 NON-EXPEDITED Y OT US-
BAYER-200834448NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  

6776108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6776108 NON-EXPEDITED N OT US-
BAYER-200834400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6779683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6779683 NON-EXPEDITED Y OT US-
BAYER-200834627NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6790179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6790179 EXPEDITED (15-DAY) N OT US-
BAYER-200835483NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 5 MTH BAYER
ANXIETY  
BONE PAIN  
DYSARTHRIA  
ELECTROCARDIOGRAM ABNORMAL  
GAIT DISTURBANCE  
HEADACHE  
HEMIPLEGIA  
Hypoaesthesia  
HYPOAESTHESIA  
HYPOAESTHESIA ORAL  
MITRAL VALVE DISEASE  
PAIN IN EXTREMITY  
PARAESTHESIA  
VIIth nerve paralysis  

6797752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6797752 EXPEDITED (15-DAY) N OT FR-
BAYER-200828600GPV

49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE 392 DAY BAYER

6801003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6801003 NON-EXPEDITED N OT US-
BAYER-200837100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6804693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6804693 NON-EXPEDITED N OT US-
BAYER-200837215NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 127 DAY BAYER

6807049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6807049 NON-EXPEDITED N OT US-
BAYER-200837689NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6813115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6813115 EXPEDITED (15-DAY) Y OT US-
BAYER-200836231NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 262 DAY BAYER
Medical device complication FLOVENT C  

LEVOXYL C  
NASONEX C  

6829032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829032 NON-EXPEDITED N US-
BAYER-200836994NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6829033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829033 NON-EXPEDITED N US-
BAYER-200836995NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6829034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829034 NON-EXPEDITED N US-
BAYER-200837213NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Abdominal discomfort  
ANXIETY  
HOT FLUSH  
NAUSEA  
NERVOUSNESS  

6829035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829035 NON-EXPEDITED N US-
BAYER-200836990NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6829036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829036 NON-EXPEDITED N US-
BAYER-200837273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6829037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829037 NON-EXPEDITED N US-
BAYER-200836947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6829042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829042 NON-EXPEDITED N US-
BAYER-200837580NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
PROCEDURAL COMPLICATION  

6829043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829043 NON-EXPEDITED N US-
BAYER-200837558NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6829045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829045 NON-EXPEDITED N US-
BAYER-200837511NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6829046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829046 NON-EXPEDITED N US-
BAYER-200837690NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 5 YR BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
Medical device complication  
MEDICAL DEVICE PAIN  

6829047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829047 NON-EXPEDITED N US-
BAYER-200837449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6829049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829049 NON-EXPEDITED N US-
BAYER-200837583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6829050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829050 NON-EXPEDITED N US-
BAYER-200839543NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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Detailed Report
6829051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829051 NON-EXPEDITED N US-
BAYER-200837697NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRA-AMNIOTIC  BAYER
COMPLICATION OF DEVICE REMOVAL  

6829052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829052 NON-EXPEDITED N US-
BAYER-200837556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6829053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829053 NON-EXPEDITED N US-
BAYER-200837460NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
FATIGUE  
MALAISE  
Vulvovaginal pain  

6829182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6829182 EXPEDITED (15-DAY) N HO HR-
BAYER-200830972GPV

37 YR Female HRV

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AXILLARY VEIN THROMBOSIS MIRENA S INTRAUTERINE 168 DAY BAYER
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
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6839038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6839038 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS MIRENA S  
ANXIETY  
EMOTIONAL DISORDER  

6841740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6841740 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CORNEAL DEPOSITS YASMIN S 2 YR BAYER
BLOOD COPPER INCREASED TRIPHASIL-21 S 15  WYETH

6518486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6518486 NON-EXPEDITED N US-BAYER-
US-2007-041750

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR VITAMINS C  
Medical device complication DARVOCET C  

ULTRAM C  

6531173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6531173 NON-EXPEDITED N US-
BAYER-200810851NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6717515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6717515 EXPEDITED (15-DAY) N HO GB-
BAYER-200811693BNE

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
NAUSEA MIRENA C INTRAUTERINE  
VOMITING ACETAMINOPHEN C  
Medical device complication RANITIDINE C Total daily dose: 300

MG
 

HEADACHE CYCLIZINE HYDROCHLORIDE C Total daily dose: 150
MG

 

DEHYDRATION  
DIZZINESS  
DYSPNOEA  
GASTROINTESTINAL INJURY  
HAEMATEMESIS  
LOSS OF CONSCIOUSNESS  
VAGINAL DISCHARGE  

6780201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6780201 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200834687NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER

6780202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6780202 NON-EXPEDITED N OT US-
BAYER-200834678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 2 WEEK BAYER
ABDOMINAL PAIN LOWER  
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6793261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6793261 NON-EXPEDITED Y OT US-
BAYER-200836035NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 120 DAY BAYER
VAGINAL HAEMORRHAGE  

6795375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6795375 EXPEDITED (15-DAY) N HO,DS,OT CH-
BAYER-200828382GPV

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction MIRENA S INTRAUTERINE 1169 DAY BAYER
ERYTHEMA PARAGARD T380A S INTRAUTERINE 1 YR
PRURITUS PARAGARD T380A S INTRAUTERINE 389 DAY

6803951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6803951 NON-EXPEDITED Y OT US-
BAYER-200837123NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6830894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830894 NON-EXPEDITED N US-
BAYER-200837024NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830895 NON-EXPEDITED Y US-
BAYER-200836870NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Medical device complication  
METRORRHAGIA  

6830896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830896 NON-EXPEDITED N US-
BAYER-200836869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6830897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830897 NON-EXPEDITED Y US-
BAYER-200837432NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6830898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830898 NON-EXPEDITED N US-
BAYER-200837407NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830899 NON-EXPEDITED Y US-
BAYER-200836826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6830901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830901 NON-EXPEDITED N US-
BAYER-200837436NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6830902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830902 NON-EXPEDITED N US-
BAYER-200837555NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6830904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830904 NON-EXPEDITED N US-
BAYER-200837590NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6830905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830905 NON-EXPEDITED Y US-
BAYER-200837600NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830906 NON-EXPEDITED Y US-
BAYER-200837588NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
NAUSEA  

6830908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830908 NON-EXPEDITED Y US-
BAYER-200837646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6830909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830909 NON-EXPEDITED N US-
BAYER-200836536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER

6830910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830910 NON-EXPEDITED Y US-
BAYER-200837437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830913 NON-EXPEDITED N US-
BAYER-200837661NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6830914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830914 NON-EXPEDITED Y US-
BAYER-200837879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6830915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830915 NON-EXPEDITED Y US-
BAYER-200837835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6830918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830918 NON-EXPEDITED Y US-
BAYER-200836825NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6830919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830919 NON-EXPEDITED Y US-
BAYER-200837651NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830920 NON-EXPEDITED N US-
BAYER-200837662NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6830921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830921 NON-EXPEDITED N US-
BAYER-200837834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 252 DAY BAYER

6830923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830923 NON-EXPEDITED N US-
BAYER-200837859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6830925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830925 NON-EXPEDITED N US-
BAYER-200837657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6830927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830927 NON-EXPEDITED N US-
BAYER-200837703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6830929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830929 NON-EXPEDITED N US-
BAYER-200837851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER

6830930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830930 NON-EXPEDITED N US-
BAYER-200837833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 47 DAY BAYER

6830932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6830932 NON-EXPEDITED N US-
BAYER-200837658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6843631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2008 6843631 EXPEDITED (15-DAY) N OT 037323 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1 TABLET, Q12H, ORAL  
FATIGUE  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  
UNINTENDED PREGNANCY  
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Detailed Report
6751342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6751342 EXPEDITED (15-DAY) N HO US-
BAYER-200832472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC MASS MIRENA S INTRAUTERINE 76 DAY BAYER
OOPHORECTOMY  

6752588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6752588 EXPEDITED (15-DAY) Y OT US-
BAYER-200832284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE  BAYER
ANXIETY  
CHEST PAIN  
HYPERSENSITIVITY  
URTICARIA  

6776916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6776916 NON-EXPEDITED N US-
BAYER-200828916NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 53 DAY BAYER
PYREXIA  

6783267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6783267 NON-EXPEDITED Y OT US-
BAYER-200834824NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6785699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6785699 NON-EXPEDITED Y OT US-
BAYER-200835046NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6785753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6785753 NON-EXPEDITED N US-
BAYER-200834862NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6797797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6797797 NON-EXPEDITED Y US-
BAYER-200836381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6831850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831850 EXPEDITED (15-DAY) N DS,OT BR-
BAYER-200821491LA

45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INNER EAR OPERATION MIRENA S INTRAUTERINE  BAYER
DEAFNESS  
EAR DISCOMFORT  
ENDOLYMPHATIC HYDROPS  

Page: 1,409 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6831950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831950 NON-EXPEDITED N US-
BAYER-200836209NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6831951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831951 NON-EXPEDITED N US-
BAYER-200836689NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6831952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831952 NON-EXPEDITED N US-
BAYER-200836544NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 9 MTH BAYER
Medical device complication  

6831953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831953 NON-EXPEDITED N US-
BAYER-200836763NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S  BAYER

VITAMIN B C  

6831954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831954 NON-EXPEDITED N US-
BAYER-200837675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 91 DAY BAYER
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Detailed Report
6831955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831955 NON-EXPEDITED N US-
BAYER-200837678NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 95 DAY BAYER

6831956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831956 NON-EXPEDITED N US-
BAYER-200837423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6831957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831957 NON-EXPEDITED Y US-
BAYER-200836849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 2 YR BAYER

6831960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831960 NON-EXPEDITED N US-
BAYER-200836688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
GENITAL PAIN  

6831961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831961 NON-EXPEDITED N US-
BAYER-200837815NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6831962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831962 NON-EXPEDITED N US-
BAYER-200837816NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6831964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831964 NON-EXPEDITED N US-
BAYER-200837320NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6831965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831965 NON-EXPEDITED N US-
BAYER-200837668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6831967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831967 NON-EXPEDITED N US-
BAYER-200837784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

6831968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831968 NON-EXPEDITED N US-
BAYER-200837398NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TESTICULAR SWELLING MIRENA S INTRAUTERINE  BAYER
ORCHITIS NONINFECTIVE  
TESTICULAR HYPERTROPHY  
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Detailed Report
6831969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831969 NON-EXPEDITED N US-
BAYER-200837818NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6831970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831970 NON-EXPEDITED N US-
BAYER-200837434NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6831971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831971 NON-EXPEDITED N US-
BAYER-200837673NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6831972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831972 NON-EXPEDITED N US-
BAYER-200837663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6831973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831973 NON-EXPEDITED N US-
BAYER-200837788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 2 YR BAYER
HYPOMENORRHOEA  
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6831975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831975 NON-EXPEDITED N US-
BAYER-200837705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6831976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831976 NON-EXPEDITED N US-
BAYER-200836852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
GENITAL HAEMORRHAGE  
METRORRHAGIA  

6831978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831978 NON-EXPEDITED N US-
BAYER-200837227NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL TENDERNESS  

6831979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831979 NON-EXPEDITED Y US-
BAYER-200837682NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 8 DAY BAYER
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6831981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831981 NON-EXPEDITED N US-
BAYER-200838076NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  

6831982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831982 NON-EXPEDITED N US-
BAYER-200838073NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6831983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831983 NON-EXPEDITED Y US-
BAYER-200838005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 29 DAY BAYER
Medical device complication  

6831984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831984 NON-EXPEDITED Y US-
BAYER-200837939NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 12 MTH BAYER
AMENORRHOEA  
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6831986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831986 NON-EXPEDITED Y US-
BAYER-200837933NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER
VAGINAL HAEMORRHAGE  

6831989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831989 NON-EXPEDITED Y US-
BAYER-200837680NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6831990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831990 NON-EXPEDITED Y US-
BAYER-200837890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6831992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831992 NON-EXPEDITED Y US-
BAYER-200837917NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 96 DAY BAYER
Medical device complication  

6831995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831995 NON-EXPEDITED Y US-
BAYER-200837836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6831997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831997 NON-EXPEDITED N US-
BAYER-200838071NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6831999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6831999 NON-EXPEDITED Y US-
BAYER-200837945NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6832000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832000 NON-EXPEDITED Y US-
BAYER-200837864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6832003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832003 NON-EXPEDITED N US-
BAYER-200837872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6832005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832005 NON-EXPEDITED N US-
BAYER-200837842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6832006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832006 NON-EXPEDITED N US-
BAYER-200837892NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6832007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832007 NON-EXPEDITED N US-
BAYER-200837867NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6832009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832009 NON-EXPEDITED N US-
BAYER-200837951NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6832010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6832010 NON-EXPEDITED N US-
BAYER-200838111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6848752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6848752 DIRECT N HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S  
ECTOPIC PREGNANCY  
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6551664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6551664 NON-EXPEDITED Y US-
BAYER-200813017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6592370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6592370 NON-EXPEDITED Y US-
BAYER-200816836NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6614865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6614865 NON-EXPEDITED Y OT US-
BAYER-200819417NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PROCEDURAL PAIN  

6731391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6731391 NON-EXPEDITED Y HO US-
BAYER-200831001NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 17 DAY BAYER
ABDOMINAL PAIN WELLBUTRIN C ORAL  
PROCEDURAL PAIN TOPAMAX C  
POST PROCEDURAL HAEMORRHAGE LEXAPRO C ORAL  

XANAX C  
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6749013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6749013 NON-EXPEDITED N US-
BAYER-200828180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 12 DAY BAYER
ABDOMINAL PAIN  
DEPRESSION  
ECZEMA  
IRRITABLE BOWEL SYNDROME  
PANIC ATTACK  
SINUSITIS  
VISION BLURRED  

6752585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6752585 EXPEDITED (15-DAY) N OT US-
BAYER-200832553NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

6780203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6780203 NON-EXPEDITED N OT US-
BAYER-200834664NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6780206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6780206 NON-EXPEDITED Y OT US-
BAYER-200834667NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 34 DAY BAYER

6802446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6802446 EXPEDITED (15-DAY) Y OT US-
BAYER-200836982NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE 61 DAY BAYER
HYPOAESTHESIA  
VIIth nerve paralysis  
VISION BLURRED  
VISUAL IMPAIRMENT  

6802995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6802995 NON-EXPEDITED N US-
BAYER-200834453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
NO ADVERSE EVENT  
SKIN DISCOLOURATION  
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6810620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6810620 EXPEDITED (15-DAY) Y HO,DS TPH-00109 37 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 104 DAY

BLOOD PRESSURE INCREASED  
HEMIANOPIA HOMONYMOUS  
HYPOAESTHESIA  
SENSORY DISTURBANCE  
VISION BLURRED  

6833689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833689 NON-EXPEDITED N US-
BAYER-200836939NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6833690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833690 NON-EXPEDITED Y US-
BAYER-200837257NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 491 DAY BAYER

6833691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833691 NON-EXPEDITED Y US-
BAYER-200837439NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 138 DAY BAYER
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6833692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833692 NON-EXPEDITED N US-
BAYER-200837507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER

6833693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833693 NON-EXPEDITED N US-
BAYER-200836874NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
GENITAL HAEMORRHAGE  

6833694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833694 NON-EXPEDITED N US-
BAYER-200837847NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE  BAYER

6833695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833695 NON-EXPEDITED N US-
BAYER-200837854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6833697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833697 NON-EXPEDITED N US-
BAYER-200837696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

Page: 1,423 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6833698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833698 NON-EXPEDITED N US-
BAYER-200837797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6833699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833699 NON-EXPEDITED N US-
BAYER-200837793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6833700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833700 NON-EXPEDITED N US-
BAYER-200837845NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S INTRAUTERINE  BAYER

6833701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833701 NON-EXPEDITED N US-
BAYER-200837800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6833703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833703 NON-EXPEDITED N US-
BAYER-200837699NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

Page: 1,424 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6833704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833704 NON-EXPEDITED N US-
BAYER-200837442NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6833705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833705 NON-EXPEDITED N US-
BAYER-200837562NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6833708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833708 NON-EXPEDITED N US-
BAYER-200837914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6833713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833713 NON-EXPEDITED N US-
BAYER-200837911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER

6833714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833714 NON-EXPEDITED N US-
BAYER-200838489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 62 DAY BAYER
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Detailed Report
6833715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833715 NON-EXPEDITED N US-
BAYER-200838004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6833716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833716 NON-EXPEDITED N US-
BAYER-200837938NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6833720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833720 NON-EXPEDITED N US-
BAYER-200838000NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 208 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

6833721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833721 NON-EXPEDITED Y US-
BAYER-200838671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MICRONOR C  

6833723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833723 NON-EXPEDITED Y US-
BAYER-200837988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER
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Detailed Report
6833724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833724 NON-EXPEDITED N US-
BAYER-200838153NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6833725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833725 NON-EXPEDITED Y US-
BAYER-200838117NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 57 DAY BAYER

6833726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833726 NON-EXPEDITED N US-
BAYER-200838079NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6833727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833727 NON-EXPEDITED Y US-
BAYER-200838164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6833729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833729 NON-EXPEDITED N US-
BAYER-200838416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
WEIGHT INCREASED  
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Detailed Report
6833732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6833732 NON-EXPEDITED N US-
BAYER-200837876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6848933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6848933 DIRECT RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
DYSPAREUNIA  
INFERTILITY FEMALE  
MENSTRUATION IRREGULAR  
UTERINE INFECTION  
VAGINAL DISCHARGE  

6848946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6848946 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE SWELLING MIRENA S  
EYE PRURITUS  
HYPERSENSITIVITY  
STRESS  
SYNCOPE  
VISUAL ACUITY REDUCED  
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Detailed Report
6849201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6849201 DIRECT N DS,OT 2 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INTRA-UTERINE 6 MTH BAYER
DEPRESSION  
HEADACHE  
PANIC ATTACK  
WEIGHT INCREASED  

6853346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6853346 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

6853372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6853372 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEFAECATION URGENCY MIRENA S INTRAUTERINE INTRA-UTERINE  
COMPLICATION OF DEVICE INSERTION  
FEELING HOT  
HYPERHIDROSIS  
PAIN  
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Detailed Report
6853699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6853699 DIRECT HO,LT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY SEASONALE S ORAL 1 TABLET DAILY ORAL,

LESS THAN ONE YEAR
 DURAMED

TACHYCARDIA ASPIRIN C  
PULMONARY INFARCTION DIAZEPAM C  
PLEURAL EFFUSION HYDROCODONE BITARTRATE &

ACETAMINOPHEN
C  

PULMONARY EMBOLISM  

6513102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6513102 NON-EXPEDITED Y US-
BAYER-200715561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  BAYER
Device expulsion  

6541991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6541991 NON-EXPEDITED N US-
BAYER-200811953NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 82 DAY BAYER
Device expulsion  

6599973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6599973 NON-EXPEDITED N US-BAYER-
US-2007-023296

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA ZOLOFT C  
MENSTRUATION DELAYED VITAMINS NOS C  
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Detailed Report
6607265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6607265 NON-EXPEDITED N US-
BAYER-200818756NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA VITAMINS C  

6621318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6621318 NON-EXPEDITED Y US-
BAYER-200814485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6650389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6650389 NON-EXPEDITED US-
BAYER-200823028NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Device expulsion  

6668468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6668468 NON-EXPEDITED N US-
BAYER-200825116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6684962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6684962 NON-EXPEDITED Y US-
BAYER-200815852NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6750268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6750268 NON-EXPEDITED N US-
BAYER-200830806NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  

6836003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836003 NON-EXPEDITED N US-
BAYER-200837997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 326 DAY BAYER
PAIN  

6836004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836004 NON-EXPEDITED N US-
BAYER-200837998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 111 DAY BAYER
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Detailed Report
6836005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836005 NON-EXPEDITED Y US-
BAYER-200837656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER
Device expulsion  

6836006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836006 NON-EXPEDITED N US-
BAYER-200837463NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER

6836007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836007 NON-EXPEDITED N US-
BAYER-200837027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 MTH BAYER
METRORRHAGIA  

6836008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836008 NON-EXPEDITED N US-
BAYER-200836907NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 18 MTH BAYER
DRUG PRESCRIBING ERROR  
HEADACHE  
VOMITING  
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Detailed Report
6836009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836009 NON-EXPEDITED N US-
BAYER-200837446NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836010 NON-EXPEDITED N US-
BAYER-200837801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6836011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836011 NON-EXPEDITED N US-
BAYER-200837802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
MIGRAINE  
MOOD ALTERED  

6836012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836012 NON-EXPEDITED N US-
BAYER-200837752NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER
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Detailed Report
6836013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836013 NON-EXPEDITED N US-
BAYER-200837405NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

6836014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836014 NON-EXPEDITED N US-
BAYER-200837108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 7 DAY BAYER
GENITAL PAIN  

6836015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836015 NON-EXPEDITED N US-
BAYER-200837443NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836016 NON-EXPEDITED N US-
BAYER-200837687NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
6836020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836020 NON-EXPEDITED N US-
BAYER-200837999NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 78 DAY BAYER

6836021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836021 NON-EXPEDITED N US-
BAYER-200838001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6836022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836022 NON-EXPEDITED N US-
BAYER-200838014NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836023 NON-EXPEDITED N US-
BAYER-200838006NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6836024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836024 NON-EXPEDITED Y US-
BAYER-200838009NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 216 DAY BAYER
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Detailed Report
6836030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836030 NON-EXPEDITED N US-
BAYER-200838002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836031 NON-EXPEDITED N US-
BAYER-200838163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836035 NON-EXPEDITED N US-
BAYER-200838168NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DYSURIA  

6836036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836036 NON-EXPEDITED Y US-
BAYER-200838003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6836037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836037 NON-EXPEDITED N US-
BAYER-200838154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
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Detailed Report
6836039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836039 NON-EXPEDITED Y US-
BAYER-200838057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE  BAYER

6836040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836040 NON-EXPEDITED N US-
BAYER-200838167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6836041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836041 NON-EXPEDITED N US-
BAYER-200838157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 69 DAY BAYER

6836042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836042 NON-EXPEDITED N US-
BAYER-200838151NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 202 DAY BAYER
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Detailed Report
6836045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836045 NON-EXPEDITED N US-
BAYER-200838065NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 11 MTH BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
DYSPAREUNIA  
MOOD SWINGS  

6836047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836047 NON-EXPEDITED Y US-
BAYER-200838033NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836049 NON-EXPEDITED N US-
BAYER-200838171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6836050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836050 NON-EXPEDITED N US-
BAYER-200838172NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER
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Detailed Report
6836053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836053 NON-EXPEDITED N US-
BAYER-200838190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6836055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836055 NON-EXPEDITED N US-
BAYER-200838176NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6836057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836057 NON-EXPEDITED N US-
BAYER-200838184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6836064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836064 NON-EXPEDITED N US-
BAYER-200838251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6836065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836065 NON-EXPEDITED N US-
BAYER-200838197NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER
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Detailed Report
6836067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836067 NON-EXPEDITED N US-
BAYER-200838207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6836068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836068 NON-EXPEDITED N US-
BAYER-200838343NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6836069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836069 NON-EXPEDITED N US-
BAYER-200838191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6836074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836074 NON-EXPEDITED N US-
BAYER-200838341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6836076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836076 NON-EXPEDITED N US-
BAYER-200838265NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 33 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
6836078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836078 NON-EXPEDITED N US-
BAYER-200838252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6836081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836081 NON-EXPEDITED N US-
BAYER-200838345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6836082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836082 NON-EXPEDITED N US-
BAYER-200838385NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6836083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836083 NON-EXPEDITED N US-
BAYER-200838399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6836085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836085 NON-EXPEDITED N US-
BAYER-200838389NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6836090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836090 NON-EXPEDITED N US-
BAYER-200838483NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER

6836091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836091 NON-EXPEDITED N US-
BAYER-200838433NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 221 DAY BAYER

6836092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836092 NON-EXPEDITED N US-
BAYER-200838469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6836093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836093 NON-EXPEDITED N US-
BAYER-200838350NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPATHY MIRENA S INTRAUTERINE  BAYER

6836094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836094 NON-EXPEDITED N US-
BAYER-200838348NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6836096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836096 NON-EXPEDITED N US-
BAYER-200838365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  

6836101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836101 NON-EXPEDITED N US-
BAYER-200838476NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  

6836102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836102 NON-EXPEDITED N US-
BAYER-200838468NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6836103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836103 NON-EXPEDITED Y US-
BAYER-200838465NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER

6836105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836105 NON-EXPEDITED N US-
BAYER-200838450NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER
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6836106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836106 NON-EXPEDITED N US-
BAYER-200838435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6836107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836107 NON-EXPEDITED N US-
BAYER-200838467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6836108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836108 NON-EXPEDITED N US-
BAYER-200838493NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  

6836109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836109 NON-EXPEDITED N US-
BAYER-200838429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6836111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836111 NON-EXPEDITED N US-
BAYER-200838413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 126 DAY BAYER
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6836112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836112 NON-EXPEDITED N US-
BAYER-200839439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6836113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836113 NON-EXPEDITED N US-
BAYER-200838998NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  

6836114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836114 NON-EXPEDITED N US-
BAYER-200838509NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6836115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836115 NON-EXPEDITED N US-
BAYER-200838766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6836116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836116 NON-EXPEDITED N US-
BAYER-200838601NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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6836117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6836117 NON-EXPEDITED N US-
BAYER-200838484NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6855083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6855083 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
PALPITATIONS  

6858611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6858611 DIRECT N HO,DS,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 1 I.U.D EVERY 5

YEARS
INTRAUTERINE,
EVERY DAY

 

DEVICE DISLOCATION  
INFECTION  
OVARIAN CYST  
OVARIAN MASS  
UTERINE RUPTURE  
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6859116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2008 6859116 DIRECT N DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S ENDOCERVICAL 20 MICROGRAMS

DAILY ENDOCERVICAL
 

BURNING SENSATION  
CERVIX DISORDER  
DEPRESSED MOOD  
DISCOMFORT  
HEADACHE  
IMPAIRED WORK ABILITY  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
PAIN  
VAGINAL DISCHARGE  

6532715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6532715 NON-EXPEDITED N US-
BAYER-200716727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED CLIMARA PRO S TRANSDERMAL  BAYER

6536064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6536064 NON-EXPEDITED Y US-
BAYER-200810082NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S TRANSDERMAL  BAYER
BREAST TENDERNESS  
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6536075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6536075 NON-EXPEDITED N US-
BAYER-200717275NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6536078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6536078 NON-EXPEDITED N US-
BAYER-200810161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON CONTRACEPTIVE CLIMARA PRO S  BAYER

6540544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540544 NON-EXPEDITED N US-
BAYER-200717240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

6540595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540595 NON-EXPEDITED N US-
BAYER-200716021NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE ERYTHEMA  
Product quality issue  

6540635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540635 NON-EXPEDITED N US-
BAYER-200810318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
GENITAL HAEMORRHAGE  
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6540646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540646 NON-EXPEDITED N US-
BAYER-200810036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6540651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540651 NON-EXPEDITED N US-
BAYER-200810419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6540685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540685 NON-EXPEDITED N US-
BAYER-200810669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6540688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540688 NON-EXPEDITED N US-
BAYER-200810281NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6540711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6540711 NON-EXPEDITED N US-
BAYER-200717221NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE VESICLES CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

Page: 1,450 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6543192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6543192 NON-EXPEDITED N US-
BAYER-200810228NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER
ERYTHEMA LIPITOR C 10 YR
Product quality issue ZETIA C 3 YR

SYNTHROID C 20 YR
XANAX C 6 YR

6543193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6543193 NON-EXPEDITED N US-
BAYER-200810413NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTMENOPAUSAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 3 MTH BAYER
Abnormal withdrawal bleeding  
AMENORRHOEA  
FUNGAL INFECTION  
HOT FLUSH  
INSOMNIA  
LOSS OF LIBIDO  

6549494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6549494 NON-EXPEDITED N US-
BAYER-200811208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 3 YR BAYER
Product quality issue  
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Detailed Report
6555270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6555270 NON-EXPEDITED N US-
BAYER-200811447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL 1 YR BAYER
BLOOD OESTROGEN DECREASED  

6561378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6561378 NON-EXPEDITED N US-
BAYER-200812450NA

66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

AVANDIA C  
GLIPIZIDE C  

6561402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6561402 NON-EXPEDITED N US-
BAYER-200812195NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE INFECTION  
APPLICATION SITE PRURITUS  
Product quality issue  

6565794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6565794 NON-EXPEDITED N US-
BAYER-200812958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY CLIMARA PRO S  BAYER
CRYING  
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6578538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6578538 NON-EXPEDITED N US-
BAYER-200814879NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
YELLOW SKIN CLIMARA PRO S TRANSDERMAL  BAYER
MENORRHAGIA  
MIGRAINE  
SKIN ODOUR ABNORMAL  
URINE ODOUR ABNORMAL  

6589454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6589454 NON-EXPEDITED Y US-
BAYER-200812622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE RASH  

6591444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6591444 NON-EXPEDITED N US-
BAYER-200815087NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA CLIMARA PRO S TRANSDERMAL  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  
METRORRHAGIA  

6661247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6661247 NON-EXPEDITED N US-
BAYER-200813638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
ABDOMINAL TENDERNESS  
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6672019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6672019 NON-EXPEDITED N US-
BAYER-200823691NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL  BAYER

6676254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6676254 NON-EXPEDITED N US-
BAYER-200819530NA

85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE PRURITUS  
BREAST PAIN  
BREAST TENDERNESS  
CONTUSION  
FALL  
INSOMNIA  
NIPPLE PAIN  
SKELETAL INJURY  
VAGINAL DISCHARGE  

6700960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6700960 NON-EXPEDITED N US-
BAYER-200813201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT  
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6705984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6705984 NON-EXPEDITED N US-
BAYER-200813349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE DISCOLOURATION LEVOXYL C  
SKIN EXFOLIATION BIAXIN C  
APPLICATION SITE URTICARIA KLONOPIN C  

ATENOLOL C  
ZYRTEC C  
DESIPRAMINE HYDROCHLORIDE C  

6725540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6725540 NON-EXPEDITED N US-
BAYER-200813920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  

6733673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733673 NON-EXPEDITED N US-
BAYER-200816678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

CYANOCOBALAMIN\FOLIC ACID
\PYRIDOXINE HYDROCHLORIDE

C ORAL  
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Detailed Report
6733677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733677 NON-EXPEDITED N US-
BAYER-200814500NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S TRANSDERMAL  BAYER

DIOVAN C ORAL Total daily dose: 1 DF
Unit dose: 80 MG

2 YR

CLARITIN C ORAL 10 YR

6733681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733681 NON-EXPEDITED N US-
BAYER-200816972NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL 8 MTH BAYER
FATIGUE  
GENITAL HAEMORRHAGE  
HEADACHE  
HOT FLUSH  
NAUSEA  
NIGHT SWEATS  
VAGINAL HAEMORRHAGE  

6733683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733683 NON-EXPEDITED N US-
BAYER-200815930NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

ACID PROTON INHIBITOR C  
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Detailed Report
6733688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733688 NON-EXPEDITED N US-
BAYER-200817999NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE BURN  
APPLICATION SITE PRURITUS  

6733689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733689 NON-EXPEDITED N US-
BAYER-200817925NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CLIMARA PRO S TRANSDERMAL  BAYER

6733700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6733700 NON-EXPEDITED N US-
BAYER-200817268NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER

PROTONIX C ORAL  

6735826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735826 NON-EXPEDITED N US-
BAYER-200818525NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 2 YR BAYER
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6735828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735828 NON-EXPEDITED N US-
BAYER-200818216NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6735833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735833 NON-EXPEDITED N US-
BAYER-200818734NA

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
MENSTRUATION IRREGULAR ZYRTEC C  

6735835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735835 NON-EXPEDITED N US-
BAYER-200817024NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
INFLAMMATION PROMETRIUM C ORAL  
RASH AZELASTINE HYDROCHLORIDE C NASAL  
PRURITUS  

6735839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735839 NON-EXPEDITED N US-
BAYER-200818715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 7 WEEK BAYER
CHILLS  
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Detailed Report
6735841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6735841 NON-EXPEDITED N US-
BAYER-200814831NA

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLIMARA PRO S TRANSDERMAL  BAYER

ZYRTEC C  
MINOCYCLINE HYDROCHLORIDE C  

6737106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737106 NON-EXPEDITED N US-
BAYER-200820971NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
MOOD SWINGS NEXIUM C  
POOR QUALITY SLEEP MULTI-VITAMIN C  
BLOOD PRESSURE INCREASED  
Decreased appetite  
HEADACHE  
IRRITABILITY  

6737114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737114 NON-EXPEDITED N US-
BAYER-200822215NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6737115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737115 NON-EXPEDITED N US-
BAYER-200822232NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE CLIMARA PRO S TRANSDERMAL  BAYER
HEADACHE  

6737118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737118 NON-EXPEDITED N US-
BAYER-200818777NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
ERYTHEMA  

6737120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737120 NON-EXPEDITED N US-
BAYER-200819507NA

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE IRRITATION LIPITOR C  

ZYRTEC C  
FLUTICASONE C  
BLOOD PRESSURE MEDICINE
NOS

C  

6737124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6737124 NON-EXPEDITED N US-
BAYER-200820987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA CLIMARA PRO S TRANSDERMAL  BAYER
Application site haemorrhage  
APPLICATION SITE URTICARIA  
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6738011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6738011 NON-EXPEDITED N US-
BAYER-200822452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS CLIMARA PRO S TRANSDERMAL 30 MTH BAYER

6738014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6738014 NON-EXPEDITED Y US-
BAYER-200821683NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR CLIMARA PRO S TRANSDERMAL  BAYER
PRURITUS  

6738019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6738019 NON-EXPEDITED N US-
BAYER-200820660NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS CLIMARA PRO S TRANSDERMAL  BAYER
DIZZINESS  
HOT FLUSH  

6738022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6738022 NON-EXPEDITED Y US-
BAYER-200819086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6744338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6744338 NON-EXPEDITED N US-
BAYER-200823698NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT  
RASH ERYTHEMATOUS  
RASH PRURITIC  

6744351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6744351 NON-EXPEDITED N US-
BAYER-200823974NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER

6744371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6744371 NON-EXPEDITED N US-
BAYER-200827473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN IRRITATION CLIMARA PRO S TRANSDERMAL  BAYER

6754841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6754841 NON-EXPEDITED N US-
BAYER-200827050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN CLIMARA PRO S TRANSDERMAL  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6766708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6766708 NON-EXPEDITED N US-
BAYER-200825920NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 6 MTH BAYER

6766714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6766714 NON-EXPEDITED N US-
BAYER-200825515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6766719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6766719 NON-EXPEDITED N US-
BAYER-200824174NA

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE ULCER  
FATIGUE  
GENITAL HAEMORRHAGE  
WEIGHT INCREASED  

6766748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6766748 NON-EXPEDITED N US-
BAYER-200826880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue UNSPECIFIED INGREDIENT C  
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Detailed Report
6768991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6768991 NON-EXPEDITED N US-
BAYER-200827055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue CLIMARA PRO S TRANSDERMAL  BAYER
ASTHENIA  
BLOOD PRESSURE DECREASED  
HEADACHE  
HEART RATE INCREASED  

6769017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6769017 NON-EXPEDITED N US-
BAYER-200828382NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
PALPITATIONS CLIMARA PRO S TRANSDERMAL  BAYER
HEART RATE INCREASED  

6769046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6769046 NON-EXPEDITED N US-
BAYER-200829464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6772470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6772470 NON-EXPEDITED N US-
BAYER-200828812NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
RASH ERYTHEMATOUS  
RASH PAPULAR  
RASH PRURITIC  

6772493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6772493 NON-EXPEDITED N US-
BAYER-200828787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S TRANSDERMAL  BAYER

6772495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6772495 NON-EXPEDITED N US-
BAYER-200828889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED CLIMARA PRO S TRANSDERMAL  BAYER

6772498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6772498 NON-EXPEDITED N US-
BAYER-200828890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
RASH ERYTHEMATOUS  
RASH PRURITIC  
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Detailed Report
6776897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6776897 NON-EXPEDITED N US-
BAYER-200829047NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER

6776905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6776905 NON-EXPEDITED N US-
BAYER-200829894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6776932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6776932 NON-EXPEDITED N US-
BAYER-200830814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6776944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6776944 NON-EXPEDITED N US-
BAYER-200830499NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE VESICLES CLIMARA PRO S TRANSDERMAL  BAYER

6776949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6776949 NON-EXPEDITED N US-
BAYER-200830655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 2 YR BAYER
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Detailed Report
6777987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6777987 NON-EXPEDITED N US-
BAYER-200830650NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY CLIMARA PRO S TRANSDERMAL 18 MTH BAYER

6777989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6777989 NON-EXPEDITED N US-
BAYER-200830272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6779345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6779345 NON-EXPEDITED N US-
BAYER-200830372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER

6779674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6779674 NON-EXPEDITED N US-
BAYER-200829622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE CLIMARA PRO S TRANSDERMAL  BAYER
GENITAL HAEMORRHAGE  

6780151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6780151 NON-EXPEDITED N US-
BAYER-200831324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE PRURITUS  
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Detailed Report
6780163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6780163 NON-EXPEDITED N US-
BAYER-200831050NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL  BAYER

6780165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6780165 NON-EXPEDITED N US-
BAYER-200831399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
HEADACHE  

6781977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6781977 NON-EXPEDITED Y OT US-
BAYER-200834857NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

CYTOTEC C VAGINAL Total daily dose: 200 µG  

6784601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6784601 NON-EXPEDITED N US-
BAYER-200831977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 5 MTH BAYER
Product quality issue  

6786772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6786772 NON-EXPEDITED N US-
BAYER-200832112NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6787800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6787800 NON-EXPEDITED N US-
BAYER-200833525NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER

6789929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6789929 NON-EXPEDITED N US-
BAYER-200833707NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME CLIMARA PRO S TRANSDERMAL  BAYER
BREAST TENDERNESS  
DISTURBANCE IN ATTENTION  
HEADACHE  
LACRIMATION INCREASED  
METRORRHAGIA  

6795499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6795499 NON-EXPEDITED N US-
BAYER-200834527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TINNITUS CLIMARA PRO S TRANSDERMAL 6 WEEK BAYER
Product quality issue CLIMARA PRO S TRANSDERMAL  BAYER

6795510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6795510 NON-EXPEDITED N US-
BAYER-200834466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6799663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6799663 NON-EXPEDITED N US-
BAYER-200835429NA

62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6810447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6810447 NON-EXPEDITED N US-
BAYER-200835717NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  
NIGHT SWEATS  
Product quality issue  

6812274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6812274 NON-EXPEDITED N US-
BAYER-200836088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S  BAYER
APPLICATION SITE ERYTHEMA  

6813538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6813538 NON-EXPEDITED N US-
BAYER-200836188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  
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Detailed Report
6813546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6813546 NON-EXPEDITED N US-
BAYER-200836010NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 3 WEEK BAYER
Product quality issue  

6816569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6816569 NON-EXPEDITED N US-
BAYER-200837552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE RASH  

6818059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6818059 NON-EXPEDITED N US-
BAYER-200836508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL 1 MTH BAYER
APPLICATION SITE IRRITATION  

6818070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6818070 NON-EXPEDITED Y US-
BAYER-200836659NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
6818085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6818085 NON-EXPEDITED N US-
BAYER-200836742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6818095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6818095 NON-EXPEDITED N US-
BAYER-200837400NA

65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE URTICARIA  
RASH PRURITIC  

6818106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6818106 NON-EXPEDITED N US-
BAYER-200837102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

6829191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6829191 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200831396GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 5 YR BAYER
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Detailed Report
6838968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838968 NON-EXPEDITED N US-
BAYER-200837827NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

UNSPECIFIED INGREDIENT C  

6838969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838969 NON-EXPEDITED N US-
BAYER-200838295NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 1 HR BAYER
Abdominal discomfort  
DIZZINESS  
HEARING IMPAIRED  
HYPERHIDROSIS  
NAUSEA  

6838970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838970 NON-EXPEDITED Y US-
BAYER-200838474NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
GENITAL DISCOMFORT  
GENITAL RASH  
SKIN DISORDER  

6838971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838971 NON-EXPEDITED Y US-
BAYER-200837829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6838973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838973 NON-EXPEDITED N US-
BAYER-200837809NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
VAGINAL HAEMORRHAGE  

6838974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838974 NON-EXPEDITED N US-
BAYER-200837804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 3 MTH BAYER

6838975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838975 NON-EXPEDITED N US-
BAYER-200837807NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

OGESTREL 0.5/50-21 C ORAL Total daily dose: 2  DF  

6838977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6838977 NON-EXPEDITED Y US-
BAYER-200838471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2008 6861266 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 1      5 YEARS INTRA-

UTERINE
 

IMMUNOSUPPRESSION  
INFECTION  

6515962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6515962 NON-EXPEDITED N US-
BAYER-200716810NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
NAUSEA  

6727978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6727978 EXPEDITED (15-DAY) N OT US-
BAYER-200830279NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE DISORDER MIRENA S INTRAUTERINE  BAYER
MULTIPLE SCLEROSIS LEVOTHYROXINE SODIUM C  
ADDISON'S DISEASE  
ASTHENIA  
GAIT DISTURBANCE  
VISUAL ACUITY REDUCED  
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Detailed Report
6783271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6783271 NON-EXPEDITED N OT US-
BAYER-200835065NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6783274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6783274 NON-EXPEDITED N OT US-
BAYER-200834669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 351 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
UTERINE RUPTURE  

6783277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6783277 NON-EXPEDITED N OT US-
BAYER-200834987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

6786667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6786667 EXPEDITED (15-DAY) N OT GB-
BAYER-200812776BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6788900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6788900 NON-EXPEDITED N OT US-
BAYER-200835345NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 DAY BAYER
PELVIC PAIN  

6802433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6802433 NON-EXPEDITED N OT US-
BAYER-200836879NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6802443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6802443 NON-EXPEDITED Y OT US-
BAYER-200837009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6803949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6803949 NON-EXPEDITED N OT US-
BAYER-200836904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6840740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6840740 NON-EXPEDITED N US-
BAYER-200838481NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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6840741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6840741 NON-EXPEDITED N US-
BAYER-200838478NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MIGRAINE  
VOMITING  

6840742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6840742 NON-EXPEDITED N US-
BAYER-200838487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6862668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6862668 DIRECT N DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE INTRA-UTERINE 1 YR BAYER
ABORTION SPONTANEOUS  
CERVIX DISORDER  
DEPRESSION  
DISTURBANCE IN ATTENTION  
HORMONE LEVEL ABNORMAL  
INFERTILITY FEMALE  
IRRITABILITY  
MATERNAL EXPOSURE DURING PREGNANCY  
MOOD SWINGS  
OVARIAN CYST  
WEIGHT INCREASED  
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Detailed Report
6862676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2008 6862676 DIRECT N HO,DS,LT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6579821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6579821 NON-EXPEDITED Y US-
BAYER-200715553NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6632056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6632056 NON-EXPEDITED N US-
BAYER-200820990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

PARAGARD T380A S  

6705877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6705877 NON-EXPEDITED N US-
BAYER-200825577NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6706002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6706002 NON-EXPEDITED N US-
BAYER-200821014NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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6706056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6706056 NON-EXPEDITED N US-
BAYER-200825930NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6710113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6710113 NON-EXPEDITED N US-
BAYER-200826667NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6711517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6711517 NON-EXPEDITED N US-
BAYER-200826397NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY 1 WEEK BAYER

6719695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6719695 NON-EXPEDITED N US-
BAYER-200825883NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6719705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6719705 NON-EXPEDITED N US-
BAYER-200826753NA

42 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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6719707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6719707 NON-EXPEDITED N US-
BAYER-200826398NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6733636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6733636 NON-EXPEDITED Y US-
BAYER-200825014NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

6740791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6740791 NON-EXPEDITED Y US-
BAYER-200822904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

6744347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6744347 NON-EXPEDITED Y US-
BAYER-200825731NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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6753665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6753665 NON-EXPEDITED N US-
BAYER-200830948NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
MENORRHAGIA  
PROCEDURAL PAIN  

6772441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6772441 NON-EXPEDITED Y US-
BAYER-200826487NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S  BAYER

6783261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6783261 EXPEDITED (15-DAY) N OT AT-
BAYER-200827405GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6788903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6788903 NON-EXPEDITED N HO US-
BAYER-200835449NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6788906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6788906 NON-EXPEDITED N OT US-
BAYER-200835392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6790165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6790165 NON-EXPEDITED Y HO US-
BAYER-200835357NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE  BAYER

6795346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6795346 EXPEDITED (15-DAY) Y OT CH-
BAYER-200828181GPV

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CIRCULATORY COLLAPSE MIRENA S INTRAUTERINE  BAYER

6803003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6803003 NON-EXPEDITED N US-
BAYER-200835650NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
GENITAL HAEMORRHAGE  
HYPOAESTHESIA  
PAIN IN EXTREMITY  
PARAESTHESIA  
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Detailed Report
6831974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6831974 NON-EXPEDITED N US-
BAYER-200837813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6841998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6841998 NON-EXPEDITED N US-
BAYER-200838025NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE  BAYER

6842004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842004 NON-EXPEDITED N US-
BAYER-200839001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6842005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842005 NON-EXPEDITED N US-
BAYER-200838769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 MTH BAYER

6842007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842007 NON-EXPEDITED N US-
BAYER-200838604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 203 DAY BAYER
NERVOUSNESS  
VAGINAL HAEMORRHAGE  
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Detailed Report
6842008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842008 NON-EXPEDITED N US-
BAYER-200838438NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  
MENORRHAGIA  

6842012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842012 NON-EXPEDITED N US-
BAYER-200838745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6842015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842015 NON-EXPEDITED N US-
BAYER-200838748NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYSTEROSCOPY MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6842017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842017 NON-EXPEDITED N US-
BAYER-200838572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER
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Detailed Report
6842018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842018 NON-EXPEDITED Y US-
BAYER-200838615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
FATIGUE  
INFECTION  
PELVIC PAIN  

6842021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2008 6842021 NON-EXPEDITED N US-
BAYER-200838456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 2 YR BAYER

6531583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6531583 NON-EXPEDITED N US-
BAYER-200810850NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
MENSTRUATION DELAYED  
NAUSEA  
PROCEDURAL PAIN  
VOMITING  
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6737072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6737072 NON-EXPEDITED N US-
BAYER-200822738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6844464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844464 NON-EXPEDITED N US-
BAYER-200837311NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
DYSPAREUNIA  

6844469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844469 NON-EXPEDITED N US-
BAYER-200838211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL LESION MIRENA S INTRAUTERINE  BAYER

6844470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844470 NON-EXPEDITED N US-
BAYER-200838353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
VOMITING  
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Detailed Report
6844471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844471 NON-EXPEDITED N US-
BAYER-200838257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort MIRENA S INTRAUTERINE  BAYER

6844472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844472 NON-EXPEDITED N US-
BAYER-200838444NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6844473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844473 NON-EXPEDITED N US-
BAYER-200837312NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6844475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844475 NON-EXPEDITED N US-
BAYER-200837828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6844476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844476 NON-EXPEDITED N US-
BAYER-200838347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
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Detailed Report
6844480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844480 NON-EXPEDITED N US-
BAYER-200837317NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DISORDER MIRENA S INTRAUTERINE 2 WEEK BAYER
MOOD ALTERED  

6844481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844481 NON-EXPEDITED N US-
BAYER-200838673NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR CONGESTION MIRENA S INTRAUTERINE  BAYER
TINNITUS  

6844482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844482 NON-EXPEDITED N US-
BAYER-200838423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6844483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844483 NON-EXPEDITED N US-
BAYER-200837586NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
PROCEDURAL COMPLICATION  
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Detailed Report
6844485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844485 NON-EXPEDITED N US-
BAYER-200838568NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6844486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844486 NON-EXPEDITED N US-
BAYER-200837990NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6844488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844488 NON-EXPEDITED N US-
BAYER-200837792NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6844489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844489 NON-EXPEDITED N US-
BAYER-200838524NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
VOMITING  

6844491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844491 NON-EXPEDITED N US-
BAYER-200838550NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6844492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844492 NON-EXPEDITED N US-
BAYER-200838571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

6844494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844494 NON-EXPEDITED N US-
BAYER-200839031NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION TAB ESTROGEN NOSESTROGEN

TABS
C  

6844495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844495 NON-EXPEDITED N US-
BAYER-200838358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6844497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844497 NON-EXPEDITED N US-
BAYER-200839003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6844499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844499 NON-EXPEDITED N US-
BAYER-200838426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ACNE  
BACK PAIN  
BREAST PAIN  
LIBIDO DECREASED  
MOOD SWINGS  

6844500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844500 NON-EXPEDITED N US-
BAYER-200837649NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
GENITAL PAIN  
PROCEDURAL PAIN  

6844505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844505 NON-EXPEDITED N US-
BAYER-200838711NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6844508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844508 NON-EXPEDITED N US-
BAYER-200838740NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 337 DAY BAYER
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

6844510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844510 NON-EXPEDITED N US-
BAYER-200839009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6844512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844512 NON-EXPEDITED N US-
BAYER-200839004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
COUGH  

6844515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844515 NON-EXPEDITED Y US-
BAYER-200839011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER
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Detailed Report
6844519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844519 NON-EXPEDITED Y US-
BAYER-200839014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6844520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844520 NON-EXPEDITED Y US-
BAYER-200839023NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6844521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844521 NON-EXPEDITED N US-
BAYER-200838733NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 270 DAY BAYER
VAGINAL HAEMORRHAGE  

6844522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844522 NON-EXPEDITED N US-
BAYER-200838770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 50 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6844524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844524 NON-EXPEDITED N US-
BAYER-200839033NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER
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6844526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844526 NON-EXPEDITED N US-
BAYER-200839029NA

31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENITAL MIRENA S  BAYER
GENITAL RASH  

6844527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844527 NON-EXPEDITED N US-
BAYER-200839008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6844547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844547 EXPEDITED (15-DAY) N HO FR-
BAYER-200832079GPV

46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER

XANAX C ORAL  
ESCITALOPRAM OXALATE C ORAL Total daily dose: 1 DF  

6844548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844548 EXPEDITED (15-DAY) N OT DE-
BAYER-200826694GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR RETROBULBAR HAEMORRHAGE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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6844549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6844549 EXPEDITED (15-DAY) Y HO,LT,OT CO-
BAYER-200822423LA

42 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PITUITARY TUMOUR BENIGN MIRENA S INTRAUTERINE  BAYER
VISUAL FIELD DEFECT UNSPECIFIED INGREDIENT C INTRAVENOUS 1 DAY
HEADACHE  
SCOTOMA  

6852005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6852005 EXPEDITED (15-DAY) Y OT 037379 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE PLAN B S ORAL 1 TABLET, Q12R, ORAL  
ABORTION SPONTANEOUS TRILEPTAL C  
MATERNAL EXPOSURE DURING PREGNANCY  
SYNCOPE  
UNINTENDED PREGNANCY  

6866384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6866384 EXPEDITED (15-DAY) HO P-SEA84-12-40 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED SEASONALE S ORAL 1 TABLET ORAL  
OEDEMA HUMIRA C  
WEIGHT INCREASED PREDNISONE C  

6866913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2008 6866913 DIRECT Y HO,LT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVORA S ORAL 0.15/30 DAILY ORAL  
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6836066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6836066 NON-EXPEDITED Y US-
BAYER-200838187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6850018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850018 NON-EXPEDITED N US-
BAYER-200838562NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6850021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850021 NON-EXPEDITED Y US-
BAYER-200838560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 8 MTH BAYER

6850023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850023 NON-EXPEDITED Y US-
BAYER-200838564NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 155 DAY BAYER

6850032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850032 NON-EXPEDITED N US-
BAYER-200838695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6850033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850033 NON-EXPEDITED Y US-
BAYER-200838681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6850034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850034 NON-EXPEDITED Y US-
BAYER-200838787NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6850035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850035 NON-EXPEDITED Y US-
BAYER-200838783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
UTERINE SPASM  

6850036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850036 NON-EXPEDITED N US-
BAYER-200838691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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6850037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850037 NON-EXPEDITED N US-
BAYER-200838698NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
HEADACHE  
VAGINAL HAEMORRHAGE  

6850039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850039 NON-EXPEDITED Y US-
BAYER-200838784NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 244 DAY BAYER
COLPOSCOPY  

6850046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850046 NON-EXPEDITED Y US-
BAYER-200838779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 10 DAY BAYER

6850048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850048 NON-EXPEDITED N US-
BAYER-200838684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6850049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850049 NON-EXPEDITED N US-
BAYER-200838688NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6850051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850051 NON-EXPEDITED Y US-
BAYER-200838797NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6850053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850053 NON-EXPEDITED Y US-
BAYER-200838676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER

6850054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850054 NON-EXPEDITED Y US-
BAYER-200838739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6850055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850055 NON-EXPEDITED Y US-
BAYER-200838778NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6850698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6850698 EXPEDITED (15-DAY) Y OT FR-WYE-G02761108 18 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY ADVIL S ORAL unknown  WYETH
DRUG INEFFECTIVE NORDETTE S ORAL  WYETH
Maternal exposure during pregnancy  
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6867144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6867144 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B S ORAL AS INDICATED ON
PACKAGE PRN PO

 BARR

MATERNAL EXPOSURE DURING PREGNANCY  

6867155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2008 6867155 DIRECT Y DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

6600062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6600062 NON-EXPEDITED N US-BAYER-
US-2006-038926

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 22 MTH BAYER
AMENORRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  

6620110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6620110 NON-EXPEDITED Y OT US-
BAYER-200819878NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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6761120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6761120 EXPEDITED (15-DAY) Y HO US-
BAYER-200833462NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CELLULITIS MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
CELLULITIS  
ERYTHEMA  

6776103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6776103 NON-EXPEDITED Y HO,OT US-
BAYER-200834325NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

PAIN  

6780198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6780198 NON-EXPEDITED N OT US-
BAYER-200834408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

6792209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6792209 NON-EXPEDITED N HO US-
BAYER-200835666NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 5 YR BAYER
RASH MIRENA S INTRAUTERINE  BAYER
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6793267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6793267 NON-EXPEDITED N HO US-
BAYER-200835790NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6795490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6795490 NON-EXPEDITED Y US-
BAYER-200834339NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 21 MTH BAYER
PRURITUS  
VULVAL LACERATION  

6802439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6802439 NON-EXPEDITED N US-
BAYER-200835671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

6853853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853853 NON-EXPEDITED N US-
BAYER-200838674NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6853854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853854 NON-EXPEDITED Y US-
BAYER-200838705NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6853856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853856 NON-EXPEDITED N US-
BAYER-200838835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6853859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853859 NON-EXPEDITED N US-
BAYER-200838619NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6853860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853860 NON-EXPEDITED Y US-
BAYER-200838819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6853861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853861 NON-EXPEDITED Y US-
BAYER-200838672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 45 DAY BAYER

6853862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853862 NON-EXPEDITED N US-
BAYER-200838742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6853865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853865 NON-EXPEDITED Y US-
BAYER-200838831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6853867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853867 NON-EXPEDITED N US-
BAYER-200838011NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ACNE  
MOOD SWINGS  
WEIGHT INCREASED  

6853875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853875 NON-EXPEDITED N US-
BAYER-200838865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
GENITAL HAEMORRHAGE  

6853878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853878 NON-EXPEDITED Y US-
BAYER-200838910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6853879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853879 NON-EXPEDITED N US-
BAYER-200838708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 103 DAY BAYER
BREAST TENDERNESS  

6853881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853881 NON-EXPEDITED N US-
BAYER-200838872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6853882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853882 NON-EXPEDITED N US-
BAYER-200838876NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
GENITAL HAEMORRHAGE  
HEADACHE  

6853883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853883 NON-EXPEDITED Y US-
BAYER-200838996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 133 DAY BAYER
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6853884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853884 NON-EXPEDITED N US-
BAYER-200838621NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6853888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853888 NON-EXPEDITED N US-
BAYER-200838963NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6853889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853889 NON-EXPEDITED N US-
BAYER-200838840NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 1 DAY BAYER
UTERINE STENOSIS  

6853890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853890 NON-EXPEDITED Y US-
BAYER-200838901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6853893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853893 NON-EXPEDITED Y US-
BAYER-200838871NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6853897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853897 NON-EXPEDITED N US-
BAYER-200838914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6853899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853899 NON-EXPEDITED N US-
BAYER-200838863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 288 DAY BAYER

6853901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853901 NON-EXPEDITED N US-
BAYER-200838922NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 9 MTH BAYER
HYPOMENORRHOEA  
WEIGHT INCREASED  

6853902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853902 NON-EXPEDITED N US-
BAYER-200838881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER

6853904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853904 NON-EXPEDITED Y US-
BAYER-200838992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6853905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853905 NON-EXPEDITED N US-
BAYER-200838866NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6853906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853906 NON-EXPEDITED N US-
BAYER-200838896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6853908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853908 NON-EXPEDITED N US-
BAYER-200839038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6853910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853910 NON-EXPEDITED N US-
BAYER-200839544NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 362 DAY BAYER
Device expulsion  

6853911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853911 NON-EXPEDITED N US-
BAYER-200839211NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 WEEK BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6853914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853914 NON-EXPEDITED N US-
BAYER-200839432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE  BAYER

6853915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853915 NON-EXPEDITED N US-
BAYER-200839026NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENSTRUAL DISORDER  
VAGINAL DISCHARGE  

6853916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6853916 NON-EXPEDITED N US-
BAYER-200839207NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER
AMENORRHOEA  

6858434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6858434 EXPEDITED (15-DAY) Y DS P-SEA76-11-208 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED SEASONALE S 3 MTH
VISUAL ACUITY REDUCED  
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Detailed Report
6802302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6802302 NON-EXPEDITED N US-
BAYER-200834008NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER YAZ S ORAL  BAYER
LIBIDO DECREASED MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
HORMONE LEVEL ABNORMAL  
Medical device complication  
OVARIAN CYST  

6833696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6833696 NON-EXPEDITED N US-
BAYER-200837849NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA YAZ S ORAL  BAYER
Abnormal withdrawal bleeding LEVLEN S 2 YR BAYER
NO ADVERSE EVENT  
VAGINAL INFECTION  

6855273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6855273 NON-EXPEDITED N US-
BAYER-200838044NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE INCREASED  

6867737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6867737 DIRECT Y OT 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S  
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Detailed Report
6872316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6872316 DIRECT N 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B S ORAL .75MG TWICE IN 12

HOURS PO
12 HR GEDEON RICHTER

6873838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2008 6873838 DIRECT N HO,DS,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE IUD  BAYER
AMNESIA  
DEPRESSION  
DEVICE DISLOCATION  
DISTURBANCE IN ATTENTION  
HAEMORRHAGE  
MOOD SWINGS  
THYROIDITIS  
UTERINE RUPTURE  

6766659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6766659 EXPEDITED (15-DAY) Y OT US-
BAYER-200833717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE  BAYER
BREAST SWELLING  
VAGINAL HAEMORRHAGE  

6779685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6779685 NON-EXPEDITED Y OT US-
BAYER-200834642NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6794354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6794354 EXPEDITED (15-DAY) Y OT US-
BAYER-200835797NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE MORPHINE C  
PROCEDURAL PAIN VICODIN C  

VALIUM C  

6797746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6797746 NON-EXPEDITED Y OT US-
BAYER-200836323NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
METRORRHAGIA  
OVARIAN CYST  
PELVIC PAIN  

6805827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6805827 NON-EXPEDITED Y OT US-
BAYER-200837260NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 7 DAY BAYER

6815529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6815529 EXPEDITED (15-DAY) Y OT US-
BAYER-200838527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM  
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Detailed Report
6820554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6820554 NON-EXPEDITED N HO,OT US-
BAYER-200839055NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6820556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6820556 NON-EXPEDITED Y HO,OT US-
BAYER-200839051NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 316 DAY BAYER
PAIN ZOLOFT C ORAL Total daily dose: 50 MG  
Medical device complication  

6859231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6859231 EXPEDITED (15-DAY) Y HO FR-
ASTRAZENECA-2008CG
01819

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA MULTIFORME ENTOCORT EC S ORAL  

NIMESULIDE S ORAL 16 DAY
ACETAMINOPHEN
\PROPOXYPHENE
HYDROCHLORIDE

S ORAL 16 DAY

TETRAZEPAM S 16 DAY
ALDARA S CUTANEOUS  
TRIPHASIL-21 S ORAL  
KETOPROFEN C INTRAVENOUS 9 DAY
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Detailed Report
6869694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6869694 DIRECT Y HO,DS 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE DAILY INTRA-UTERINE 3 MTH
DISCOMFORT  
HYPERHIDROSIS  
PAIN  
PYREXIA  

6869817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6869817 DIRECT N LT,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S  
ABORTION  
PREGNANCY ON CONTRACEPTIVE  

6871408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2008 6871408 DIRECT Y OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET BY MOUTH

DAILY
 WATSON

AMENORRHOEA  
CONDITION AGGRAVATED  
HYPOAESTHESIA  
PYREXIA  
VISION BLURRED  
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Detailed Report
6534725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6534725 NON-EXPEDITED N US-
BAYER-200810796NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
Device expulsion  

6780147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6780147 NON-EXPEDITED N US-
BAYER-200829863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6789161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6789161 NON-EXPEDITED N US-
BAYER-200832528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 28 DAY BAYER
PAIN  

6792245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6792245 NON-EXPEDITED N US-
BAYER-200834923NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
Medical device complication  
MIGRAINE  

Page: 1,516 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6799627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6799627 NON-EXPEDITED N US-
BAYER-200834939NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 41 DAY BAYER
ABDOMINAL PAIN  
BODY TEMPERATURE INCREASED  
DEPRESSED MOOD  
DRUG HYPERSENSITIVITY  
FEELING ABNORMAL  
NERVOUSNESS  
OROPHARYNGEAL DISCOMFORT  
OROPHARYNGEAL PAIN  
PANIC REACTION  

6804688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6804688 EXPEDITED (15-DAY) Y OT US-
BAYER-200837212NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL DISORDER MIRENA S TRANSPLACENTAL  BAYER
SMALL FOR DATES BABY  

6808226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6808226 NON-EXPEDITED N US-
BAYER-200837513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6816514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6816514 EXPEDITED (15-DAY) Y HO US-
BAYER-200838442NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 323 DAY BAYER
Device expulsion  

6836100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6836100 NON-EXPEDITED Y US-
BAYER-200838446NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 10 DAY BAYER

6844474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6844474 NON-EXPEDITED N US-
BAYER-200838575NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
OFF LABEL USE  

6861079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861079 NON-EXPEDITED N US-
BAYER-200837396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6861080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861080 NON-EXPEDITED N US-
BAYER-200838868NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861081 NON-EXPEDITED Y US-
BAYER-200838966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6861082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861082 NON-EXPEDITED N US-
BAYER-200838968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6861083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861083 NON-EXPEDITED N US-
BAYER-200839081NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER

6861084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861084 NON-EXPEDITED N US-
BAYER-200837399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6861085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861085 NON-EXPEDITED N US-
BAYER-200838962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861087 NON-EXPEDITED N US-
BAYER-200839089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6861091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861091 NON-EXPEDITED N US-
BAYER-200839002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

6861092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861092 NON-EXPEDITED N US-
BAYER-200839091NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6861093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861093 NON-EXPEDITED N US-
BAYER-200839053NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HOT FLUSH  

6861094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861094 NON-EXPEDITED N US-
BAYER-200839057NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861095 NON-EXPEDITED N US-
BAYER-200839064NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER BUPROPION HYDROCHLORIDE C ORAL  
VAGINAL HAEMORRHAGE BLOOD PRESSURE MEDICATION

NOS
C  

Medical device complication MIDOL C  
SECRETION DISCHARGE  

6861099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861099 NON-EXPEDITED N US-
BAYER-200839082NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6861100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861100 NON-EXPEDITED N US-
BAYER-200837420NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6861103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861103 NON-EXPEDITED N US-BAYER-
US-2006-016095

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
6861104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861104 NON-EXPEDITED N US-
BAYER-200839088NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6861106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861106 NON-EXPEDITED Y US-
BAYER-200838579NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S  BAYER

6861107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861107 NON-EXPEDITED N US-
BAYER-200839044NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6861108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861108 NON-EXPEDITED Y US-
BAYER-200838012NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

6861115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861115 NON-EXPEDITED N US-
BAYER-200839125NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861117 NON-EXPEDITED Y US-
BAYER-200839430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6861119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861119 NON-EXPEDITED N US-
BAYER-200839496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6861121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861121 NON-EXPEDITED N US-
BAYER-200839386NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 93 DAY BAYER
VAGINAL HAEMORRHAGE  

6861123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861123 NON-EXPEDITED N US-
BAYER-200839440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6861131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861131 NON-EXPEDITED Y US-
BAYER-200840952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
HYPERVENTILATION  

Page: 1,523 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6861132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861132 NON-EXPEDITED N US-
BAYER-200839186NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 101 DAY BAYER

6861133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861133 NON-EXPEDITED N US-
BAYER-200839129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6861134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861134 NON-EXPEDITED Y US-
BAYER-200839148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE ANTIEPELEPTIC MEDICATION C  

6861135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861135 NON-EXPEDITED Y US-
BAYER-200839343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER

6861138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861138 NON-EXPEDITED N US-
BAYER-200839151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6861139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861139 NON-EXPEDITED N US-
BAYER-200839395NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 21 DAY BAYER

6861140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861140 NON-EXPEDITED N US-
BAYER-200839096NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6861142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2008 6861142 NON-EXPEDITED N US-
BAYER-200839505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 60 DAY BAYER

6557601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6557601 EXPEDITED (15-DAY) N OT FR-
BAYER-200813105GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6603845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6603845 NON-EXPEDITED N US-
BAYER-200816041NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
NAUSEA  
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6620107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6620107 EXPEDITED (15-DAY) Y OT FR-
BAYER-200816601GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OTOSCLEROSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6632101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6632101 EXPEDITED (15-DAY) N OT FR-
BAYER-200811958GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SERUM FERRITIN INCREASED MIRENA S INTRAUTERINE Total daily dose: 20 µG

Unit dose: 20 µG
 BAYER

6779277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6779277 NON-EXPEDITED Y OT US-
BAYER-200834519NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CAUTERY MIRENA S INTRAUTERINE 36 DAY BAYER
Medical device complication  
UTERINE RUPTURE  

6780139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6780139 NON-EXPEDITED Y US-
BAYER-200829484NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE  BAYER
VISION BLURRED MIRENA S INTRAUTERINE  BAYER
DRY EYE  
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6789107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6789107 NON-EXPEDITED Y US-
BAYER-200831740NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUSHING MIRENA S INTRAUTERINE  BAYER
BURNING SENSATION  
DYSPNOEA  
MYALGIA  
RASH  

6795514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6795514 NON-EXPEDITED N US-
BAYER-200834730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
PREGNANCY TEST FALSE POSITIVE  

6796688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6796688 NON-EXPEDITED Y US-
BAYER-200834726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
Device expulsion  
PREGNANCY TEST FALSE POSITIVE  
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6796717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6796717 NON-EXPEDITED N US-
BAYER-200834880NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Device expulsion  
MENORRHAGIA  

6807102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6807102 NON-EXPEDITED N US-
BAYER-200835645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ESCHERICHIA INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6863232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863232 EXPEDITED (15-DAY) N OT FR-
BAYER-200832768GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis MIRENA S INTRAUTERINE  BAYER

6863233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863233 NON-EXPEDITED N OT US-
BAYER-200840848NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
PROCEDURAL PAIN  
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Detailed Report
6863237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863237 EXPEDITED (15-DAY) N OT BR-
BAYER-200823448LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA SERTRALINE C ORAL 14 DAY
BREAST PAIN PAROXETINE HYDROCHLORIDE C ORAL 3 DAY
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST SWELLING  
EYE DISORDER  
MALAISE  
MIGRAINE  
NERVOUSNESS  
SOMNOLENCE  

6863348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863348 NON-EXPEDITED N US-
BAYER-200838021NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

6863350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863350 NON-EXPEDITED N US-
BAYER-200838461NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE  BAYER
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6863351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863351 NON-EXPEDITED N US-
BAYER-200839482NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 43 DAY BAYER

6863354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863354 NON-EXPEDITED Y US-
BAYER-200839321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 7 MTH BAYER
Device expulsion  

6863355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863355 NON-EXPEDITED Y US-
BAYER-200839155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 144 DAY BAYER

6863356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863356 NON-EXPEDITED N US-
BAYER-200839318NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6863357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863357 NON-EXPEDITED N US-
BAYER-200839286NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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6863359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863359 NON-EXPEDITED N US-
BAYER-200839398NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6863360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863360 NON-EXPEDITED N US-
BAYER-200839463NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S  BAYER
DERMATITIS CONTACT  

6863361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863361 NON-EXPEDITED N US-
BAYER-200839425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
HEADACHE  
VAGINAL HAEMORRHAGE  
VOMITING  

6863362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863362 NON-EXPEDITED Y US-
BAYER-200839423NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 124 DAY BAYER
Device expulsion  
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Detailed Report
6863363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863363 NON-EXPEDITED N US-
BAYER-200839436NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6863364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863364 NON-EXPEDITED N US-
BAYER-200839448NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GAIT DISTURBANCE  
POST PROCEDURAL HAEMORRHAGE  

6863365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863365 NON-EXPEDITED N US-
BAYER-200839477NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 104 DAY BAYER

6863367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863367 NON-EXPEDITED N US-
BAYER-200839429NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER
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6863368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863368 NON-EXPEDITED N US-
BAYER-200839388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6863369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863369 NON-EXPEDITED N US-
BAYER-200839384NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA 43 DAY BAYER

6863370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863370 NON-EXPEDITED N US-
BAYER-200839201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6863371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863371 NON-EXPEDITED N US-
BAYER-200839292NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
MOOD SWINGS  
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Detailed Report
6863373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863373 NON-EXPEDITED N US-
BAYER-200839427NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
NAUSEA  

6863374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863374 NON-EXPEDITED N US-
BAYER-200839325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6863375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863375 NON-EXPEDITED Y US-
BAYER-200839391NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6863377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863377 NON-EXPEDITED N US-
BAYER-200839480NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER

6863385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863385 NON-EXPEDITED N US-
BAYER-200839569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 52 DAY BAYER
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6863386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863386 NON-EXPEDITED N US-
BAYER-200839589NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6863387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863387 NON-EXPEDITED N US-
BAYER-200839483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 49 DAY BAYER

6863388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863388 NON-EXPEDITED N US-
BAYER-200839597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 34 MTH BAYER

6863389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863389 NON-EXPEDITED N US-
BAYER-200839457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

6863390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863390 NON-EXPEDITED N US-
BAYER-200839804NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 196 DAY BAYER
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6863392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863392 NON-EXPEDITED N US-
BAYER-200839491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6863393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863393 NON-EXPEDITED N US-
BAYER-200839542NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE  BAYER
DYSURIA  
FUNGAL INFECTION  
Vulvovaginal pain  

6863395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863395 NON-EXPEDITED N US-
BAYER-200839548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6863396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863396 NON-EXPEDITED N US-
BAYER-200839499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 276 DAY BAYER
ABDOMINAL PAIN LOWER  
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6863397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863397 NON-EXPEDITED N US-
BAYER-200839536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL INFECTION  

6863398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863398 NON-EXPEDITED Y US-BAYER-
US-2006-017727

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 5 YR BAYER
MYALGIA MIRENA S INTRAUTERINE  BAYER

6863399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863399 NON-EXPEDITED N US-
BAYER-200839534NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 70 DAY BAYER

6863400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863400 NON-EXPEDITED N US-
BAYER-200839550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6863402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863402 NON-EXPEDITED Y US-
BAYER-200839557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 186 DAY BAYER
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Detailed Report
6863403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863403 NON-EXPEDITED N US-
BAYER-200839551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 78 DAY BAYER

6863404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863404 NON-EXPEDITED N US-
BAYER-200839555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6863405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863405 NON-EXPEDITED Y US-
BAYER-200839489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 86 DAY BAYER

6863407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863407 NON-EXPEDITED Y US-
BAYER-200839486NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6863408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863408 NON-EXPEDITED Y US-
BAYER-200839508NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 186 DAY BAYER
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6863949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863949 NON-EXPEDITED N US-
BAYER-200839159NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6863950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6863950 NON-EXPEDITED N US-
BAYER-200839161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACRIMATION INCREASED MIRENA S INTRAUTERINE  BAYER

6867296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6867296 NON-EXPEDITED N OT US-WYE-H06024708 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA LYBREL S  

6867303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6867303 NON-EXPEDITED Y OT US-WYE-H06024608 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

DRUG INEFFECTIVE  
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Detailed Report
6870865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6870865 EXPEDITED (15-DAY) N HO 038337 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE PLAN B S ORAL 1 TABLET,   ORAL;  1

TABLET, QL2HR, ORAL
 

ABDOMINAL PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUATION IRREGULAR  
UNINTENDED PREGNANCY  

6872945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6872945 DIRECT N 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
DEVICE DISLOCATION  
DEVICE FAILURE  
FEAR  
HEADACHE  
HIGH RISK PREGNANCY  
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6900489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6900489 NON-EXPEDITED Y OT US-WYE-H05946208 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
6 MTH

ANAEMIA  
DRUG INEFFECTIVE  
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Detailed Report
6567787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6567787 EXPEDITED (15-DAY) Y HO FR-
BAYER-200813634GPV

49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECROBIOSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
PROCEDURAL COMPLICATION  
UTERINE LEIOMYOMA  

6795372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6795372 NON-EXPEDITED Y OT US-
BAYER-200836080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 5 YR BAYER

6795379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6795379 NON-EXPEDITED N OT US-
BAYER-200836003NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE  BAYER

6796610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6796610 NON-EXPEDITED Y OT US-
BAYER-200836421NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6800995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6800995 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200828836GPV

50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 539 DAY BAYER
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Detailed Report
6838908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6838908 EXPEDITED (15-DAY) N LT,OT FR-
BAYER-200831756GPV

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 22 MTH BAYER

6864561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864561 NON-EXPEDITED N US-
BAYER-200839280NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6864562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864562 NON-EXPEDITED N US-
BAYER-200839366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6864563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864563 NON-EXPEDITED N US-
BAYER-200839451NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
PELVIC PAIN  

6864564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864564 NON-EXPEDITED N US-
BAYER-200839382NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6864566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864566 NON-EXPEDITED N US-
BAYER-200840891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6864595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2008 6864595 NON-EXPEDITED N OT US-
BAYER-200841212NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6802939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6802939 EXPEDITED (15-DAY) Y LT DE-
BAYER-200829225GPV

25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 2 YR BAYER
Decreased appetite  
DEPRESSION  
DIET REFUSAL  
MOOD SWINGS  
NIGHT SWEATS  
WEIGHT DECREASED  

6813468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6813468 EXPEDITED (15-DAY) N OT FR-
BAYER-200830022GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE Unit dose: 52 MG 20 DAY BAYER
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Detailed Report
6841935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6841935 EXPEDITED (15-DAY) N DS,OT DE-
BAYER-200832357GPV

46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6861124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6861124 NON-EXPEDITED N US-
BAYER-200839157NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER
VAGINAL HAEMORRHAGE  

6866177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6866177 NON-EXPEDITED N US-
BAYER-200838155NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6866181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6866181 NON-EXPEDITED N US-
BAYER-200838028NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  
VOMITING  
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Detailed Report
6866182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6866182 NON-EXPEDITED N US-
BAYER-200840904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6872304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6872304 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE IUD  
DIZZINESS  
IMPAIRED WORK ABILITY  
NAUSEA  
WEIGHT DECREASED  

6873446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6873446 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  
IRRITABILITY  
PREMENSTRUAL SYNDROME  
UTERINE PAIN  
WEIGHT INCREASED  
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6873823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2008 6873823 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
AMENORRHOEA  
COITAL BLEEDING  
DYSPAREUNIA  
FUNGAL INFECTION  
MEDICAL DEVICE PAIN  
MUSCLE SPASMS  
OVARIAN CYST  

6794421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6794421 NON-EXPEDITED N US-
BAYER-200833845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6796639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6796639 NON-EXPEDITED Y US-
BAYER-200833921NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S ORAL  BAYER
HEADACHE  
HORMONE LEVEL ABNORMAL  
Medical device complication  
MOOD ALTERED  
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Detailed Report
6797743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6797743 NON-EXPEDITED Y OT US-
BAYER-200836500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6797744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6797744 NON-EXPEDITED N HO,OT US-
BAYER-200836503NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 DAY BAYER

6807050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6807050 NON-EXPEDITED N OT US-
BAYER-200837331NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COITAL BLEEDING  
MENSTRUATION IRREGULAR  
OEDEMA PERIPHERAL  
VAGINAL HAEMORRHAGE  
VOMITING  

6817979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6817979 EXPEDITED (15-DAY) Y HO,OT IE-
BAYER-200813165BNE

45 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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6866940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866940 NON-EXPEDITED N US-
BAYER-200839581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 127 DAY BAYER

6866944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866944 NON-EXPEDITED N US-
BAYER-200839727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 38 DAY BAYER

6866945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866945 NON-EXPEDITED N US-
BAYER-200840898NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 34 DAY BAYER

6866947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866947 NON-EXPEDITED N US-
BAYER-200839684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6866948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866948 NON-EXPEDITED N US-
BAYER-200839719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6866949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866949 NON-EXPEDITED N US-
BAYER-200839602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 255 DAY BAYER

6866951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866951 NON-EXPEDITED N US-
BAYER-200839606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6866952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866952 NON-EXPEDITED N US-
BAYER-200839614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
MOOD ALTERED  

6866953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866953 NON-EXPEDITED N US-
BAYER-200839858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 84 DAY BAYER

6866954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866954 NON-EXPEDITED N US-
BAYER-200839610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6866956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866956 NON-EXPEDITED N US-
BAYER-200839717NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6866958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866958 NON-EXPEDITED N US-
BAYER-200839632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6866959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866959 NON-EXPEDITED N US-
BAYER-200839596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6866960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866960 NON-EXPEDITED N US-
BAYER-200839595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6866963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866963 NON-EXPEDITED N US-
BAYER-200839594NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER
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6866965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866965 NON-EXPEDITED N US-
BAYER-200839704NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 5 WEEK BAYER
DISCOMFORT  

6866966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866966 NON-EXPEDITED N US-
BAYER-200839873NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6866967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866967 NON-EXPEDITED N US-
BAYER-200839626NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6866968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866968 NON-EXPEDITED N US-
BAYER-200839714NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6866969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866969 NON-EXPEDITED N US-
BAYER-200839730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 18 DAY BAYER
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Detailed Report
6866970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6866970 NON-EXPEDITED N US-
BAYER-200840893NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6879638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2008 6879638 DIRECT N HO,DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S 2 YR
BACK PAIN  
CERVIX DISORDER  
UTERINE ABSCESS  
UTERINE INFECTION  

6562896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6562896 NON-EXPEDITED Y US-
BAYER-200814425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6605167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6605167 EXPEDITED (15-DAY) N OT US-
BAYER-200816677NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
CONVULSION  
MALAISE  
Medical device complication  
METRORRHAGIA  
SOMNOLENCE  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

6773822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6773822 EXPEDITED (15-DAY) N OT BE-
BAYER-200826877GPV

46 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VASCULAR THROMBOSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
HEADACHE  
SCOTOMA  

6774074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6774074 NON-EXPEDITED N US-
BAYER-200829815NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISORDER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
VAGINAL INFLAMMATION  
Vulvovaginal swelling  
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Detailed Report
6844477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6844477 NON-EXPEDITED N US-
BAYER-200838454NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
CRYING  
FATIGUE  
FEELING ABNORMAL  
MOOD SWINGS  
NERVOUSNESS  

6868001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868001 EXPEDITED (15-DAY) Y OT US-
BAYER-200841443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROTATOR CUFF SYNDROME MIRENA S INTRAUTERINE  BAYER

6868008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868008 NON-EXPEDITED N US-
BAYER-200839128NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6868009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868009 NON-EXPEDITED N US-
BAYER-200839871NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6868010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868010 NON-EXPEDITED N US-
BAYER-200839342NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6868011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868011 NON-EXPEDITED N US-
BAYER-200839119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6868012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868012 NON-EXPEDITED N US-
BAYER-200839756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6868013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868013 NON-EXPEDITED N US-
BAYER-200839878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6868014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868014 NON-EXPEDITED Y US-
BAYER-200839775NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6868015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868015 NON-EXPEDITED N US-
BAYER-200839882NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6868016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868016 NON-EXPEDITED N US-
BAYER-200839849NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

6868017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868017 NON-EXPEDITED Y US-
BAYER-200839914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 137 DAY BAYER

6868018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868018 NON-EXPEDITED N US-
BAYER-200839851NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6868019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868019 NON-EXPEDITED N US-
BAYER-200839774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6868020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868020 NON-EXPEDITED Y US-
BAYER-200839731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6868027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6868027 NON-EXPEDITED N US-
BAYER-200839916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6874431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6874431 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S 5 YEAR DOSE  
ALOPECIA  

6874452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6874452 DIRECT N 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRA-CERVICAL INTRACERVICAL  
FUNGAL INFECTION  
HYPERSENSITIVITY  
MEDICAL DEVICE COMPLICATION  

6874549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6874549 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PORTIA S ORAL ONE PILL ONCE PER

DAY PO
5 YR

PRODUCT QUALITY ISSUE  
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Detailed Report
6874598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2008 6874598 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  
ABDOMINAL PAIN LOWER  
ACNE  
ANXIETY  
BREAST TENDERNESS  
DEPRESSED MOOD  
DRY SKIN  
DYSPAREUNIA  
FATIGUE  
HEADACHE  
LOSS OF LIBIDO  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
POLLAKIURIA  
SKIN DISORDER  
VAGINAL DISCHARGE  
VAGINAL ODOUR  
VULVOVAGINAL DRYNESS  
WEIGHT INCREASED  
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6754735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6754735 EXPEDITED (15-DAY) Y HO,LT DE-
BAYER-200825553GPV

32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BICYTOPENIA MIRENA S INTRAUTERINE Total daily dose: 20 µG 15 MTH BAYER
THROMBOCYTOPENIA PARACETAMOL C  
ANAEMIA MACROCYTIC  
APLASTIC ANAEMIA  
ORAL HERPES  

6775044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6775044 NON-EXPEDITED N US-
BAYER-200830765NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE  BAYER

6790158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6790158 EXPEDITED (15-DAY) Y OT US-
BAYER-200835120NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE  BAYER
DEPRESSED MOOD  
ECONOMIC PROBLEM  
MARITAL PROBLEM  
MEDICAL DEVICE DISCOMFORT  
PROCEDURAL PAIN  
SOCIAL PROBLEM  
UNEVALUABLE EVENT  
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6792204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6792204 NON-EXPEDITED N OT US-
BAYER-200835812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 5 MTH BAYER
Medical device complication  

6796604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6796604 EXPEDITED (15-DAY) Y OT FR-
BAYER-200828594GPV

46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
DYSPNOEA DAFALGAN C UNKNOWN  
ABDOMINAL PAIN UPPER UNSPECIFIED INGREDIENT C UNKNOWN 6 MTH
Decreased appetite UNSPECIFIED INGREDIENT C UNKNOWN 1 DAY
GASTROINTESTINAL DISORDER IOVERSOL C INTRA-ARTERIAL 1 DAY
OVARIAN CYST  

6799597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6799597 NON-EXPEDITED N OT US-
BAYER-200836635NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6802338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6802338 NON-EXPEDITED N US-
BAYER-200835115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 4 MTH BAYER
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6815527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6815527 NON-EXPEDITED Y OT US-
BAYER-200838512NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 408 DAY BAYER
PELVIC PAIN  
WEIGHT DECREASED  

6825638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6825638 NON-EXPEDITED Y OT US-
BAYER-200839139NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 266 DAY BAYER

6825645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6825645 NON-EXPEDITED Y HO,OT US-
BAYER-200839306NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 5 DAY BAYER
ABDOMINAL PAIN LOWER  

6829193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6829193 NON-EXPEDITED N OT US-
BAYER-200839540NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 13 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
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Detailed Report
6831849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6831849 NON-EXPEDITED Y OT US-
BAYER-200839660NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6866180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6866180 EXPEDITED (15-DAY) N OT DE-
BAYER-200831101GPV

28 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 50 DAY BAYER
ABORTION INCOMPLETE  
BENIGN HYDATIDIFORM MOLE  
GENITAL HAEMORRHAGE  

6867996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6867996 EXPEDITED (15-DAY) N OT ES-
BAYER-200833199GPV

Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 32 DAY BAYER
ABDOMINAL PAIN  
ACNE  
AMENORRHOEA  
BLINDNESS  
HOT FLUSH  
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Detailed Report
6869128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6869128 NON-EXPEDITED N US-
BAYER-200838855NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 43 DAY BAYER
BACK PAIN  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

6869129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6869129 NON-EXPEDITED N US-
BAYER-200841413NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6869130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6869130 NON-EXPEDITED N US-
BAYER-200838856NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
HYPERTRICHOSIS  

6869131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6869131 NON-EXPEDITED N US-
BAYER-200839607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 5 YR BAYER
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Detailed Report
6869227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6869227 EXPEDITED (15-DAY) N OT FR-
BAYER-200833309GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE  BAYER

6874835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6874835 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  BAYER
ABDOMINAL DISTENSION  
ANGER  
ANXIETY  
BREAST DISCOMFORT  
DRUG INEFFECTIVE  
FATIGUE  
HYPERTENSION  
MOOD SWINGS  
STRESS  
WEIGHT FLUCTUATION  

6874890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6874890 DIRECT Y OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
DEPRESSION  
MEDICAL DEVICE COMPLICATION  
MOOD ALTERED  
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Detailed Report
6875895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6875895 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20MCG PER DAY

DAILY INTRA-UTERINE
CONTINUOUS FOR 5
YEARS

5 YR BAYER

6875917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6875917 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE IUD 5 YEARS INTRA-

UTERINE
 

HEADACHE  
MATERNAL EXPOSURE DURING PREGNANCY  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
THROMBOSIS  

6887540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2008 6887540 NON-EXPEDITED N OT TPH-00050 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 TABLET PER DAY  BAYER

6816578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6816578 NON-EXPEDITED N US-
BAYER-200836615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  
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Detailed Report
6870368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870368 NON-EXPEDITED N US-
BAYER-200839779NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 15 DAY BAYER
Medical device complication  

6870369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870369 NON-EXPEDITED N US-
BAYER-200839780NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6870370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870370 NON-EXPEDITED N US-
BAYER-200841150NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6870371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870371 NON-EXPEDITED N US-
BAYER-200839760NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

6870372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870372 NON-EXPEDITED N US-
BAYER-200839768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6870373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870373 NON-EXPEDITED N US-
BAYER-200839796NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6870375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870375 NON-EXPEDITED N US-
BAYER-200839845NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6870377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870377 NON-EXPEDITED N US-
BAYER-200839834NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  
NAUSEA  

6870378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870378 NON-EXPEDITED N US-
BAYER-200841755NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6870380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6870380 NON-EXPEDITED N US-
BAYER-200839771NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  
MOOD SWINGS  

6876130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2008 6876130 DIRECT Y OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  

6659942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6659942 NON-EXPEDITED N US-
BAYER-200824126NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Device dislocation  

6714770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6714770 NON-EXPEDITED N US-
BAYER-200828941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6789143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6789143 NON-EXPEDITED Y US-
BAYER-200832502NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

6813549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6813549 NON-EXPEDITED N US-
BAYER-200836073NA

69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE RASH  

6871675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871675 NON-EXPEDITED N US-
BAYER-200839788NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6871676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871676 NON-EXPEDITED N US-
BAYER-200840017NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6871677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871677 NON-EXPEDITED N US-
BAYER-200840011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6871678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871678 NON-EXPEDITED N US-
BAYER-200839970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE  BAYER
RASH  

6871679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871679 NON-EXPEDITED Y US-
BAYER-200839985NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 78 DAY BAYER

6871680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871680 NON-EXPEDITED N US-
BAYER-200840029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  

6871681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871681 NON-EXPEDITED N US-
BAYER-200839797NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6871682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871682 NON-EXPEDITED Y US-
BAYER-200839976NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6871683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871683 NON-EXPEDITED N US-
BAYER-200839836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6871684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871684 NON-EXPEDITED N US-
BAYER-200839920NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 206 DAY BAYER

6871685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871685 NON-EXPEDITED Y US-
BAYER-200839912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 59 DAY BAYER

6871686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871686 NON-EXPEDITED N US-
BAYER-200840027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 9 DAY BAYER
SWELLING FACE  

6871687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871687 NON-EXPEDITED N US-
BAYER-200839922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
MIGRAINE  
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Detailed Report
6871688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871688 NON-EXPEDITED N US-
BAYER-200839995NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6871689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871689 NON-EXPEDITED N US-
BAYER-200839984NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6871690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871690 NON-EXPEDITED Y US-
BAYER-200839942NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 15 DAY BAYER

6871691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871691 NON-EXPEDITED N US-
BAYER-200840005NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER

6871692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871692 NON-EXPEDITED N US-
BAYER-200839889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER
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6871694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871694 NON-EXPEDITED N US-
BAYER-200839972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6871695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871695 NON-EXPEDITED N US-
BAYER-200839973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6871696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871696 NON-EXPEDITED N US-
BAYER-200839883NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER

6871698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871698 NON-EXPEDITED Y US-
BAYER-200840221NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6871699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871699 NON-EXPEDITED Y US-
BAYER-200839946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER
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6871700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871700 NON-EXPEDITED N US-
BAYER-200839838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 278 DAY BAYER

6871701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871701 NON-EXPEDITED Y US-
BAYER-200839894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 40 DAY BAYER

6871702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871702 NON-EXPEDITED N US-
BAYER-200839893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 51 DAY BAYER

6871704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871704 NON-EXPEDITED Y US-
BAYER-200840101NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 MTH BAYER

6871706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871706 NON-EXPEDITED Y US-
BAYER-200841233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER
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Detailed Report
6871707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871707 NON-EXPEDITED N US-
BAYER-200840219NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6871708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871708 NON-EXPEDITED N US-
BAYER-200840057NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
HYPERHIDROSIS  
Medical device complication  

6871710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871710 NON-EXPEDITED N US-
BAYER-200840088NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6871711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871711 NON-EXPEDITED N US-
BAYER-200840217NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6871712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871712 NON-EXPEDITED N US-
BAYER-200840198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 64 DAY BAYER
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Detailed Report
6871713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871713 NON-EXPEDITED N US-
BAYER-200840061NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 355 DAY BAYER
Medical device complication  

6871714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871714 NON-EXPEDITED Y US-
BAYER-200840083NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6871715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871715 NON-EXPEDITED Y US-
BAYER-200840082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER

6871717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871717 NON-EXPEDITED Y US-
BAYER-200840195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 114 DAY BAYER

6871718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871718 NON-EXPEDITED Y US-
BAYER-200840202NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 77 DAY BAYER
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Detailed Report
6871719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2009 6871719 NON-EXPEDITED Y US-
BAYER-200840235NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
HYPERHIDROSIS  
NAUSEA  
VOMITING  

6557648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6557648 NON-EXPEDITED N OT US-
BAYER-200813590NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6736973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6736973 NON-EXPEDITED N HO US-
BAYER-200831308NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 200 DAY BAYER
ABDOMINAL PAIN LOWER  
ADVERSE EVENT  
DEVICE BREAKAGE  
MENORRHAGIA  

6740638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6740638 NON-EXPEDITED Y OT US-
BAYER-200831620NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6760106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6760106 NON-EXPEDITED Y HO,OT US-
BAYER-200833109NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6760134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6760134 NON-EXPEDITED Y US-
BAYER-200832857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 105 DAY BAYER
Device expulsion  

6761206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6761206 NON-EXPEDITED N US-
BAYER-200833118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6772390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6772390 NON-EXPEDITED N OT US-
BAYER-200833920NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL
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Detailed Report
6774993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6774993 NON-EXPEDITED N OT US-
BAYER-200834240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 141 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6776148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6776148 NON-EXPEDITED Y OT US-
BAYER-200834238NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

6779276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6779276 NON-EXPEDITED N OT US-
BAYER-200834428NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

6779281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6779281 EXPEDITED (15-DAY) Y OT US-
BAYER-200834457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
SMEAR CERVIX ABNORMAL  

6779284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6779284 EXPEDITED (15-DAY) N OT US-
BAYER-200834459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6779333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6779333 NON-EXPEDITED N US-
BAYER-200831067NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST DISCHARGE  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
POLLAKIURIA  

6797753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6797753 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200828583GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 351 DAY BAYER
DYSPNOEA NEXIUM C UNKNOWN  

6799603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6799603 NON-EXPEDITED N OT US-
BAYER-200836785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
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Detailed Report
6799607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6799607 NON-EXPEDITED Y OT US-
BAYER-200836737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6802427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6802427 NON-EXPEDITED Y OT US-
BAYER-200836976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6802449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6802449 NON-EXPEDITED Y HO US-
BAYER-200837160NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 89 DAY BAYER
VAGINAL HAEMORRHAGE  

6803948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6803948 NON-EXPEDITED Y OT US-
BAYER-200837109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 807 DAY BAYER
MALAISE  

6803954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6803954 NON-EXPEDITED Y OT US-
BAYER-200837126NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6807039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6807039 EXPEDITED (15-DAY) Y OT US-
BAYER-200837224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 5 WEEK BAYER
Device expulsion  
Medical device complication  

6829188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6829188 EXPEDITED (15-DAY) N OT US-
BAYER-200839539NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
ENDOMETRIAL DISORDER  

6831988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6831988 NON-EXPEDITED Y US-
BAYER-200837959NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 22 DAY BAYER
ABDOMINAL PAIN  
ANXIETY  
CRYING  
HEADACHE  
IRRITABILITY  
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Detailed Report
6833730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6833730 NON-EXPEDITED N US-
BAYER-200837902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 4 YR BAYER
ABDOMINAL DISTENSION  
FLATULENCE  
SENSATION OF PRESSURE  
SMEAR CERVIX ABNORMAL  
WHITE BLOOD CELL COUNT INCREASED  

6841946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6841946 NON-EXPEDITED N OT US-
BAYER-200840160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6850050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6850050 NON-EXPEDITED Y US-
BAYER-200838990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 100 DAY BAYER

6863591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6863591 EXPEDITED (15-DAY) Y DS GB-
BAYER-200813483BNE

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED MIRENA S INTRAUTERINE 44 DAY BAYER
ARTHRALGIA  
ERYTHEMA NODOSUM  
JOINT SWELLING  
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Detailed Report
6871651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6871651 EXPEDITED (15-DAY) Y HO,LT,OT RS-
BAYER-200833413GPV

47 YR Female RS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
SARCOMA UTERUS  
UTERINE LEIOMYOMA  

6871653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6871653 EXPEDITED (15-DAY) Y OT DE-
BAYER-200827255GPV

22 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALANINE AMINOTRANSFERASE INCREASED MIRENA S INTRAUTERINE 97 DAY BAYER
ASPARTATE AMINOTRANSFERASE INCREASED OMEPRAZOLE S UNKNOWN  
GAMMA-GLUTAMYLTRANSFERASE INCREASED MESALAMINE S UNKNOWN  
BLOOD ALKALINE PHOSPHATASE INCREASED  
C-REACTIVE PROTEIN INCREASED  
GLUTAMATE DEHYDROGENASE INCREASED  
RED BLOOD CELL SEDIMENTATION RATE
INCREASED

 

6872574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872574 NON-EXPEDITED N US-
BAYER-200839361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872575 NON-EXPEDITED N US-
BAYER-200839374NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6872576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872576 NON-EXPEDITED N US-
BAYER-200839370NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6872577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872577 NON-EXPEDITED N US-
BAYER-200839276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872578 NON-EXPEDITED N US-
BAYER-200839376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872581 NON-EXPEDITED N US-
BAYER-200840232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER

6872582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872582 NON-EXPEDITED N US-
BAYER-200840250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
VOMITING  
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Detailed Report
6872584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872584 NON-EXPEDITED N US-
BAYER-200840260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE  BAYER

6872585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872585 NON-EXPEDITED N US-
BAYER-200839380NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6872587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872587 NON-EXPEDITED N US-
BAYER-200839278NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6872590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872590 NON-EXPEDITED N US-
BAYER-200840215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MOOD ALTERED  

6872591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872591 NON-EXPEDITED Y US-
BAYER-200840253NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6872592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872592 NON-EXPEDITED N US-
BAYER-200840230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 79 DAY BAYER

6872593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872593 NON-EXPEDITED Y US-
BAYER-200840225NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6872594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872594 NON-EXPEDITED Y US-
BAYER-200839960NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HERPES MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6872595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872595 NON-EXPEDITED Y US-
BAYER-200840254NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 127 DAY BAYER

6872596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872596 NON-EXPEDITED N US-
BAYER-200839608NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6872597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872597 NON-EXPEDITED N US-
BAYER-200840247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6872598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872598 NON-EXPEDITED N US-
BAYER-200840251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6872599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872599 NON-EXPEDITED Y US-
BAYER-200840226NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 208 DAY BAYER

6872600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872600 NON-EXPEDITED N US-
BAYER-200840207NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6872601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872601 NON-EXPEDITED Y US-
BAYER-200840213NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 297 DAY BAYER
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Detailed Report
6872603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872603 NON-EXPEDITED N US-
BAYER-200839393NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 3 WEEK BAYER

6872604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872604 NON-EXPEDITED N US-
BAYER-200840181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER

6872605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872605 NON-EXPEDITED N US-
BAYER-200840050NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6872607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872607 NON-EXPEDITED N US-
BAYER-200840267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6872609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872609 NON-EXPEDITED N US-
BAYER-200840229NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6872610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872610 NON-EXPEDITED N US-
BAYER-200840542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 28 DAY BAYER

6872611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872611 NON-EXPEDITED N US-
BAYER-200840395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6872612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872612 NON-EXPEDITED N US-
BAYER-200840383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HOT FLUSH  
MOOD SWINGS  
VOMITING  

6872613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872613 NON-EXPEDITED N US-
BAYER-200840537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6872614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872614 NON-EXPEDITED N US-
BAYER-200840528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

6872616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872616 NON-EXPEDITED N US-
BAYER-200840530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

6872617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872617 NON-EXPEDITED N US-
BAYER-200840378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872618 NON-EXPEDITED N US-
BAYER-200840534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872619 NON-EXPEDITED N US-
BAYER-200840481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 55 DAY BAYER
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Detailed Report
6872620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872620 NON-EXPEDITED N US-
BAYER-200840509NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 29 DAY BAYER

6872621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872621 NON-EXPEDITED N US-
BAYER-200840483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 62 DAY BAYER

6872622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872622 NON-EXPEDITED N US-
BAYER-200840379NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 331 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6872623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872623 NON-EXPEDITED N US-
BAYER-200840511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS MIRENA S INTRAUTERINE  BAYER

6872624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872624 NON-EXPEDITED N US-
BAYER-200841668NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6872626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872626 NON-EXPEDITED Y US-
BAYER-200840434NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 179 DAY BAYER

6872627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6872627 NON-EXPEDITED N US-
BAYER-200841756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6877464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2009 6877464 DIRECT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
DEPRESSION  
HEADACHE  
TACHYCARDIA  
WEIGHT INCREASED  

6494049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6494049 EXPEDITED (15-DAY) N US-
BAYER-200715132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6564443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6564443 NON-EXPEDITED Y US-
BAYER-200814255NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Medical device complication ADVAIR DISKUS C  

SINGULAIR C ORAL  

6641598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6641598 NON-EXPEDITED Y US-
BAYER-200821917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6754737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6754737 EXPEDITED (15-DAY) Y OT US-
BAYER-200832571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6773971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6773971 NON-EXPEDITED Y HO,OT US-
BAYER-200834191NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE As used: 20 µG 374 DAY BAYER

Device dislocation  
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Detailed Report
6802448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6802448 NON-EXPEDITED N HO US-
BAYER-200837051NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6805828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6805828 NON-EXPEDITED N OT US-
BAYER-200837338NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER
Medical device complication  

6807035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6807035 NON-EXPEDITED N OT US-
BAYER-200837386NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6807038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6807038 NON-EXPEDITED Y OT US-
BAYER-200837293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
FLANK PAIN  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6819346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6819346 EXPEDITED (15-DAY) N OT US-
BAYER-200838839NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE  BAYER
DEPRESSION ADDERALL C ORAL 2 YR
ANXIETY  
CRYING  
FATIGUE  
WEIGHT DECREASED  

6825633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6825633 NON-EXPEDITED Y HO US-
BAYER-200839249NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 18 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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Detailed Report
6871076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6871076 EXPEDITED (15-DAY) N OT 038261 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1 TABLET, Q12H, ORAL  
ASTHENIA UNSPECIFIED INGREDIENT C  
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  
UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  

6873719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6873719 NON-EXPEDITED N US-
BAYER-200839412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE  BAYER

CYMBALTA C  

6873720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6873720 NON-EXPEDITED N US-
BAYER-200839941NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 111 DAY BAYER

6873721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6873721 NON-EXPEDITED N US-
BAYER-200840200NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6873723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6873723 NON-EXPEDITED N US-
BAYER-200841782NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 6 YR BAYER
MIGRAINE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
MOOD SWINGS THYROID, UNSPECIFIED C  
INSOMNIA BENADRYL C  
NIGHT SWEATS  

6873724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6873724 NON-EXPEDITED N US-
BAYER-200840089NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6877704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6877704 EXPEDITED (15-DAY) N OT 038790 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

ALCOHOL USE  
ANXIETY  
FEELING HOT  
LOSS OF CONSCIOUSNESS  
TREMOR  
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Detailed Report
6881530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2009 6881530 DIRECT N HO,OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE ONCE EVERY 5 YEARS

INTRA-UTERINE
 

MENORRHAGIA  
MUSCLE SPASMS  
PAIN  

6812114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2009 6812114 EXPEDITED (15-DAY) Y OT FR-
BAYER-200829676GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
HORDEOLUM  
INFECTION PARASITIC  

6874698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2009 6874698 NON-EXPEDITED N US-
BAYER-200839571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6874701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2009 6874701 NON-EXPEDITED N US-
BAYER-200839357NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6874703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2009 6874703 NON-EXPEDITED N US-
BAYER-200839402NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
DIZZINESS  
GENITAL HAEMORRHAGE  
HEADACHE  

6882834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2009 6882834 DIRECT N RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 5 YEARS INTRA-

UTERINE
 

ABORTION INCOMPLETE  
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Detailed Report
6637624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6637624 NON-EXPEDITED N OT US-
BAYER-200819534NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 13 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ANXIETY  
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
Haemorrhage in pregnancy  
MENSTRUATION DELAYED  
NAUSEA  
PANIC ATTACK  
PRESYNCOPE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6717585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6717585 NON-EXPEDITED Y US-
BAYER-200829215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6761209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6761209 NON-EXPEDITED N US-
BAYER-200832860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6773972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6773972 NON-EXPEDITED Y OT US-
BAYER-200833850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
PREGNANCY  

6781823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6781823 NON-EXPEDITED N US-
BAYER-200831812NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

6783270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6783270 NON-EXPEDITED N OT US-
BAYER-200834812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 6 MTH BAYER
ESCHERICHIA INFECTION  
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6788908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6788908 NON-EXPEDITED N OT US-
BAYER-200835198NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6798534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6798534 NON-EXPEDITED Y HO,OT US-
BAYER-200836160NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
Maternal exposure during pregnancy  
Medical device complication  

6802420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6802420 NON-EXPEDITED Y OT US-
BAYER-200836842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6810450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6810450 NON-EXPEDITED N US-
BAYER-200836122NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
BACK PAIN  
UTERINE ENLARGEMENT  
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Detailed Report
6813537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6813537 NON-EXPEDITED N US-
BAYER-200836082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED  
Medical device complication  
VULVAL DISORDER  

6813592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6813592 NON-EXPEDITED N US-
BAYER-200836552NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DISORDER MIRENA S INTRAUTERINE 149 DAY BAYER
ALOPECIA  
Seborrhoea  

6817985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6817985 NON-EXPEDITED Y OT US-
BAYER-200838584NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6820559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6820559 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200838903NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 73 DAY BAYER
PAIN IN EXTREMITY GLUCOVANCE C ORAL  
LOSS OF CONSCIOUSNESS LEXAPRO C ORAL  
SPEECH DISORDER NEURONTIN C  
HEADACHE BLOOD PRESSURE MEDICATION

(NOS)
C  

DIZZINESS HUMALOG C SUBCUTANEOUS  
GAIT DISTURBANCE  
NAUSEA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6859035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6859035 NON-EXPEDITED Y OT US-
BAYER-200840854NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6876068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876068 NON-EXPEDITED Y US-
BAYER-200839504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6876069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876069 NON-EXPEDITED N US-
BAYER-200839613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6876070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876070 NON-EXPEDITED N US-
BAYER-200839404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6876071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876071 NON-EXPEDITED N US-
BAYER-200839611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
Medical device complication  

6876072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876072 NON-EXPEDITED N US-
BAYER-200839364NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6876074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876074 NON-EXPEDITED N US-
BAYER-200839420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

Page: 1,606 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6876075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876075 NON-EXPEDITED N US-
BAYER-200839405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6876077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876077 NON-EXPEDITED N US-
BAYER-200839407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6876078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876078 NON-EXPEDITED Y US-
BAYER-200910313NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6876079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876079 NON-EXPEDITED N US-
BAYER-200840504NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 12 DAY BAYER
INCISION SITE PAIN  
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Detailed Report
6876080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876080 NON-EXPEDITED N US-
BAYER-200839413NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 341 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6876083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876083 NON-EXPEDITED N US-
BAYER-200840497NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6876084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876084 NON-EXPEDITED N US-
BAYER-200840507NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 173 DAY BAYER

6876085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876085 NON-EXPEDITED Y US-
BAYER-200840500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER
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Detailed Report
6876088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876088 NON-EXPEDITED N US-
BAYER-200840320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6876089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876089 NON-EXPEDITED N US-
BAYER-200840496NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6876090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876090 NON-EXPEDITED N US-
BAYER-200840598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 941 DAY BAYER

6876092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876092 NON-EXPEDITED N US-
BAYER-200840522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6876093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876093 NON-EXPEDITED N US-
BAYER-200840502NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 254 DAY BAYER
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Detailed Report
6876095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876095 NON-EXPEDITED N US-
BAYER-200840498NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 164 DAY BAYER

6876097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876097 NON-EXPEDITED N US-
BAYER-200840501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6876098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6876098 NON-EXPEDITED N US-
BAYER-200840675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER

6881187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2009 6881187 EXPEDITED (15-DAY) N OT 039040 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

HAEMATEMESIS ORTHO TRI CYCLEN C  
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Detailed Report
6577976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6577976 NON-EXPEDITED N US-
BAYER-200813708NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 117 DAY BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
PREGNANCY TEST POSITIVE  

6615798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6615798 NON-EXPEDITED N US-
BAYER-200819184NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  

6727980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6727980 EXPEDITED (15-DAY) N OT US-
BAYER-200830530NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6761216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6761216 NON-EXPEDITED N US-
BAYER-200833056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6765676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6765676 NON-EXPEDITED Y US-
BAYER-200833546NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1 YR BAYER
Medical device complication  

6775048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6775048 NON-EXPEDITED Y US-
BAYER-200833851NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

6781825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6781825 NON-EXPEDITED Y US-
BAYER-200834499NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6783273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6783273 NON-EXPEDITED N OT US-
BAYER-200835004NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  
Medical device complication  
MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  
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Detailed Report
6784614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6784614 NON-EXPEDITED Y US-
BAYER-200834544NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6784616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6784616 NON-EXPEDITED Y US-
BAYER-200834697NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6789229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6789229 NON-EXPEDITED N US-
BAYER-200833288NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
ACNE  
HEADACHE  
VAGINAL HAEMORRHAGE  

6807034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6807034 NON-EXPEDITED N HO US-
BAYER-200837534NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6807051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6807051 NON-EXPEDITED Y OT US-
BAYER-200837636NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
SYNCOPE  
VOMITING  

6876972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6876972 EXPEDITED (15-DAY) N HO,LT BR-
BAYER-200815221LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE  BAYER

6876998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6876998 NON-EXPEDITED N US-
BAYER-200840594NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6876999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6876999 NON-EXPEDITED N US-
BAYER-200839619NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6877001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877001 NON-EXPEDITED Y US-
BAYER-200840495NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6877003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877003 NON-EXPEDITED N US-
BAYER-200840870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6877004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877004 NON-EXPEDITED N US-
BAYER-200840877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6877005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877005 NON-EXPEDITED N US-
BAYER-200840605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6877008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877008 NON-EXPEDITED N US-
BAYER-200840886NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER
PRURITUS GENERALISED  
RASH  
RASH GENERALISED  

6877009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877009 NON-EXPEDITED N US-
BAYER-200840688NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 1 YR BAYER
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Detailed Report
6877010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877010 NON-EXPEDITED Y US-
BAYER-200840728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6877011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877011 NON-EXPEDITED N US-
BAYER-200840586NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6877012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877012 NON-EXPEDITED N US-
BAYER-200840876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 MTH BAYER

6877014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877014 NON-EXPEDITED N US-
BAYER-200840682NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6877015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877015 NON-EXPEDITED N US-
BAYER-200840712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 WEEK BAYER
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Detailed Report
6877016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877016 NON-EXPEDITED N US-
BAYER-200840587NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6877017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877017 NON-EXPEDITED N US-
BAYER-200840720NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  

6877018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877018 NON-EXPEDITED N US-
BAYER-200840942NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 161 DAY BAYER

6877019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877019 NON-EXPEDITED N US-
BAYER-200841210NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6877020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877020 NON-EXPEDITED N US-
BAYER-200840977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 42 DAY BAYER
ABDOMINAL PAIN LOWER  

Page: 1,617 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6877021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877021 NON-EXPEDITED N US-
BAYER-200840871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER

6877941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2009 6877941 EXPEDITED (15-DAY) Y LT TPH-00127 44 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 9 MTH

YAWNING ZOLPIDEM TARTRATE C  
ASPHYXIA SEPAZON (CLOXAZOLAM) C  
TOOTH EXTRACTION AMPLIT (LOFEPRAMINE

HYDROCHLORIDE)
C  

HEARING IMPAIRED LEXOTAN (BROMAZEPAM) C  
ATRIAL SEPTAL DEFECT CEFCAPENE PIVOXIL

HYDROCHLORIDE
C  

PARADOXICAL EMBOLISM LOXOPROFEN C  
CARDIAC ANEURYSM  

Page: 1,618 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6589378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6589378 EXPEDITED (15-DAY) Y LT JP-
BAYER-200810476BYL

49 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE Total daily dose: 20 µG

Unit dose: 52 MG
247 DAY BAYER

METRORRHAGIA LEVONORGESTREL S ORAL 15 MTH
CEFTERAM PIVOXIL C ORAL As used: 300 MG  Unit

dose: 100 MG
2 DAY

FERROUS CITRATE C ORAL As used: 100 MG 36 DAY
LOXOPROFEN C ORAL 6 MTH
FESIN C INTRAVENOUS As used: 80 MG  Unit

dose: 40 MG
26 DAY

FESIN C ORAL As used: 80 MG  Unit
dose: 40 MG

 

COLONEL C ORAL As used: 1000 MG  Unit
dose: 500 MG

21 DAY

LAC B C ORAL As used: 3 G 31 DAY

6649385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6649385 NON-EXPEDITED N US-
BAYER-200823021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6649389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6649389 NON-EXPEDITED Y US-
BAYER-200823020NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6655782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6655782 NON-EXPEDITED Y US-
BAYER-200824342NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 26 DAY BAYER

6764025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6764025 NON-EXPEDITED N US-
BAYER-200831395NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
POLLAKIURIA  

6765517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6765517 NON-EXPEDITED N US-
BAYER-200831835NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6772515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6772515 NON-EXPEDITED N US-
BAYER-200832204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
NAUSEA  
VOMITING  
VOMITING IN PREGNANCY  
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Detailed Report
6809445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6809445 NON-EXPEDITED N US-
BAYER-200835486NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6813567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6813567 NON-EXPEDITED N US-
BAYER-200836206NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL ODOUR  

6818078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6818078 NON-EXPEDITED Y US-
BAYER-200836677NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6818091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6818091 NON-EXPEDITED Y US-
BAYER-200836673NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6826493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6826493 NON-EXPEDITED N US-
BAYER-200837521NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HYPOAESTHESIA  
INCREASED APPETITE  
Medical device complication  
PROCEDURAL PAIN  

6863358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6863358 NON-EXPEDITED N US-
BAYER-200839390NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER
Medical device complication  

6866941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6866941 NON-EXPEDITED N US-
BAYER-200839459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLIMARA PRO S TRANSDERMAL  BAYER
DRUG INEFFECTIVE  
Product quality issue  
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Detailed Report
6878235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878235 NON-EXPEDITED N US-
BAYER-200839707NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  
Vulvovaginal erythema  

6878236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878236 NON-EXPEDITED N US-
BAYER-200839859NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6878237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878237 NON-EXPEDITED N US-
BAYER-200839853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
BLOOD URINE PRESENT  

6878238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878238 NON-EXPEDITED N US-
BAYER-200839801NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHOTOSENSITIVITY REACTION MIRENA S INTRAUTERINE  BAYER
ERYTHEMA  
PRURITUS  
RASH PAPULAR  
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Detailed Report
6878239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878239 NON-EXPEDITED N US-
BAYER-200840377NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 474 DAY BAYER

6878240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878240 NON-EXPEDITED N US-
BAYER-200839400NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6878241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878241 NON-EXPEDITED Y US-
BAYER-200839977NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6878242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878242 NON-EXPEDITED N US-
BAYER-200840561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER

6878243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878243 NON-EXPEDITED N US-
BAYER-200840618NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6878244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878244 NON-EXPEDITED N US-
BAYER-200839857NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  

6878245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878245 NON-EXPEDITED N US-
BAYER-200840111NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
VAGINAL HAEMORRHAGE  

6878246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878246 NON-EXPEDITED N US-
BAYER-200840715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER

6878247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878247 NON-EXPEDITED Y US-
BAYER-200840600NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

Page: 1,625 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6878248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878248 NON-EXPEDITED N US-
BAYER-200840078NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  
WEIGHT INCREASED  

6878250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878250 NON-EXPEDITED N US-
BAYER-200840706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6878251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878251 NON-EXPEDITED N US-
BAYER-200840710NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
VAGINAL HAEMORRHAGE  

6878252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878252 NON-EXPEDITED N US-
BAYER-200840693NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6878253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878253 NON-EXPEDITED N US-
BAYER-200840007NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6878255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878255 NON-EXPEDITED N US-
BAYER-200840344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 159 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6878257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878257 NON-EXPEDITED N US-
BAYER-200840705NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 248 DAY BAYER

6878259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878259 NON-EXPEDITED N US-
BAYER-200840716NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6878260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878260 NON-EXPEDITED N US-
BAYER-200840774NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6878262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878262 NON-EXPEDITED N US-
BAYER-200840863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 36 DAY BAYER

6878263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878263 NON-EXPEDITED N US-
BAYER-200840708NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 88 DAY BAYER

6878264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878264 NON-EXPEDITED N US-
BAYER-200840704NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 MTH BAYER

6878265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878265 NON-EXPEDITED N US-
BAYER-200840788NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
MIGRAINE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL DRYNESS  
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Detailed Report
6878266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878266 NON-EXPEDITED N US-
BAYER-200840714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6878268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878268 NON-EXPEDITED N US-
BAYER-200840867NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6878272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878272 NON-EXPEDITED N US-
BAYER-200840936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6878273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878273 NON-EXPEDITED N US-
BAYER-200840869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 29 DAY BAYER
Medical device complication  

6878274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878274 NON-EXPEDITED N US-
BAYER-200840932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER
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Detailed Report
6878275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878275 NON-EXPEDITED N US-
BAYER-200840862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 DAY BAYER

6878276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878276 NON-EXPEDITED N US-
BAYER-200840778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6878278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878278 NON-EXPEDITED N US-
BAYER-200840874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 82 DAY BAYER
Device expulsion  

6878279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878279 NON-EXPEDITED N US-
BAYER-200840915NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6878281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878281 NON-EXPEDITED N US-
BAYER-200840872NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
UTERINE CERVICAL PAIN  

6878284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878284 NON-EXPEDITED N US-
BAYER-200840911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 67 DAY BAYER

6878285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878285 NON-EXPEDITED N US-
BAYER-200840864NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6878286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878286 NON-EXPEDITED N US-
BAYER-200840868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6878289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878289 NON-EXPEDITED N US-
BAYER-200840980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER
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Detailed Report
6878290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878290 NON-EXPEDITED N US-
BAYER-200841092NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 17 DAY BAYER

6878291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878291 NON-EXPEDITED N US-
BAYER-200841128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6878292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878292 NON-EXPEDITED N US-
BAYER-200841165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6878293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878293 NON-EXPEDITED N US-
BAYER-200841028NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6878294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878294 NON-EXPEDITED N US-
BAYER-200841159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6878295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878295 NON-EXPEDITED N US-
BAYER-200840998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6878296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878296 NON-EXPEDITED N US-
BAYER-200840988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 26 DAY BAYER

6878297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878297 NON-EXPEDITED N US-
BAYER-200841004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER

6878298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878298 NON-EXPEDITED N US-
BAYER-200841069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 152 DAY BAYER

6878299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878299 NON-EXPEDITED N US-
BAYER-200840987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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Detailed Report
6878300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878300 NON-EXPEDITED Y US-
BAYER-200840984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER

6878301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878301 NON-EXPEDITED Y US-
BAYER-200841667NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6878302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878302 NON-EXPEDITED Y US-
BAYER-200841208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6878304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878304 NON-EXPEDITED N US-
BAYER-200841067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER

6878305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878305 NON-EXPEDITED N US-
BAYER-200840974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6878306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6878306 NON-EXPEDITED N US-
BAYER-200910234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 144 DAY BAYER

6887213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6887213 DIRECT Y RI 35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
PAIN  
CONGENITAL ANOMALY IN OFFSPRING  
DEVICE DISLOCATION  
FALLOPIAN TUBE OBSTRUCTION  
INFERTILITY  
MATERNAL EXPOSURE BEFORE PREGNANCY  
PREGNANCY  
THERAPEUTIC RESPONSE DECREASED  
UTERINE RUPTURE  

6888777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6888777 DIRECT N DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S YEAR  
COMPLICATION OF DEVICE REMOVAL  
DEVICE RELATED INFECTION  
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  
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Detailed Report
6888864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2009 6888864 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S THREE YEARS TO

2009
 

ACNE  
ALOPECIA  
AMENORRHOEA  
BLOOD GLUCOSE ABNORMAL  
CHILLS  
CHROMATURIA  
CONTUSION  
DIZZINESS  
FLUID RETENTION  
FURUNCLE  
HYPERTENSION  
INSOMNIA  
MOOD ALTERED  
NAUSEA  
SKIN DISCOLOURATION  
STAPHYLOCOCCAL INFECTION  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  
VULVOVAGINAL SWELLING  
WEIGHT INCREASED  
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Detailed Report
6620109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6620109 EXPEDITED (15-DAY) N OT CA-
BAYER-200820225NA

43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 5 YR BAYER
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  

6634211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6634211 EXPEDITED (15-DAY) Y HO,OT CA-
BAYER-200821760NA

42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TYPE 1 DIABETES MELLITUS MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
FATIGUE  
MALAISE  

6644184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6644184 EXPEDITED (15-DAY) N HO CA-
BAYER-200822420NA

37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PULMONARY OEDEMA WARFARIN C  
OEDEMA PERIPHERAL ADALAT CC C ORAL  
INSOMNIA  
MUSCULOSKELETAL CHEST PAIN  
PAIN  
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Detailed Report
6752730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6752730 NON-EXPEDITED N US-
BAYER-200829463NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
HEADACHE  

6766753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6766753 NON-EXPEDITED N US-
BAYER-200833299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6772504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6772504 NON-EXPEDITED Y US-
BAYER-200833597NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6779376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6779376 NON-EXPEDITED Y US-
BAYER-200834671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6807042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6807042 NON-EXPEDITED N OT US-
BAYER-200837292NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 18 DAY BAYER

6879291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879291 NON-EXPEDITED N US-
BAYER-200833221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6879292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879292 NON-EXPEDITED N US-
BAYER-200840071NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6879293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879293 NON-EXPEDITED N US-
BAYER-200840115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 MTH BAYER
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Detailed Report
6879294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879294 NON-EXPEDITED N US-
BAYER-200840063NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

VICODIN C ORAL  
SOMA C ORAL  
SYNTHROID C ORAL  
ZOLOFT C ORAL  

6879296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879296 NON-EXPEDITED N US-
BAYER-200839753NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
PROCEDURAL PAIN  

6879297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879297 NON-EXPEDITED N US-
BAYER-200840307NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
MENORRHAGIA  

6879298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879298 NON-EXPEDITED N US-
BAYER-200840234NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6879299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879299 NON-EXPEDITED Y US-
BAYER-200839832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AFFECTIVE DISORDER  
AFFECT LABILITY  
ALOPECIA  
ANXIETY  
DEPRESSED MOOD  
DEPRESSION  
GAIT DISTURBANCE  
GENITAL HAEMORRHAGE  
HEADACHE  
PAIN  
PAIN IN EXTREMITY  
PELVIC PAIN  
SENSATION OF HEAVINESS  
TENSION  
VAGINAL HAEMORRHAGE  

6879305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879305 NON-EXPEDITED N US-
BAYER-200840929NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POOR QUALITY SLEEP MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6879306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879306 NON-EXPEDITED N US-
BAYER-200840404NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6879308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879308 NON-EXPEDITED N US-
BAYER-200840304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6879310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879310 NON-EXPEDITED N US-
BAYER-200840930NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER

6879311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879311 NON-EXPEDITED N US-
BAYER-200840941NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
NASOPHARYNGITIS  
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Detailed Report
6879312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879312 NON-EXPEDITED N US-
BAYER-200840397NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE ATENOLOL C  
COITAL BLEEDING  
Medical device complication  
MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  

6879314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879314 NON-EXPEDITED N US-
BAYER-200841162NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6879317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879317 NON-EXPEDITED N US-
BAYER-200840335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6879318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879318 NON-EXPEDITED N US-
BAYER-200840375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6879350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879350 EXPEDITED (15-DAY) Y OT IE-
BAYER-200813291BNE

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
Device dislocation  
HAEMATURIA  
PELVIC PAIN  
PILONIDAL CYST  
PROTEINURIA  

6879353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6879353 EXPEDITED (15-DAY) Y OT SE-
BAYER-200910531GPV

38 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL NORPLANT S  BAYER
IMPLANT SITE NERVE INJURY  
PAIN IN EXTREMITY  
SENSORY LOSS  

Page: 1,644 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6555708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6555708 NON-EXPEDITED N US-
BAYER-200812033NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
FATIGUE  
HUNGER  
MENSTRUATION DELAYED  
PREGNANCY  
PREGNANCY TEST POSITIVE  

6668408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6668408 NON-EXPEDITED N OT US-
BAYER-200825306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
Medical device complication  

6781979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6781979 NON-EXPEDITED N OT US-
BAYER-200834846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6841933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6841933 NON-EXPEDITED N OT US-
BAYER-200839957NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6841939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6841939 EXPEDITED (15-DAY) N OT DE-
BAYER-200831925GPV

56 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 5 YR BAYER

6876048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6876048 EXPEDITED (15-DAY) N OT AR-
BAYER-200910313LA

45 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOPHLEBITIS MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
OVARIAN CYST  

6880344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6880344 NON-EXPEDITED Y US-
BAYER-200910492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
GONORRHOEA  

6880366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6880366 NON-EXPEDITED Y HO,OT US-
BAYER-200910615NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 4 DAY BAYER
PAIN  
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Detailed Report
6882359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6882359 EXPEDITED (15-DAY) N OT 038847 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE PLAN B S OPHTHALMIC 1 TABLET, SINGLE,

ORAL
 

BLOOD PRESSURE DECREASED  
DIZZINESS  
DIZZINESS POSTURAL  
FACIAL BONES FRACTURE  
NAUSEA  

6478699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6478699 EXPEDITED (15-DAY) N OT FR-
BAYER-200717042GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE I MIRENA S INTRAUTERINE Unit dose: 20 µG/D 4 YR BAYER

MIRENA S INTRAUTERINE Unit dose: 20 µG/D  BAYER

6774990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6774990 NON-EXPEDITED N OT US-
BAYER-200834075NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 474 DAY BAYER
CYST  

6830936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6830936 NON-EXPEDITED Y OT US-
BAYER-200839802NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
Medical device complication  
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Detailed Report
6833593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6833593 EXPEDITED (15-DAY) N OT CA-
BAYER-200837963NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE  BAYER

6844559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6844559 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200831986GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 5 YR BAYER
BREAST CANCER IN SITU  
CERVIX CARCINOMA  
METASTASES TO LUNG  

6861040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6861040 EXPEDITED (15-DAY) Y OT US-
BAYER-200840999NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYLORIC STENOSIS MIRENA S TRANSPLACENTAL  BAYER
GASTROOESOPHAGEAL REFLUX DISEASE  

6861043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6861043 NON-EXPEDITED Y OT US-
BAYER-200841031NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PAIN  
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Detailed Report
6881666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881666 NON-EXPEDITED N US-
BAYER-200839630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6881667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881667 NON-EXPEDITED N US-
BAYER-200839622NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6881668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881668 NON-EXPEDITED N US-
BAYER-200840262NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6881669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881669 NON-EXPEDITED N US-
BAYER-200841460NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6881671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881671 NON-EXPEDITED N US-
BAYER-200841012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6881672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881672 NON-EXPEDITED N US-
BAYER-200840927NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6881673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881673 NON-EXPEDITED N US-
BAYER-200840670NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6881675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881675 NON-EXPEDITED Y US-
BAYER-200840508NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6881676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881676 NON-EXPEDITED N US-
BAYER-200840461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6881682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881682 NON-EXPEDITED N US-
BAYER-200840454NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6881683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881683 NON-EXPEDITED N US-
BAYER-200840972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6881684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881684 NON-EXPEDITED N US-
BAYER-200840302NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

6881685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881685 NON-EXPEDITED N US-
BAYER-200840885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6881687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881687 NON-EXPEDITED N US-
BAYER-200840510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6881690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881690 NON-EXPEDITED N US-
BAYER-200840785NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6881691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881691 NON-EXPEDITED N US-
BAYER-200840660NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6881692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881692 NON-EXPEDITED N US-
BAYER-200841056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS MIRENA S INTRAUTERINE  BAYER

6881693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881693 NON-EXPEDITED N US-
BAYER-200840503NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 28 DAY BAYER

6881714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2009 6881714 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200910746GPV

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE LEVONORGESTREL S INTRAUTERINE  BAYER
HAEMOGLOBIN DECREASED LEVONORGESTREL S INTRAUTERINE  BAYER
Device expulsion MEGACE C UNKNOWN  

6547973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6547973 NON-EXPEDITED N US-
BAYER-200811013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue CLIMARA PRO S TRANSDERMAL  BAYER
RASH  
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Detailed Report
6641595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6641595 NON-EXPEDITED Y US-
BAYER-200821870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6740637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6740637 NON-EXPEDITED N OT US-
BAYER-200831606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 YR BAYER
AFFECT LABILITY  
ANXIETY  
PROCEDURAL PAIN  
STRESS  

6779282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6779282 EXPEDITED (15-DAY) N HO US-
BAYER-200834368NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 6 MTH BAYER
PANIC ATTACK SYNTHROID C  
ALOPECIA PROTONIX C  
NERVOUSNESS ATIVAN C  
ANXIETY  
BACK PAIN  
NAUSEA  
PALPITATIONS  

Page: 1,653 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6789930 NON-EXPEDITED N US-
BAYER-200833807NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
DEVICE MALFUNCTION MIRENA S INTRAUTERINE  BAYER

6802353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6802353 NON-EXPEDITED Y US-
BAYER-200835289NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Product quality issue  

6813470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6813470 NON-EXPEDITED N HO,OT US-
BAYER-200838424NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6813471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6813471 NON-EXPEDITED Y OT US-
BAYER-200838242NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
6829190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6829190 NON-EXPEDITED Y OT US-
BAYER-200839541NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 5 YR BAYER

MIRENA S INTRAUTERINE  BAYER
MIRENA S INTRAUTERINE  BAYER

6863376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6863376 NON-EXPEDITED N US-
BAYER-200839455NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 MTH BAYER

6877013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6877013 NON-EXPEDITED Y US-
BAYER-200840919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

6883057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883057 EXPEDITED (15-DAY) N HO US-
BAYER-200910433NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS B MIRENA S 58 MTH BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
JAUNDICE  
Medical device complication  
VAGINAL HAEMORRHAGE  
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6883077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883077 NON-EXPEDITED N US-
BAYER-200841158NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6883078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883078 NON-EXPEDITED Y US-
BAYER-200841209NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 30 DAY BAYER

6883081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883081 NON-EXPEDITED N US-
BAYER-200841089NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6883082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883082 NON-EXPEDITED N US-
BAYER-200841250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6883084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883084 NON-EXPEDITED N US-
BAYER-200841269NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  
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6883086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6883086 NON-EXPEDITED N US-
BAYER-200841246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6892602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6892602 DIRECT N OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S 5 YR BAYER
ABDOMINAL PAIN  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
DEPRESSION  
HEADACHE  
MOOD SWINGS  
OVARIAN CYST  
PAIN IN EXTREMITY  
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6892624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6892624 DIRECT Y HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S VAGINAL 1 VAG  BERLEX
ABDOMINAL PAIN UPPER  
AMNESIA  
ANXIETY  
BLOOD OESTROGEN INCREASED  
BREAST PAIN  
CARPAL TUNNEL SYNDROME  
DECREASED APPETITE  
DIZZINESS  
DYSPEPSIA  
DYSPNOEA  
FEELING ABNORMAL  
GASTRIC DISORDER  
GASTROINTESTINAL DISORDER  
GASTROOESOPHAGEAL REFLUX DISEASE  
HORMONE LEVEL ABNORMAL  
IRRITABILITY  
MUSCULOSKELETAL CHEST PAIN  
NAUSEA  
PAIN  
PALPITATIONS  
PANIC ATTACK  
PRURITUS  
SENSATION OF FOREIGN BODY  
THROAT TIGHTNESS  
TREMOR  
WEIGHT DECREASED  
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6892627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6892627 DIRECT Y HO 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS QUASENSE S ORAL 1 PILL DAILY PO 2 MTH

6894748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6894748 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S  BAYER
ABDOMINAL PAIN UPPER  
FATIGUE  
FULL BLOOD COUNT ABNORMAL  
HYPERSOMNIA  

6896539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2009 6896539 DIRECT N OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S VAGINAL 20 MG DAILY VAG  BAYER
ABNORMAL SENSATION IN EYE  
ALOPECIA  
ANXIETY  
APATHY  
ASTHENIA  
BACK PAIN  
BLINDNESS TRANSIENT  
BLINDNESS UNILATERAL  
COUGH  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DIZZINESS POSTURAL  
EXAGGERATED STARTLE RESPONSE  
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Detailed Report
6896539
Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOREIGN BODY SENSATION IN EYES  
HEADACHE  
HYPOAESTHESIA  
IMPAIRED DRIVING ABILITY  
IRRITABILITY  
LOSS OF LIBIDO  
MEDICAL DEVICE COMPLICATION  
NASAL CONGESTION  
NERVOUSNESS  
NIGHT BLINDNESS  
PALPITATIONS  
PHOTOPHOBIA  
POLLAKIURIA  
SWOLLEN TONGUE  
TEMPERATURE INTOLERANCE  
TONGUE DISORDER  
TREMOR  
VISION BLURRED  
WEIGHT DECREASED  

6640643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6640643 EXPEDITED (15-DAY) N OT FR-
BAYER-200817929GPV

46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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6796665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6796665 NON-EXPEDITED N US-
BAYER-200834589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6818093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6818093 NON-EXPEDITED N US-
BAYER-200837060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE INFECTION  
Product quality issue  

6844498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6844498 NON-EXPEDITED N US-
BAYER-200838541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

6881713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6881713 EXPEDITED (15-DAY) N OT ZA-
BAYER-200911004GPV

Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTIPHOSPHOLIPID SYNDROME MIRENA S INTRAUTERINE  BAYER
SYSTEMIC LUPUS ERYTHEMATOSUS  
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6885944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885944 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910069BNE

42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GILBERT'S SYNDROME MIRENA S INTRAUTERINE  BAYER
JAUNDICE  
SCLERAL DISCOLOURATION  

6885975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885975 NON-EXPEDITED N US-
BAYER-200841153NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6885976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885976 NON-EXPEDITED Y US-
BAYER-200841264NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6885982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885982 NON-EXPEDITED N US-
BAYER-200841375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6885983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885983 NON-EXPEDITED Y US-
BAYER-200841361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 147 DAY BAYER
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Detailed Report
6885985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885985 NON-EXPEDITED N US-
BAYER-200841431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6885987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885987 NON-EXPEDITED Y US-
BAYER-200841428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 340 DAY BAYER
PELVIC PAIN  

6885988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885988 NON-EXPEDITED Y US-
BAYER-200841425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER
VAGINAL HAEMORRHAGE  

6885990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885990 NON-EXPEDITED Y US-
BAYER-200841434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6885994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885994 NON-EXPEDITED Y US-
BAYER-200841459NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER
ABDOMINAL PAIN LOWER  

6885995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885995 NON-EXPEDITED Y US-
BAYER-200841464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6885996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885996 NON-EXPEDITED N US-
BAYER-200841491NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 1 YR BAYER
DIZZINESS  
MENORRHAGIA  
MIGRAINE  
POLYMENORRHOEA  

6885997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885997 NON-EXPEDITED N US-
BAYER-200841471NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6885998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885998 NON-EXPEDITED Y US-
BAYER-200841426NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 DAY BAYER

6885999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6885999 NON-EXPEDITED N US-
BAYER-200841432NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6886001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886001 NON-EXPEDITED N US-
BAYER-200841430NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE  BAYER

6886002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886002 NON-EXPEDITED N US-
BAYER-200841456NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA 112 DAY BAYER

6886004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886004 NON-EXPEDITED Y US-
BAYER-200841513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6886005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886005 NON-EXPEDITED N US-
BAYER-200841489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6886009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886009 NON-EXPEDITED Y US-
BAYER-200841447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6886010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886010 NON-EXPEDITED N US-
BAYER-200841481NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA VITAMINS C  

6886011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886011 NON-EXPEDITED N US-
BAYER-200841457NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6886013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886013 NON-EXPEDITED N US-
BAYER-200841450NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6886014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886014 NON-EXPEDITED N US-
BAYER-200841541NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 33 DAY BAYER

6886015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886015 NON-EXPEDITED Y US-
BAYER-200841613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 92 DAY BAYER

6886016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886016 NON-EXPEDITED Y US-
BAYER-200841692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6886018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886018 NON-EXPEDITED Y US-
BAYER-200841649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 23 DAY BAYER

6886019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886019 NON-EXPEDITED Y US-
BAYER-200841727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
6886020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886020 NON-EXPEDITED Y US-
BAYER-200841526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6886021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886021 NON-EXPEDITED Y US-
BAYER-200841611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6886022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886022 NON-EXPEDITED Y US-
BAYER-200841593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 77 DAY BAYER

6886025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886025 NON-EXPEDITED N US-
BAYER-200841523NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6886026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886026 NON-EXPEDITED N US-
BAYER-200841594NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 115 DAY BAYER
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Detailed Report
6886027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886027 NON-EXPEDITED N US-
BAYER-200841590NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6886028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886028 NON-EXPEDITED N US-
BAYER-200841540NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6886032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886032 NON-EXPEDITED N US-
BAYER-200841529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

6886033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886033 NON-EXPEDITED N US-
BAYER-200841650NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6886034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886034 NON-EXPEDITED N US-
BAYER-200841592NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6886036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886036 NON-EXPEDITED N US-
BAYER-200841734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6886037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886037 NON-EXPEDITED N US-
BAYER-200841745NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
BACK PAIN  
VAGINAL HAEMORRHAGE  

6886038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886038 NON-EXPEDITED N US-
BAYER-200841735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6886039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2009 6886039 NON-EXPEDITED N US-
BAYER-200841729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6555255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6555255 EXPEDITED (15-DAY) N OT FR-
BAYER-200813018GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MITRAL VALVE INCOMPETENCE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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Detailed Report
6670469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6670469 NON-EXPEDITED N HO,OT US-
BAYER-200825297NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION OF ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 660 DAY BAYER
SYNCOPE SYNTHROID C ORAL  
ASCITES  

6815530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6815530 NON-EXPEDITED N OT US-
BAYER-200838526NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6817983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6817983 NON-EXPEDITED Y HO US-
BAYER-200838743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 96 DAY BAYER
PELVIC PAIN  

6841940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6841940 NON-EXPEDITED Y OT US-
BAYER-200840006NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

ZYRTEC C ORAL  
EFFEXOR XR C ORAL  
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Detailed Report
6878269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6878269 NON-EXPEDITED N US-
BAYER-200840933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6886426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886426 NON-EXPEDITED N US-
BAYER-200840532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6886427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886427 NON-EXPEDITED N US-
BAYER-200840517NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER
PENIS INJURY  

6886428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886428 NON-EXPEDITED Y US-
BAYER-200840523NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6886430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886430 NON-EXPEDITED Y US-
BAYER-200840602NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 11 DAY BAYER
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Detailed Report
6886432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886432 NON-EXPEDITED N US-
BAYER-200840535NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 DAY BAYER

6886433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886433 NON-EXPEDITED Y US-
BAYER-200840650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 71 DAY BAYER

6886435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886435 NON-EXPEDITED N US-
BAYER-200840463NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

6886437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886437 NON-EXPEDITED N US-
BAYER-200840399NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6886438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886438 NON-EXPEDITED N US-
BAYER-200840431NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
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Detailed Report
6886439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886439 NON-EXPEDITED N US-
BAYER-200840292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DIARRHOEA  
NAUSEA  
VOMITING  

6886440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886440 NON-EXPEDITED N US-
BAYER-200840462NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BREAST TENDERNESS  

6886442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886442 NON-EXPEDITED N US-
BAYER-200839681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 6 YR BAYER

6886443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886443 NON-EXPEDITED Y US-
BAYER-200840176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6886444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886444 NON-EXPEDITED N US-
BAYER-200840294NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6886445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886445 NON-EXPEDITED N US-
BAYER-200840478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6886446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886446 NON-EXPEDITED N US-
BAYER-200910569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER

6886447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886447 NON-EXPEDITED N US-
BAYER-200841131NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6886449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886449 NON-EXPEDITED N US-
BAYER-200910548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6886450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886450 NON-EXPEDITED N US-
BAYER-200910562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6886452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6886452 NON-EXPEDITED N US-
BAYER-200841111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6549518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6549518 NON-EXPEDITED N US-
BAYER-200812937NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE VITAMINS C  
PREGNANCY WITH CONTRACEPTIVE DEVICE ETONOGESTREL C 2 YR
FATIGUE  
NAUSEA  

6586740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6586740 NON-EXPEDITED N US-
BAYER-200816763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 2 YR BAYER

Page: 1,676 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6784613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6784613 NON-EXPEDITED N US-
BAYER-200834988NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6819344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6819344 NON-EXPEDITED N OT US-
BAYER-200838764NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 4 DAY BAYER

6820558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6820558 EXPEDITED (15-DAY) N OT FR-
BAYER-200830506GPV

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 6 MTH BAYER
ADENOCARCINOMA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6864590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6864590 NON-EXPEDITED N OT US-
BAYER-200841218NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

ORTHO TRI CYCLEN C  
LABETALOL C ORAL  
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Detailed Report
6887460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887460 NON-EXPEDITED N US-
BAYER-200841113NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
NAUSEA  
VAGINISMUS  
VOMITING  

6887461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887461 NON-EXPEDITED N US-
BAYER-200841201NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
DIARRHOEA  

6887463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887463 NON-EXPEDITED N US-
BAYER-200841149NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ANXIETY  
TENSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
6887464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887464 NON-EXPEDITED N US-
BAYER-200840651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6887465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887465 NON-EXPEDITED N US-
BAYER-200841049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6887466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887466 NON-EXPEDITED N US-
BAYER-200910718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  

6887468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887468 NON-EXPEDITED Y US-
BAYER-200841167NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6887480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887480 NON-EXPEDITED N US-
BAYER-200841100NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6887481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887481 NON-EXPEDITED Y US-
BAYER-200840419NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6887482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887482 NON-EXPEDITED N US-
BAYER-200840288NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
MOOD ALTERED  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6887483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887483 NON-EXPEDITED N US-
BAYER-200840540NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6887486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887486 NON-EXPEDITED N US-
BAYER-200910721NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 148 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  
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Detailed Report
6887503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887503 NON-EXPEDITED N US-
BAYER-200841163NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COITAL BLEEDING  
METRORRHAGIA  
PANIC ATTACK  

6887561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6887561 EXPEDITED (15-DAY) N OT BR-
BAYER-200911219LA

34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE YASMIN S ORAL 3 MTH BAYER
FLUID RETENTION GESTODENE S ORAL  
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST DISCHARGE  
MENORRHAGIA  
SOMNOLENCE  
VAGINAL DISCHARGE  
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Detailed Report
6888301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6888301 EXPEDITED (15-DAY) Y HO FR-
ABBOTT-09P-056-04981
27-00

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCIATICA KALETRA S ORAL 10 DAY
ABDOMINAL PAIN TRUVADA S  
DIARRHOEA AZITHROMYCIN S ORAL  
ANXIETY LEVONORGESTREL S ORAL  
BURNING SENSATION  
INCORRECT DOSE ADMINISTERED  
PAIN IN EXTREMITY  

6893052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6893052 DIRECT N HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S  
ANXIETY  
CHEST PAIN  
DIZZINESS  
DYSPNOEA  
FACE INJURY  
FEAR  
HEAD INJURY  
IMPAIRED WORK ABILITY  
LOSS OF CONSCIOUSNESS  
PAIN  
PALPITATIONS  
PANIC ATTACK  
QUALITY OF LIFE DECREASED  
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Detailed Report
6894674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6894674 DIRECT N OT,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S 2 YEARS INSERTED  
ACNE  
CERVICAL DYSPLASIA  
MALAISE  
MIGRAINE  
MOOD SWINGS  
PELVIC INFLAMMATORY DISEASE  
PRECANCEROUS CELLS PRESENT  
URINARY TRACT INFECTION  
VAGINITIS BACTERIAL  
WAIST CIRCUMFERENCE INCREASED  

6895117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6895117 DIRECT Y 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA LYBREL S ORAL 1 TABLET DAILY PO  WYETH
HAIR TEXTURE ABNORMAL DICLOFENAC C  

CALCIUM C  
WOMEN'S ONE-A-DAY C  
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Detailed Report
6897810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6897810 EXPEDITED (15-DAY) Y DE,OT TPH-00134 52 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION DIENOGEST S ORAL ORAL  
VENTRICULAR FIBRILLATION METHIMAZOLE S  
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

EMBOLIC STROKE CARVEDILOL C  
CORONARY ARTERY EMBOLISM AMLODIPINE BESYLATE C  
HEMIPLEGIA NORLUTEN (NORETHISTERONE) C  
HYPERTONIA  

6897888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6897888 DIRECT N HO,DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 3 WEEK
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  
SCAR  
UTERINE RUPTURE  

6897916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2009 6897916 DIRECT N LT,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  
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Detailed Report
6713788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6713788 NON-EXPEDITED N US-
BAYER-200822799NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
HYPOAESTHESIA ORAL  
MALAISE  
PROCEDURAL PAIN  
WEIGHT INCREASED  

6792205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6792205 NON-EXPEDITED N OT US-
BAYER-200835673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Haemorrhage in pregnancy  

6802441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6802441 EXPEDITED (15-DAY) N OT US-
BAYER-200836991NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE  BAYER
PALPITATIONS TAMBOCOR C  
PROCEDURAL PAIN NEURONTIN C  

HYDROCHLOROTHIAZIDE C  
POTASSIUM CHLORIDE C  
PRESCRIPTION VIT B C  
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Detailed Report
6819332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6819332 NON-EXPEDITED N US-
BAYER-200836369NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DEHYDRATION  
FATIGUE  
INFECTION  
MIGRAINE  

6836110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6836110 NON-EXPEDITED Y US-
BAYER-200838995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

6853907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6853907 NON-EXPEDITED Y US-
BAYER-200838997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 44 MTH BAYER
Device expulsion  

6863372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6863372 NON-EXPEDITED N US-
BAYER-200839434NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6872606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6872606 NON-EXPEDITED N US-
BAYER-200840178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6888800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888800 NON-EXPEDITED Y US-
BAYER-200841161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6888801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888801 NON-EXPEDITED N US-
BAYER-200841098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 6 DAY BAYER
ABDOMINAL PAIN  

6888803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888803 NON-EXPEDITED N US-
BAYER-200841000NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS ZYRTEC C  

NASONEX C  
VITAMINS C  
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Detailed Report
6888804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888804 NON-EXPEDITED N US-
BAYER-200841400NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

6888805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888805 NON-EXPEDITED N US-
BAYER-200841228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888808 NON-EXPEDITED N US-
BAYER-200841306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888809 NON-EXPEDITED N US-
BAYER-200841334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
OLIGOMENORRHOEA  

6888810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888810 NON-EXPEDITED N US-
BAYER-200841635NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER
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Detailed Report
6888811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888811 NON-EXPEDITED N US-
BAYER-200841632NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE  BAYER

6888814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888814 NON-EXPEDITED N US-
BAYER-200841624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal withdrawal bleeding YAZ S ORAL  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6888816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888816 NON-EXPEDITED N US-
BAYER-200841226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888817 NON-EXPEDITED Y US-
BAYER-200841203NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 109 DAY BAYER
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Detailed Report
6888825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888825 NON-EXPEDITED N US-
BAYER-200841524NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DYSMENORRHOEA  
HEADACHE  
INCREASED APPETITE  
Medical device complication  
NAUSEA  

6888827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888827 NON-EXPEDITED N US-
BAYER-200841304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888828 NON-EXPEDITED N US-
BAYER-200841279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6888829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888829 NON-EXPEDITED Y US-
BAYER-200841508NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6888830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888830 NON-EXPEDITED N US-
BAYER-200841166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COITAL BLEEDING  
POST PROCEDURAL HAEMORRHAGE  

6888832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888832 NON-EXPEDITED N US-
BAYER-200910720NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6888833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888833 NON-EXPEDITED N US-
BAYER-200841595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888834 NON-EXPEDITED Y US-
BAYER-200841217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6888835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888835 NON-EXPEDITED N US-
BAYER-200841641NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER

MIRENA S INTRAUTERINE  BAYER

6888836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888836 NON-EXPEDITED N US-
BAYER-200841764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6888838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888838 NON-EXPEDITED N US-
BAYER-200841652NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6888938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888938 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910095BNE

31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA TOTALIS MIRENA S INTRAUTERINE 106 DAY BAYER

ELETRIPTAN C ORAL  

6888939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6888939 EXPEDITED (15-DAY) Y OT US-
BAYER-200910904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6896218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6896218 DIRECT N LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S 3 YR
DEVICE RELATED INFECTION  

6896245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6896245 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S  
MENTAL DISORDER  

6896541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6896541 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S 1 YR
HEADACHE  
LOSS OF LIBIDO  
MUSCLE SPASMS  
WEIGHT INCREASED  
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Detailed Report
6896791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6896791 DIRECT N LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S EVERY 5 YEARS

AUGUST-JANUARY
 

ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
ALOPECIA  
DEPRESSION  
DYSPNOEA  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
INSOMNIA  
IRRITABILITY  
LIBIDO DECREASED  
MOOD ALTERED  
MUSCLE SPASMS  
NAUSEA  
PERSONALITY DISORDER  
PSYCHIATRIC SYMPTOM  
SUICIDAL IDEATION  
WEIGHT ABNORMAL  
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Detailed Report
6897792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6897792 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE MONTHLY INTRA-

UTERINE
 BAYER

ANXIETY  
ARTHRALGIA  
HEADACHE  
HYPERTENSION  
MALAISE  
MIGRAINE  
NECK PAIN  
PANIC ATTACK  
TENSION HEADACHE  
WEIGHT INCREASED  

6900810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2009 6900810 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  
ANXIETY  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
HYPOAESTHESIA  
MUSCLE SPASMS  
NUCLEAR MAGNETIC RESONANCE IMAGING
ABNORMAL
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Detailed Report
6793143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6793143 NON-EXPEDITED Y OT US-
BAYER-200835774NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION  
Device expulsion  
Medical device complication  

6795373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6795373 NON-EXPEDITED N HO,OT US-
BAYER-200836162NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 131 DAY BAYER

6795484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6795484 NON-EXPEDITED N US-
BAYER-200827480NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER

6801048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6801048 NON-EXPEDITED Y US-
BAYER-200836619NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 190 DAY BAYER
MYALGIA PAXIL C ORAL Total daily dose: 40 MG  
BONE PAIN  
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Detailed Report
6833712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6833712 NON-EXPEDITED Y US-
BAYER-200838160NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6888937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6888937 EXPEDITED (15-DAY) Y HO,OT NZ-
BAYER-200910805GPV

40 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 YR BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL RIGIDITY  
INTESTINAL PERFORATION  
NAUSEA  
PELVIC ABSCESS  
PYREXIA  

6890049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890049 EXPEDITED (15-DAY) Y HO US-
BAYER-200910893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
OVARIAN CYST  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VITAMIN B12 DEFICIENCY  
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Detailed Report
6890052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890052 EXPEDITED (15-DAY) N DS,OT BR-
BAYER-200911259LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN YASMIN S ORAL  BAYER
PAIN IN EXTREMITY LEVONORGESTREL S ORAL 18 MTH
ABDOMINAL DISTENSION  
AGEUSIA  
BREAST PAIN  
MOBILITY DECREASED  
RETCHING  
SALIVARY HYPERSECRETION  
SOMNOLENCE  
VASODILATATION  

6890109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890109 NON-EXPEDITED N US-
BAYER-200841596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
Medical device complication  

6890110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890110 NON-EXPEDITED Y US-
BAYER-200841598NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
6890111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890111 NON-EXPEDITED Y US-
BAYER-200841310NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6890115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890115 NON-EXPEDITED N US-
BAYER-200841670NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6890116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890116 NON-EXPEDITED N US-
BAYER-200841634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
VAGINAL ODOUR  

6890117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890117 NON-EXPEDITED Y US-
BAYER-200841629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6890121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6890121 NON-EXPEDITED N US-
BAYER-200841638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6898005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6898005 DIRECT Y RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
UTERINE RUPTURE  

6898119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6898119 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  BERLEX
ALOPECIA  
GENITAL HAEMORRHAGE  
MENORRHAGIA  
MUSCLE SPASMS  

6898125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6898125 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
ASTHENIA  
CRYING  
DEPRESSION  
MOOD SWINGS  
QUALITY OF LIFE DECREASED  
SENSATION OF HEAVINESS  
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Detailed Report
6900000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6900000 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
COMPLICATION OF DEVICE REMOVAL  
PAIN  

6900004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2009 6900004 DIRECT OT 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  
ANGER  
DRUG INEFFECTIVE  
HAEMORRHAGE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6555252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6555252 EXPEDITED (15-DAY) N OT US-
BAYER-200813814NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 54 MTH BAYER
PLACENTA ACCRETA  
POSTPARTUM HAEMORRHAGE  

6793144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6793144 EXPEDITED (15-DAY) N OT US-
BAYER-200835592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER DISORDER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6807044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6807044 NON-EXPEDITED N HO US-
BAYER-200837693NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 98 DAY BAYER
Medical device complication VITAMINS C  
PELVIC PAIN  

6807184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6807184 NON-EXPEDITED N US-
BAYER-200836040NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6812117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6812117 NON-EXPEDITED N OT US-
BAYER-200837899NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6838904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6838904 NON-EXPEDITED Y HO,OT US-
BAYER-200839961NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 76 MTH BAYER
COMPLICATION OF DEVICE REMOVAL ZOLOFT C  
DEVICE BREAKAGE LEVOTHYROXINE SODIUM C  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION
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Detailed Report
6838911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6838911 NON-EXPEDITED Y OT US-
BAYER-200839929NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 DAY BAYER

6838924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6838924 NON-EXPEDITED N OT US-
BAYER-200839841NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 107 DAY BAYER
Medical device complication  

6866942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6866942 NON-EXPEDITED N US-
BAYER-200839473NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  
Product quality issue  

6866950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6866950 NON-EXPEDITED N US-
BAYER-200839725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER
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Detailed Report
6891519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891519 NON-EXPEDITED N US-
BAYER-200841503NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6891520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891520 NON-EXPEDITED N US-
BAYER-200841358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6891521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891521 NON-EXPEDITED N US-
BAYER-200841681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 76 DAY BAYER

6891523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891523 NON-EXPEDITED N US-
BAYER-200841602NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6891524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891524 NON-EXPEDITED N US-
BAYER-200841256NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6891525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891525 NON-EXPEDITED N US-
BAYER-200841679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6891528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891528 NON-EXPEDITED N US-
BAYER-200841684NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE  BAYER

6891530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891530 NON-EXPEDITED N US-
BAYER-200841766NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 19 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6891531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891531 NON-EXPEDITED N US-
BAYER-200841271NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6891532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891532 NON-EXPEDITED N US-
BAYER-200841753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6891533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891533 NON-EXPEDITED N US-
BAYER-200841633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6891535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891535 NON-EXPEDITED N US-
BAYER-200841706NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6891536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891536 NON-EXPEDITED N US-
BAYER-200841731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE PAIN MIRENA S INTRAUTERINE  BAYER
MUSCLE TWITCHING  
MYALGIA  

6891537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891537 NON-EXPEDITED N US-
BAYER-200841709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6891538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891538 NON-EXPEDITED N US-
BAYER-200841759NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 27 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6891539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891539 NON-EXPEDITED Y US-
BAYER-200841712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6891541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891541 NON-EXPEDITED N US-
BAYER-200910378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6891542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891542 NON-EXPEDITED Y US-
BAYER-200911440NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ADNEXA UTERI PAIN  

6891543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891543 NON-EXPEDITED N US-
BAYER-200841751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
UNEVALUABLE EVENT  

6891546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891546 NON-EXPEDITED N US-
BAYER-200911578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 1 YR BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6891547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6891547 NON-EXPEDITED N US-
BAYER-200841687NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6900148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6900148 DIRECT N DS,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
AMNESIA  
APATHY  
BREAST SWELLING  
BREAST TENDERNESS  
DYSPAREUNIA  
FATIGUE  
FEELING ABNORMAL  
IRRITABILITY  
LOSS OF LIBIDO  
MIGRAINE  
MUSCLE SPASMS  
PREMATURE AGEING  
SECRETION DISCHARGE  
WEIGHT INCREASED  
WEIGHT LOSS POOR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6903792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2009 6903792 EXPEDITED (15-DAY) N OT 039987 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

6692689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6692689 EXPEDITED (15-DAY) Y OT FR-
BAYER-200821327GPV

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE 1950 DAY BAYER

6758885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6758885 EXPEDITED (15-DAY) Y OT US-
BAYER-200833006NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 215 DAY BAYER
ANGIOEDEMA  
RASH  
URTICARIA  

6825634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6825634 NON-EXPEDITED N OT US-
BAYER-200839254NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 56 DAY BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6825639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6825639 NON-EXPEDITED Y OT US-
BAYER-200839142NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6825644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6825644 NON-EXPEDITED Y OT US-
BAYER-200839194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 6 YR BAYER

6853955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6853955 EXPEDITED (15-DAY) N OT DE-
BAYER-200832556GPV

16 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE LEVONORGESTREL S ORAL  BAYER
ALTERED STATE OF CONSCIOUSNESS  

6872450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6872450 NON-EXPEDITED Y OT US-
BAYER-200841685NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 37 DAY BAYER

6892745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6892745 NON-EXPEDITED N US-
BAYER-200910308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6900359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6900359 DIRECT N DS,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S VAGINAL EVERY 5 YRS VAG

ALMOST A YEAR
 BAYER

MUSCLE SPASMS LEXAPRO C  
ABDOMINAL DISTENSION  
ACNE  
AMNESIA  
APATHY  
BACK PAIN  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DYSPAREUNIA  
FATIGUE  
GASTRIC DISORDER  
HEADACHE  
INSOMNIA  
LIBIDO DECREASED  
MENSTRUATION DELAYED  
MOOD SWINGS  
SKIN EXFOLIATION  
WEIGHT INCREASED  

6902841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6902841 DIRECT N 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
BACK PAIN  
DYSPAREUNIA  
INFECTION  
POLYMENORRHOEA  

Page: 1,711 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6906084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2009 6906084 EXPEDITED (15-DAY) P-PLA1199-11-111 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B S ORAL 2 TABLETS AT THE

SAME TIME
1 DAY

DIZZINESS  
NAUSEA  

6603848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6603848 NON-EXPEDITED N US-
BAYER-200816248NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6791303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6791303 NON-EXPEDITED Y US-
BAYER-200835714NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6886454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6886454 NON-EXPEDITED N US-
BAYER-200840499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
GENITAL HAEMORRHAGE  
Medical device complication  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6894144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6894144 NON-EXPEDITED N US-
BAYER-200841597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  

6894147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6894147 NON-EXPEDITED N US-
BAYER-200840179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
GENERALISED OEDEMA  
OEDEMA  

6894149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6894149 NON-EXPEDITED N US-
BAYER-200840170NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
GENITAL HAEMORRHAGE  
INCREASED APPETITE  
Medical device complication  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6894150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6894150 NON-EXPEDITED N US-
BAYER-200911316NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 42 MTH BAYER

6901735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6901735 DIRECT Y DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 52 MG

LEVONORGESTREL 20
G/DAY- INTRA-
UTERINE

 

BACK PAIN  
HYPOAESTHESIA  
IRRITABILITY  
OEDEMA  
PELVIC PAIN  
TREATMENT FAILURE  
UTERINE PAIN  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6902019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6902019 DIRECT N HO,LT,OT 32 YR Female BHS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S VAGINAL 1 IUD VAG, ALMOST 2

YEARS
 BAYER

ANXIETY  
APPARENT DEATH  
ASTHENIA  
BACK PAIN  
BALANCE DISORDER  
DECREASED INTEREST  
FATIGUE  
HEART RATE DECREASED  
HEART RATE IRREGULAR  
ILL-DEFINED DISORDER  
LOSS OF CONTROL OF LEGS  
MOOD ALTERED  
NERVE INJURY  
PALPITATIONS  
PRESYNCOPE  
TREMOR  

6902859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6902859 DIRECT N DE,HO,LT,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
ABORTION SPONTANEOUS  
DEVICE EXPULSION  
FOETAL DEATH  
MATERNAL EXPOSURE DURING PREGNANCY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6905527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6905527 EXPEDITED (15-DAY) Y HO 2009GR_BP0096 27 YR Female LTU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S ORAL THE TABLETS WERE
TAKEN 2 HOURS AND
14 HOURS AFTER
SEXUAL RELATIONS
(0.75 MG, 1Q12HR),
ORAL

 

ABORTION INDUCED AVONEX C  
DRUG INEFFECTIVE  
HAEMORRHAGE IN PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  
TWIN PREGNANCY  

6758826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6758826 NON-EXPEDITED N US-
BAYER-200831120NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6879309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6879309 NON-EXPEDITED N US-
BAYER-200840745NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ACNE  
BREAST ENLARGEMENT  
GENITAL HAEMORRHAGE  
MENSTRUATION DELAYED  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895289 NON-EXPEDITED N US-
BAYER-200841857NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6895292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895292 NON-EXPEDITED N US-
BAYER-200910003NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6895293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895293 NON-EXPEDITED Y US-
BAYER-200841752NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6895294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895294 NON-EXPEDITED Y US-
BAYER-200841846NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6895295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895295 NON-EXPEDITED N US-
BAYER-200841879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895296 NON-EXPEDITED N US-
BAYER-200841825NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6895297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895297 NON-EXPEDITED N US-
BAYER-200841859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6895298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895298 NON-EXPEDITED N US-
BAYER-200841853NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6895299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895299 NON-EXPEDITED N US-
BAYER-200841861NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER
DYSPEPSIA  
FATIGUE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895300 NON-EXPEDITED N US-
BAYER-200841760NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 88 DAY BAYER

6895301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895301 NON-EXPEDITED N US-
BAYER-200841830NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER

6895306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895306 NON-EXPEDITED Y US-
BAYER-200841838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 118 DAY BAYER

6895310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895310 NON-EXPEDITED N US-
BAYER-200910001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MIGRAINE  

6895311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895311 NON-EXPEDITED N US-
BAYER-200841883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895314 NON-EXPEDITED N US-
BAYER-200910004NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6895323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895323 NON-EXPEDITED N OT US-
BAYER-200911405NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 101 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  

6895324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6895324 NON-EXPEDITED N US-
BAYER-200910006NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 10 MTH BAYER

6904010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6904010 DIRECT N 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S  
DIARRHOEA  
DIZZINESS  
FEELING ABNORMAL  
HAEMORRHAGE  
MOOD SWINGS  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6905744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2009 6905744 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE INTRA-UTERINE  

6750239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6750239 NON-EXPEDITED Y OT US-
BAYER-200828687NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN LISINOPRIL AND

HYDROCHLOROTHIAZIDE
C  

Device dislocation CALCIUM PHOSPHATE
\ERGOCALCIFEROL

C ORAL  

Medical device complication UNSPECIFIED INGREDIENT C  
ADVERSE EVENT  

6765662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6765662 NON-EXPEDITED N US-
BAYER-200833560NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

MOTRIN C  

6799602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6799602 NON-EXPEDITED Y OT US-
BAYER-200836738NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6817991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6817991 NON-EXPEDITED N OT US-
BAYER-200838587NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 175 DAY BAYER

6830907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6830907 NON-EXPEDITED N OT US-
BAYER-200837105NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 5 DAY BAYER
ABDOMINAL PAIN  
PYREXIA  

6836095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6836095 NON-EXPEDITED Y US-
BAYER-200838439NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6863391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6863391 NON-EXPEDITED N US-
BAYER-200839585NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
BLISTER  
CHAPPED LIPS  
CHEILITIS  
GENITAL HAEMORRHAGE  
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Detailed Report
6866929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6866929 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200833142GPV

53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 5 YR BAYER
CORONARY ARTERY DISEASE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  

6872449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6872449 NON-EXPEDITED Y OT US-
BAYER-200841690NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 369 DAY BAYER
PELVIC PAIN NUVARING C  

IUD NOS C  

6872615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6872615 NON-EXPEDITED Y US-
BAYER-200840547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 13 DAY BAYER

6876041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6876041 EXPEDITED (15-DAY) Y HO US-
BAYER-200910000NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 141 DAY BAYER

COITAL BLEEDING  
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Detailed Report
6876042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6876042 NON-EXPEDITED Y OT US-
BAYER-200910205NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 DAY BAYER

6896609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896609 NON-EXPEDITED Y US-
BAYER-200910011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER

6896612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896612 NON-EXPEDITED N US-
BAYER-200841313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 5 MTH BAYER
Device expulsion  
MENSTRUAL DISORDER  

6896613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896613 NON-EXPEDITED N US-
BAYER-200910019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 96 DAY BAYER

6896614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896614 NON-EXPEDITED N US-
BAYER-200910007NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
6896618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896618 NON-EXPEDITED N US-
BAYER-200910030NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6896619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896619 NON-EXPEDITED N US-
BAYER-200910012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MOOD SWINGS  

6896620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896620 NON-EXPEDITED N US-
BAYER-200841093NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 15 MTH BAYER
ASTHENIA  
FATIGUE  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

6896621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896621 NON-EXPEDITED N US-
BAYER-200910014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6896625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896625 NON-EXPEDITED N US-
BAYER-200841826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER

6896626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896626 NON-EXPEDITED N US-
BAYER-200910733NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE  BAYER
RASH PAPULAR  
RASH PRURITIC  

6896627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896627 NON-EXPEDITED Y US-
BAYER-200910027NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6896628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896628 NON-EXPEDITED N US-
BAYER-200910218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6896630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896630 NON-EXPEDITED Y US-
BAYER-200841213NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6896632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896632 NON-EXPEDITED N US-
BAYER-200910715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6896637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896637 NON-EXPEDITED N US-
BAYER-200910091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6896641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896641 NON-EXPEDITED N US-
BAYER-200910094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 84 DAY BAYER

6896643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896643 NON-EXPEDITED N CA-
BAYER-200910728NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
FATIGUE  
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Detailed Report
6896663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896663 EXPEDITED (15-DAY) N OT US-
BAYER-200911700NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  BAYER

6896756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6896756 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2009159123

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN ZITHROMAX S ORAL  PFIZER
DIARRHOEA TRUVADA S ORAL  
SCIATICA KALETRA S ORAL  
ANXIETY LEVONORGESTREL S ORAL  
INCORRECT DOSE ADMINISTERED  
LIVER DISORDER  
RENAL DISORDER  

6897068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6897068 EXPEDITED (15-DAY) N HO US-WYE-H07760509 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE NORPLANT S INTRADERMAL first system: 6 capsules  WYETH
WEIGHT INCREASED NORPLANT S INTRADERMAL 2nd system: 6 capsules  WYETH
MENSTRUATION IRREGULAR  
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Detailed Report
6904018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6904018 DIRECT N HO 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S 8 MTH
COMA  
GRAND MAL CONVULSION  
MOUTH HAEMORRHAGE  
TONGUE BITING  
WEIGHT INCREASED  

6904070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6904070 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 1 EVERY 5 YEARS  
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ALOPECIA  
GENITAL HAEMORRHAGE  
LOSS OF LIBIDO  
SECRETION DISCHARGE  
VISION BLURRED  

6907553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6907553 EXPEDITED (15-DAY) N OT 040464 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL TABLET, ORAL  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  
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Detailed Report
6941073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2009 6941073 NON-EXPEDITED N HO 8031148 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION KEPPRA S  
HEADACHE LAMICTAL S ORAL 300 MG 2/D PO  
DIZZINESS SEASONALE S  
STATUS EPILEPTICUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

DILANTIN S  
ZONEGRAN S  
FRUSEMIDE C  

6600016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6600016 NON-EXPEDITED N US-BAYER-
US-2007-022876

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
Medical device complication  
MENORRHAGIA  
METRORRHAGIA  
VAGINAL DISCHARGE  

6640240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6640240 NON-EXPEDITED N US-
BAYER-200816472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6661228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6661228 NON-EXPEDITED N US-
BAYER-200824130NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 30 MTH BAYER
ABDOMINAL PAIN  
Medical device complication  

6705825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6705825 NON-EXPEDITED N US-
BAYER-200827889NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
INFERTILITY  
Medical device complication  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6830916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6830916 NON-EXPEDITED N US-
BAYER-200837660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6871652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6871652 EXPEDITED (15-DAY) N HO DE-
BAYER-200833412GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6898214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898214 NON-EXPEDITED Y US-
BAYER-200910023NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL MIRENA S INTRAUTERINE 27 DAY BAYER
VAGINAL HAEMORRHAGE  

6898215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898215 NON-EXPEDITED N US-
BAYER-200841527NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6898220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898220 NON-EXPEDITED N US-
BAYER-200910108NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6898221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898221 NON-EXPEDITED N US-
BAYER-200910113NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
POLYMENORRHOEA  

Page: 1,732 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6898223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898223 NON-EXPEDITED N US-
BAYER-200910080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
DIZZINESS  

6898224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898224 NON-EXPEDITED N US-
BAYER-200910018NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6898229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898229 NON-EXPEDITED N US-
BAYER-200910085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6898230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898230 NON-EXPEDITED Y US-
BAYER-200910107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE 176 DAY BAYER
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Detailed Report
6898231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898231 NON-EXPEDITED N US-
BAYER-200910125NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 3 MTH BAYER
ARTHRALGIA  
DIZZINESS  
LOSS OF LIBIDO  
WEIGHT INCREASED  

6898234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898234 NON-EXPEDITED N US-
BAYER-200910088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
Device expulsion  
POST PROCEDURAL HAEMORRHAGE  

6898236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898236 NON-EXPEDITED N US-
BAYER-200910152NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6898237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898237 NON-EXPEDITED N US-
BAYER-200910093NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER
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Detailed Report
6898238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898238 NON-EXPEDITED N US-
BAYER-200910089NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 56 DAY BAYER

6898239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898239 NON-EXPEDITED N US-
BAYER-200910133NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6898264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6898264 EXPEDITED (15-DAY) N HO FR-
BAYER-200911252GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATURIA MIRENA S INTRAUTERINE  BAYER

6905010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6905010 DIRECT N HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

6905820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6905820 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S  
DYSPAREUNIA  
PAIN  
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Detailed Report
6905901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6905901 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  
IRRITABILITY  
MEDICAL DEVICE COMPLICATION  

6906568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 6906568 DIRECT Y OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ANGER  
ANXIETY  
ASTHENIA  
COMMUNICATION DISORDER  
FEAR  
FEELING ABNORMAL  
HOT FLUSH  
HYPERTENSION  
INSOMNIA  
MENTAL DISORDER  
MIGRAINE  
MOOD SWINGS  
PALPITATIONS  
WEIGHT INCREASED  
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Detailed Report
7603321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2009 7603321 EXPEDITED (15-DAY) N HO,OT AT-
BAYER-200831788GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 49 MTH BAYER
ABDOMINAL PAIN LOWER DROSPIRENONE\ETHINYL

ESTRADIOL
S ORAL  BAYER

APPENDICITIS  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
RUPTURED ECTOPIC PREGNANCY  

6589503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6589503 NON-EXPEDITED N US-BAYER-
US-2007-043201

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE  BAYER

SEROQUEL C ORAL  
TRILEPTAL C ORAL  
CLOZAPINE C ORAL  

6592309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6592309 EXPEDITED (15-DAY) N PT-
BAYER-200814813GPV

44 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE Total daily dose: 20 µG 1 YR BAYER
DEPRESSIVE SYMPTOM  
Medical device complication  
OEDEMA  
VULVAL ULCERATION  
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Detailed Report
6621335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6621335 NON-EXPEDITED N US-
BAYER-200815138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6633017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6633017 NON-EXPEDITED N US-
BAYER-200821520NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6765245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6765245 EXPEDITED (15-DAY) N OT AU-
BAYER-200826333GPV

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLINDNESS TRANSIENT MIRENA S INTRAUTERINE  BAYER

6784606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6784606 NON-EXPEDITED Y OT US-
BAYER-200835038NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 370 DAY BAYER
Haemorrhage in pregnancy  
IMMINENT ABORTION  
Medical device complication  
PAIN  
UTERINE INFECTION  
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Detailed Report
6809447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6809447 NON-EXPEDITED N US-
BAYER-200836740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6832002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6832002 NON-EXPEDITED N US-
BAYER-200839140NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
INSOMNIA CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6870360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6870360 EXPEDITED (15-DAY) Y FR-
BAYER-200833342GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  

6899266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6899266 NON-EXPEDITED N OT US-
BAYER-200911036NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
INFLUENZA  
VAGINAL ODOUR  
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Detailed Report
6899269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6899269 EXPEDITED (15-DAY) N HO FR-
BAYER-200820848GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S INTRAUTERINE 2 DAY BAYER
PAIN  

6899278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6899278 NON-EXPEDITED N US-
BAYER-200841601NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL PAIN MIRENA S INTRAUTERINE  BAYER
BOWEL MOVEMENT IRREGULARITY  

6907631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2009 6907631 DIRECT N OT,RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S 3 YR BAYER
FATIGUE  
HYPERTRICHOSIS  
LIBIDO DECREASED  
WEIGHT INCREASED  

6780197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6780197 NON-EXPEDITED N OT US-
BAYER-200834426NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 429 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
6800994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6800994 EXPEDITED (15-DAY) N HO ZA-
BAYER-200829112GPV

54 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLARY SEROUS ENDOMETRIAL
CARCINOMA

MIRENA S INTRAUTERINE  BAYER

UTERINE HAEMORRHAGE  

6802422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6802422 EXPEDITED (15-DAY) N OT US-
BAYER-200836795NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE  BAYER

6803952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6803952 NON-EXPEDITED Y OT US-
BAYER-200837125NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 939 DAY BAYER

BREAST TENDERNESS  
GENITAL HAEMORRHAGE  

6805829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6805829 NON-EXPEDITED Y OT US-
BAYER-200837226NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 76 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
6807041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6807041 EXPEDITED (15-DAY) N HO US-
BAYER-200837115NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 5 MTH BAYER
EOSINOPHIL COUNT INCREASED PROVIGIL C ORAL  
MALAISE CYANOCOBALAMIN\PYRIDOXINE

\RIBOFLAVIN
C ORAL  

VAGINAL HAEMORRHAGE LIPITOR C ORAL  
EATING DISORDER MAGNESIUM OXIDE C ORAL  

WELLBUTRIN XL C ORAL  

6807046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6807046 NON-EXPEDITED Y OT US-
BAYER-200837742NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 242 DAY BAYER

ABDOMINAL PAIN  
BREAST TENDERNESS  
PERITONEAL HAEMORRHAGE  

6808218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6808218 NON-EXPEDITED N OT US-
BAYER-200837535NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 220 DAY BAYER
ABORTION SPONTANEOUS  
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Detailed Report
6808222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6808222 NON-EXPEDITED Y US-
BAYER-200837548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1202 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BREAST TENDERNESS  

6810356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6810356 NON-EXPEDITED N OT US-
BAYER-200837335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

6813460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6813460 NON-EXPEDITED N HO,OT US-
BAYER-200838250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
PAIN  

6813461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6813461 NON-EXPEDITED N HO US-
BAYER-200838206NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  
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Detailed Report
6830924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6830924 NON-EXPEDITED N US-
BAYER-200839329NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VOMITING  

6838907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6838907 NON-EXPEDITED N OT US-
BAYER-200839844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 7 DAY BAYER

6840743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6840743 NON-EXPEDITED Y US-
BAYER-200839192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6841941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6841941 NON-EXPEDITED Y OT US-
BAYER-200840024NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6841943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6841943 NON-EXPEDITED Y OT US-
BAYER-200840430NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 57 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

6842000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6842000 NON-EXPEDITED Y US-
BAYER-200839628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 504 DAY BAYER
ABDOMINAL PAIN LOWER  
PELVIC PAIN  

6861044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6861044 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200840580NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 103 DAY BAYER
VAGINAL HAEMORRHAGE CELEXA C  
PAIN NEXIUM C  
CHILLS FLEXERIL C  
ABDOMINAL ADHESIONS  
PELVIC PAIN  
PYREXIA  
SALPINGITIS  
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Detailed Report
6880367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6880367 NON-EXPEDITED Y OT US-
BAYER-200910463NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 50 DAY BAYER
Device dislocation  

6900199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900199 NON-EXPEDITED N US-
BAYER-200911903NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6900200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900200 NON-EXPEDITED Y US-
BAYER-200910956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6900201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900201 NON-EXPEDITED Y US-
BAYER-200912012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
Device expulsion  
UNINTENDED PREGNANCY  
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Detailed Report
6900202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900202 NON-EXPEDITED N US-
BAYER-200910645NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6900203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900203 NON-EXPEDITED N US-
BAYER-200912188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6900204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900204 NON-EXPEDITED N US-
BAYER-200912198NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 89 DAY BAYER

6900205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900205 NON-EXPEDITED N US-
BAYER-200912194NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 61 DAY BAYER

6900208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900208 NON-EXPEDITED N US-
BAYER-200911796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER

DIOVAN C  
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Detailed Report
6900209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6900209 NON-EXPEDITED N US-
BAYER-200911798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6907929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6907929 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 MCG DAY INTRA-

UTERINE
 BAYER

ANXIETY  
BACK PAIN  
BREAST PAIN  
DEPRESSION  
HEADACHE  
INSOMNIA  
LOSS OF LIBIDO  
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Detailed Report
6909408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2009 6909408 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 1 INSERTION ONCE

EVERY 5 YEARS
INTRA-UTERINE

 

DISCOMFORT  
DYSPAREUNIA  
HORMONE LEVEL ABNORMAL  
IRRITABILITY  
MENORRHAGIA  
MOOD ALTERED  
MUSCLE SPASMS  

6657765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6657765 NON-EXPEDITED Y US-
BAYER-200822430NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

CLARITIN C ORAL  

6692703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6692703 EXPEDITED (15-DAY) Y OT FR-
BAYER-200821397GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6802440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6802440 EXPEDITED (15-DAY) N OT US-
BAYER-200836984NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PETIT MAL EPILEPSY MIRENA S INTRAUTERINE  BAYER
BLOOD GLUCOSE DECREASED DEPAKOTE C  
MENSTRUATION DELAYED TOPAMAX C  
Abdominal discomfort INSULIN NOS C  

LANTUS C  

6814420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6814420 NON-EXPEDITED N OT US-
BAYER-200838398NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE  BAYER
DYSURIA  
NAUSEA  
PELVIC PAIN  
UTERINE TENDERNESS  
VOMITING  

6815531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6815531 EXPEDITED (15-DAY) N HO US-
BAYER-200838503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 26 DAY BAYER
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Detailed Report
6826376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6826376 NON-EXPEDITED N OT US-
BAYER-200839532NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 2 YR BAYER
GONORRHOEA  
VAGINAL ODOUR  

6833587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6833587 NON-EXPEDITED Y OT US-
BAYER-200839879NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
PELVIC PAIN  

6836017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6836017 NON-EXPEDITED N US-
BAYER-200838007NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE  BAYER

6836019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6836019 NON-EXPEDITED N US-
BAYER-200838018NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
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Detailed Report
6838922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6838922 EXPEDITED (15-DAY) N OT US-
BAYER-200839954NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PAIN MIRENA S INTRAUTERINE 10 MTH BAYER
ABDOMINAL PAIN LOWER  

6853954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6853954 NON-EXPEDITED Y OT US-
BAYER-200840389NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6901650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901650 NON-EXPEDITED N US-
BAYER-200910216NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 12 DAY BAYER

6901652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901652 NON-EXPEDITED N US-
BAYER-200910224NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
LETHARGY  
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Detailed Report
6901653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901653 NON-EXPEDITED N US-
BAYER-200910221NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6901654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901654 NON-EXPEDITED N US-
BAYER-200910323NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6901656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901656 NON-EXPEDITED N US-
BAYER-200910250NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 19 MTH BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

6901658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901658 NON-EXPEDITED N US-
BAYER-200910331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 37 DAY BAYER

6901659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901659 NON-EXPEDITED N US-
BAYER-200910199NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 MTH BAYER
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Detailed Report
6901660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901660 NON-EXPEDITED N US-
BAYER-200910144NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6901663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901663 NON-EXPEDITED N US-
BAYER-200910149NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6901664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901664 NON-EXPEDITED N US-
BAYER-200910324NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6901675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901675 NON-EXPEDITED N US-
BAYER-200910214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 43 DAY BAYER

6901676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901676 NON-EXPEDITED Y US-
BAYER-200912214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6901679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901679 NON-EXPEDITED N US-
BAYER-200910386NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 8 MTH BAYER

6901680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901680 NON-EXPEDITED N US-
BAYER-200912055NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6901682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901682 NON-EXPEDITED N US-
BAYER-200910387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6901683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901683 NON-EXPEDITED N US-
BAYER-200912204NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 12 DAY BAYER
ABDOMINAL PAIN LOWER DARVOCET C  
BACK PAIN  
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6901685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901685 NON-EXPEDITED Y US-
BAYER-200910414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6901686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901686 NON-EXPEDITED N US-
BAYER-200910711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  

6901687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6901687 NON-EXPEDITED N US-
BAYER-200910631NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6911940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6911940 DIRECT N Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6913159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6913159 DIRECT Y LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.1 Q.D. PO 11 YR

AURA IMOTREX C  
HYPOAESTHESIA TREXIMET C  
ANXIETY  
APHASIA  
DIZZINESS  
HYPOAESTHESIA ORAL  
VISION BLURRED  
VISUAL IMPAIRMENT  

6913230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2009 6913230 DIRECT Y HO 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONIQUE S ORAL 1 TABLET DAILY PO 6 MTH DURAMED
BACK PAIN  

6820575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6820575 NON-EXPEDITED N US-
BAYER-200836537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
PELVIC PAIN  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6902993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6902993 EXPEDITED (15-DAY) N OT BR-
BAYER-200911530LA

< 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis MIRENA S TRANSPLACENTAL  BAYER
SMALL FOR DATES BABY  

6903011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903011 NON-EXPEDITED Y US-
BAYER-200910408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6903012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903012 NON-EXPEDITED N US-
BAYER-200910422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6903013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903013 NON-EXPEDITED Y US-
BAYER-200910399NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6903014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903014 NON-EXPEDITED N US-
BAYER-200910377NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

6903015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903015 NON-EXPEDITED N US-
BAYER-200910260NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6903018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903018 NON-EXPEDITED N US-
BAYER-200910382NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
BACK PAIN  
HEADACHE  
MOOD ALTERED  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6903020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903020 NON-EXPEDITED Y US-
BAYER-200910410NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 138 DAY BAYER

6903022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903022 NON-EXPEDITED Y US-
BAYER-200910384NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 624 DAY BAYER

6903023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903023 NON-EXPEDITED N US-
BAYER-200910177NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

6903024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903024 NON-EXPEDITED N US-
BAYER-200910397NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6903025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903025 NON-EXPEDITED N US-
BAYER-200910131NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6903029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903029 NON-EXPEDITED Y US-
BAYER-200910497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6903031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903031 NON-EXPEDITED Y US-
BAYER-200910503NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6903032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903032 NON-EXPEDITED N US-
BAYER-200910494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6903033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903033 NON-EXPEDITED N US-
BAYER-200910498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6903034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2009 6903034 NON-EXPEDITED N US-
BAYER-200910445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6574265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6574265 NON-EXPEDITED N US-
BAYER-200813592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 6 YR BAYER

6795487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6795487 NON-EXPEDITED Y US-
BAYER-200834399NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 10 DAY BAYER
PRESYNCOPE EFFEXOR C  
CHILLS LEVOTHYROXINE C  
PYREXIA SYNTHROID C  
VOMITING XANAX C  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6818105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6818105 NON-EXPEDITED N US-
BAYER-200837249NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS CLIMARA PRO S TRANSDERMAL  BAYER
DEPRESSED MOOD  
HOT FLUSH  
NO ADVERSE EVENT  
PERSONALITY DISORDER  
Product quality issue  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6829031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6829031 NON-EXPEDITED N US-
BAYER-200836983NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 12 MTH BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
MALAISE FLU SHOT NOS C  
AMENORRHOEA  
FOOD AVERSION  
GENITAL HAEMORRHAGE  
PROCEDURAL PAIN  

6879315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6879315 NON-EXPEDITED N US-
BAYER-200841230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 MTH BAYER

MIRENA S INTRAUTERINE  BAYER

6888812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6888812 NON-EXPEDITED Y US-
BAYER-200841533NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 127 DAY BAYER

6904426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904426 NON-EXPEDITED Y US-
BAYER-200840691NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6904427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904427 NON-EXPEDITED N US-
BAYER-200841824NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE SWELLING MIRENA S INTRAUTERINE  BAYER

6904430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904430 NON-EXPEDITED N US-
BAYER-200910513NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6904431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904431 NON-EXPEDITED N US-
BAYER-200910374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER

6904432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904432 NON-EXPEDITED N US-
BAYER-200841539NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6904433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904433 NON-EXPEDITED N US-
BAYER-200841662NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6904434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904434 NON-EXPEDITED N US-
BAYER-200841261NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6904435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904435 NON-EXPEDITED N US-
BAYER-200910392NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904436 NON-EXPEDITED N US-
BAYER-200841674NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

6904437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904437 NON-EXPEDITED N US-
BAYER-200910395NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ACNE SYNTHROID C  

SPIRONOLACTONE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6904438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904438 NON-EXPEDITED N US-
BAYER-200910518NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

PAXIL CR C  
FLEXERIL C  
HYDROXYZINE C  
CYANOCOBALAMIN C  

6904439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904439 NON-EXPEDITED N US-
BAYER-200910451NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 351 DAY BAYER

6904440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904440 NON-EXPEDITED N US-
BAYER-200910510NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 235 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6904441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904441 NON-EXPEDITED N US-
BAYER-200910470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6904442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904442 NON-EXPEDITED N US-
BAYER-200910520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6904443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904443 NON-EXPEDITED N US-
BAYER-200910447NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 358 DAY BAYER

6904444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904444 NON-EXPEDITED N US-
BAYER-200910512NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 267 DAY BAYER

6904446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904446 NON-EXPEDITED N US-
BAYER-200910536NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

LAMICTAL C  
CLONIDINE TRANSDERMAL
SYSTEM

C  

TRAZODONE HYDROCHLORIDE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6904447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904447 NON-EXPEDITED N US-
BAYER-200910524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6904448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904448 NON-EXPEDITED N US-
BAYER-200910500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINISMUS MIRENA S INTRAUTERINE  BAYER

6904449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904449 NON-EXPEDITED N US-
BAYER-200910522NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6904451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904451 NON-EXPEDITED N US-
BAYER-200910449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904452 NON-EXPEDITED N US-
BAYER-200910511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6904453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904453 NON-EXPEDITED N US-
BAYER-200910502NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6904454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904454 NON-EXPEDITED N US-
BAYER-200910508NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
PELVIC PAIN  

6904455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904455 NON-EXPEDITED N US-
BAYER-200910505NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6904456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904456 NON-EXPEDITED N US-
BAYER-200910431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER
ACNE  
WEIGHT INCREASED  
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Detailed Report
6904458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904458 NON-EXPEDITED N US-
BAYER-200910442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 8 MTH BAYER
FALL  
GENITAL HAEMORRHAGE  

6904459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904459 NON-EXPEDITED Y US-
BAYER-200910519NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 214 DAY BAYER

6904461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904461 NON-EXPEDITED N US-
BAYER-200910506NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 175 DAY BAYER

6904462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904462 NON-EXPEDITED N US-
BAYER-200910595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6904464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904464 NON-EXPEDITED N US-
BAYER-200910588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6904465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904465 NON-EXPEDITED Y US-
BAYER-200910550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 48 DAY BAYER

6904466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904466 NON-EXPEDITED N US-
BAYER-200910576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904469 NON-EXPEDITED N US-
BAYER-200910598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6904471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904471 NON-EXPEDITED N US-
BAYER-200910599NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6904472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904472 NON-EXPEDITED N US-
BAYER-200910646NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6904473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904473 NON-EXPEDITED N US-
BAYER-200910547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6904474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904474 NON-EXPEDITED N US-
BAYER-200910637NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6904475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904475 NON-EXPEDITED Y US-
BAYER-200910641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904476 NON-EXPEDITED N US-
BAYER-200910590NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904477 NON-EXPEDITED N US-
BAYER-200910594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6904478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904478 NON-EXPEDITED N US-
BAYER-200910592NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

6904483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904483 NON-EXPEDITED N US-
BAYER-200910642NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  

6904484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904484 NON-EXPEDITED N US-
BAYER-200910638NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904485 NON-EXPEDITED N US-
BAYER-200910639NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE  BAYER
CHEST DISCOMFORT  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
MUSCLE SPASMS  
VAGINAL DISCHARGE  
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6904486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904486 NON-EXPEDITED Y US-
BAYER-200910573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6904488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904488 NON-EXPEDITED Y US-
BAYER-200910808NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6904490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904490 NON-EXPEDITED Y US-
BAYER-200910812NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6904492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904492 NON-EXPEDITED N US-
BAYER-200910679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MIGRAINE  

6904494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904494 NON-EXPEDITED Y US-
BAYER-200910823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6904496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904496 NON-EXPEDITED N US-
BAYER-200910666NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6904498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904498 NON-EXPEDITED N US-
BAYER-200910656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCAR MIRENA S INTRAUTERINE  BAYER

6904499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904499 NON-EXPEDITED N US-
BAYER-200910712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 172 DAY BAYER
GENITAL HAEMORRHAGE  

6904500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904500 NON-EXPEDITED N US-
BAYER-200910817NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904501 NON-EXPEDITED N US-
BAYER-200910706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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6904502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904502 NON-EXPEDITED N US-
BAYER-200910701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 9 DAY BAYER

6904504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904504 NON-EXPEDITED N US-
BAYER-200910659NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6904505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904505 NON-EXPEDITED N US-
BAYER-200910667NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6904506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904506 NON-EXPEDITED N US-
BAYER-200910660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6904508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904508 NON-EXPEDITED Y US-
BAYER-200910681NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 357 DAY BAYER
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6904512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904512 NON-EXPEDITED N US-
BAYER-200911265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6904513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6904513 NON-EXPEDITED N US-
BAYER-200910840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6913542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6913542 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE INTRA-UTERINE  
METRORRHAGIA  

6914212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6914212 DIRECT N 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DAY PO 3 YR WATSON

FEELING OF DESPAIR  
SUICIDAL IDEATION  
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6914250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6914250 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S  
ABORTION INDUCED  
HYPERTENSION  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6914270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6914270 DIRECT N LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS TRIVORA S  
APPARENT DEATH  

6914797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2009 6914797 DIRECT N DS,OT 21 YR Female USA
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6914797
Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY SKIN MIRENA S INTRAUTERINE ONE FIVE YEARS

INTRA-UTERINE
5 YR BAYER

ABDOMINAL PAIN LOWER  
ALOPECIA  
ANXIETY  
BACK PAIN  
BONE DISORDER  
BREAST DISCHARGE  
COMPLICATION OF DEVICE INSERTION  
DEPRESSION  
DIZZINESS  
FATIGUE  
FEELING ABNORMAL  
FEELING COLD  
HEADACHE  
HOT FLUSH  
HYPERHIDROSIS  
LIBIDO DECREASED  
METRORRHAGIA  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
NECK PAIN  
NO THERAPEUTIC RESPONSE  
PAIN  
SKIN ODOUR ABNORMAL  
VAGINAL INFECTION  
VISION BLURRED  
VOMITING  
WEIGHT INCREASED  
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6726853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6726853 EXPEDITED (15-DAY) N OT DE-
BAYER-200823836GPV

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
VISUAL IMPAIRMENT PHENPROCOUMON C UNKNOWN 92 DAY
AMBLYOPIA  
CHORIORETINOPATHY  

6792210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6792210 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200835654NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
PULMONARY EMBOLISM INDERAL LA C  

MIDODRINE C Total daily dose: 15 MG  

6807036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6807036 EXPEDITED (15-DAY) N OT US-
BAYER-200837165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER OPERATION MIRENA S INTRAUTERINE  BAYER
URINARY TRACT INFECTION  
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6807037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6807037 EXPEDITED (15-DAY) N OT US-
BAYER-200837563NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER LAMICTAL C  
GENITAL PAIN DEPAKOTE C  
AMENORRHOEA  
VAGINAL DISCHARGE  

6812121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6812121 NON-EXPEDITED Y HO,OT US-
BAYER-200837549NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 400 DAY BAYER

ABDOMINAL PAIN  
AMENORRHOEA  

6814434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6814434 NON-EXPEDITED Y US-
BAYER-200838253NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6825636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6825636 NON-EXPEDITED N OT US-
BAYER-200839144NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
POST PROCEDURAL HAEMORRHAGE  
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6830937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6830937 NON-EXPEDITED Y OT US-
BAYER-200839449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  

6841945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6841945 NON-EXPEDITED N OT US-
BAYER-200840048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6905680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905680 NON-EXPEDITED N US-
BAYER-200910657NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6905683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905683 NON-EXPEDITED N US-
BAYER-200910844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6905685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905685 NON-EXPEDITED N US-
BAYER-200910658NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER

LIPITOR C  
IRON C  
CALCIUM C  
ASCORBIC ACID C  

6905686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905686 NON-EXPEDITED Y US-
BAYER-200910351NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6905687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905687 NON-EXPEDITED N US-
BAYER-200910842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6905688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6905688 NON-EXPEDITED N US-
BAYER-200910841NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6915899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6915899 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
ABDOMINAL DISTENSION  
ARTHRALGIA  
OROPHARYNGEAL PAIN  
PAIN  
PAIN IN JAW  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

6916720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2009 6916720 EXPEDITED (15-DAY) OT TPH-00142 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ABDOMINAL PAIN  
HAEMORRHAGE IN PREGNANCY  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  
TREATMENT NONCOMPLIANCE  

6585546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6585546 NON-EXPEDITED N US-
BAYER-200816174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

Page: 1,784 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6906841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6906841 NON-EXPEDITED N US-
BAYER-200840694NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6906842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6906842 NON-EXPEDITED Y US-
BAYER-200841528NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOTAL BILE ACIDS INCREASED MIRENA S INTRAUTERINE  BAYER
Amylase increased  
BLOOD BILIRUBIN INCREASED  

6906843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6906843 NON-EXPEDITED N US-
BAYER-200910663NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
ACNE  
AMENORRHOEA  
BREAST TENDERNESS  
DYSPAREUNIA  
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
VULVOVAGINAL DRYNESS  
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6906848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6906848 NON-EXPEDITED N US-
BAYER-200910843NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6916870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6916870 DIRECT Y DS 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

6917138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6917138 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITREOUS FLOATERS MIRENA S  
ABDOMINAL DISTENSION  
ALOPECIA  
CONFUSIONAL STATE  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
MEMORY IMPAIRMENT  
MUSCLE SPASMS  

6917359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6917359 EXPEDITED (15-DAY) N OT 040948 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B S ORAL 1 TABLET, QD, ORAL  
EPISTAXIS  
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Detailed Report
6918792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6918792 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 1/EA 5 YEARS INTRA-

UTERINE
 BAYER

6918803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2009 6918803 DIRECT N DS,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE EXPULSION  
MUSCLE SPASMS  
POST PROCEDURAL COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  
UTERINE CERVICAL LACERATION  

6804689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6804689 NON-EXPEDITED Y HO US-
BAYER-200837367NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 473 DAY BAYER
Medical device complication  
UTERINE RUPTURE  

6812120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6812120 NON-EXPEDITED Y HO,OT US-
BAYER-200838053NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1044 DAY BAYER

ULTRAM C ORAL  
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Detailed Report
6817981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6817981 NON-EXPEDITED N OT US-
BAYER-200838728NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6819285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6819285 NON-EXPEDITED N US-
BAYER-200837010NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BENIGN BREAST NEOPLASM  
OVARIAN CYST  
PAPILLOMA VIRAL INFECTION  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  
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Detailed Report
6819339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6819339 NON-EXPEDITED N OT US-
BAYER-200838765NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 887 DAY BAYER

INTRA-ABDOMINAL HAEMORRHAGE  
PELVIC PAIN  
RUPTURED ECTOPIC PREGNANCY  
SALPINGECTOMY  
SYNCOPE  

6820557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6820557 NON-EXPEDITED N OT US-
BAYER-200838723NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 246 DAY BAYER

6841947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6841947 NON-EXPEDITED N OT US-
BAYER-200840274NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6844506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6844506 NON-EXPEDITED N US-
BAYER-200839027NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FATIGUE  
FEELING ABNORMAL  
Medical device complication  
WEIGHT INCREASED  

6850028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6850028 NON-EXPEDITED N US-
BAYER-200837707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6907789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907789 NON-EXPEDITED N US-
BAYER-200910754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  

6907790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907790 NON-EXPEDITED N US-
BAYER-200910653NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS INTERSTITIAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6907791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907791 NON-EXPEDITED N US-
BAYER-200910751NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  

6907792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907792 NON-EXPEDITED Y US-
BAYER-200910496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6907793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907793 NON-EXPEDITED Y US-
BAYER-200910760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6907795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907795 NON-EXPEDITED N US-
BAYER-200910763NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6907796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907796 NON-EXPEDITED N US-
BAYER-200910753NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MOOD ALTERED  
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6907798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907798 NON-EXPEDITED N US-
BAYER-200911161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6907800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907800 NON-EXPEDITED N US-
BAYER-200911047NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAIR COLOUR CHANGES MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
OVARIAN CYST RUPTURED  

6907801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907801 NON-EXPEDITED N US-
BAYER-200910758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Vulvovaginal pain  

6907811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907811 NON-EXPEDITED N US-
BAYER-200910980NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6907815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907815 NON-EXPEDITED N US-
BAYER-200910994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6907816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907816 NON-EXPEDITED N US-
BAYER-200910858NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6907817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907817 NON-EXPEDITED N US-
BAYER-200911044NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6907818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907818 NON-EXPEDITED N US-
BAYER-200910856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6907819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907819 NON-EXPEDITED N US-
BAYER-200911032NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 44 DAY BAYER
Medical device complication  
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Detailed Report
6907821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907821 NON-EXPEDITED N US-
BAYER-200910853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6907822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907822 NON-EXPEDITED Y US-
BAYER-200911035NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

PROZAC C  

6907824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907824 NON-EXPEDITED N US-
BAYER-200911001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 72 DAY BAYER

6907826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907826 NON-EXPEDITED N US-
BAYER-200910847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6907834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6907834 NON-EXPEDITED N US-
BAYER-200911270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
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Detailed Report
6733644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6733644 NON-EXPEDITED N US-
BAYER-200824923NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 31 DAY BAYER
PROCEDURAL PAIN  
UTERINE SPASM  

6812122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6812122 EXPEDITED (15-DAY) N OT US-
BAYER-200838030NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD POTASSIUM INCREASED MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
FATIGUE  
PAIN IN EXTREMITY  
PROCEDURAL PAIN  
WEIGHT INCREASED  

6836080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6836080 NON-EXPEDITED N US-
BAYER-200838311NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 31 MTH BAYER
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6844546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6844546 NON-EXPEDITED Y HO,OT US-
BAYER-200840439NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 17 DAY BAYER
ABDOMINAL PAIN LOWER  
CONSTIPATION  
DECREASED APPETITE  
NAUSEA  
TUBO-OVARIAN ABSCESS  

6853956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6853956 EXPEDITED (15-DAY) N OT US-
BAYER-200840526NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 22 DAY BAYER
DYSARTHRIA PROZAC C  
LOSS OF CONSCIOUSNESS VICODIN C  

ASPIRIN C  

6863342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6863342 NON-EXPEDITED Y US-
BAYER-200838578NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DYSPAREUNIA  
PROCEDURAL PAIN  
STAPHYLOCOCCAL INFECTION  

Page: 1,796 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6864588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6864588 NON-EXPEDITED N OT US-
BAYER-200841206NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6876037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6876037 NON-EXPEDITED Y OT US-
BAYER-200910183NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6909108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909108 NON-EXPEDITED N US-
BAYER-200910886NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6909110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909110 NON-EXPEDITED N US-
BAYER-200910922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER
DEVICE BREAKAGE  
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Detailed Report
6909111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909111 NON-EXPEDITED N US-
BAYER-200841435NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6909113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909113 NON-EXPEDITED N US-
BAYER-200841510NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS INSULIN NOS C  
VAGINAL HAEMORRHAGE  
Vulvovaginal pain  

6909114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909114 NON-EXPEDITED N US-
BAYER-200841465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER

6909115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909115 NON-EXPEDITED N US-
BAYER-200910983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6909116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909116 NON-EXPEDITED N US-
BAYER-200910961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6909117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909117 NON-EXPEDITED N US-
BAYER-200911041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6909119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909119 NON-EXPEDITED N US-
BAYER-200910383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6909121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909121 NON-EXPEDITED N US-
BAYER-200910868NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
HYPOMENORRHOEA  

6909123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909123 NON-EXPEDITED N US-
BAYER-200911180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6909125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909125 NON-EXPEDITED N US-
BAYER-200911110NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER

6909126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909126 NON-EXPEDITED N US-
BAYER-200911122NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

6909128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909128 NON-EXPEDITED Y US-
BAYER-200911104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6909130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909130 NON-EXPEDITED Y US-
BAYER-200911173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6909133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909133 NON-EXPEDITED Y US-
BAYER-200910985NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6909136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909136 NON-EXPEDITED N US-
BAYER-200911124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 186 DAY BAYER

6909137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909137 NON-EXPEDITED N US-
BAYER-200911128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6909138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909138 NON-EXPEDITED N US-
BAYER-200911118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE  BAYER

6909140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909140 NON-EXPEDITED Y US-
BAYER-200911712NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6909141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909141 NON-EXPEDITED N US-
BAYER-200911164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6909142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909142 NON-EXPEDITED Y US-
BAYER-200911105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 157 DAY BAYER

6909143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909143 NON-EXPEDITED N US-
BAYER-200911195NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 45 DAY BAYER

6909144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909144 NON-EXPEDITED N US-
BAYER-200911050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 157 DAY BAYER

6909150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909150 NON-EXPEDITED N US-
BAYER-200911167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6909151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909151 NON-EXPEDITED N US-
BAYER-200911193NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 45 DAY BAYER
DYSPAREUNIA  
Medical device complication  
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Detailed Report
6909152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909152 NON-EXPEDITED Y US-
BAYER-200912257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

6909153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909153 NON-EXPEDITED N US-
BAYER-200911123NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
MOOD ALTERED  
NAUSEA  

6909154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909154 NON-EXPEDITED Y US-
BAYER-200911120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6909155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909155 NON-EXPEDITED Y US-
BAYER-200911103NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 125 DAY BAYER
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Detailed Report
6909156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909156 NON-EXPEDITED N US-
BAYER-200911127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6909173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6909173 NON-EXPEDITED N OT US-
BAYER-200912550NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6918765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6918765 EXPEDITED (15-DAY) N HO,RI 029667 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

MATERNAL EXPOSURE DURING PREGNANCY  
OOPHORECTOMY  
PELVIC PAIN  
UTERINE HAEMORRHAGE  
VOMITING  
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Detailed Report
6918767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2009 6918767 EXPEDITED (15-DAY) N OT 041031 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

NAUSEA  
RETCHING  
VAGINAL HAEMORRHAGE  

6572471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6572471 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200813823GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEMIANOPIA MIRENA S INTRAUTERINE Total daily dose: 20 µG 2 MTH BAYER
ACNE  
FIBRIN D DIMER INCREASED  
HEADACHE  
MALAISE  
NIGHT SWEATS  
WEIGHT INCREASED  

Page: 1,805 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6673223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6673223 EXPEDITED (15-DAY) N DS,OT GB-
BAYER-200811532BNE

44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 124 DAY BAYER
ARTHRALGIA  
ASTHENIA  
DEMYELINATION  
HYPOAESTHESIA  
MALAISE  
PELVIC PAIN  
SENSATION OF HEAVINESS  

6789260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6789260 NON-EXPEDITED N US-
BAYER-200833434NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

CREAM C  

6805860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6805860 NON-EXPEDITED Y US-
BAYER-200835185NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6813463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6813463 EXPEDITED (15-DAY) Y OT DE-
BAYER-200827253GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLESTASIS MIRENA S INTRAUTERINE  BAYER
TRANSAMINASES INCREASED  

6866943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6866943 NON-EXPEDITED N US-
BAYER-200839465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER

6872586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6872586 NON-EXPEDITED N US-
BAYER-200839919NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S TRANSDERMAL  BAYER
ADVERSE EVENT  
OEDEMA  

6878270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6878270 NON-EXPEDITED N US-
BAYER-200840907NA

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S ORAL  BAYER
APPLICATION SITE EROSION  
APPLICATION SITE PAIN  
APPLICATION SITE RASH  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6885947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6885947 NON-EXPEDITED Y OT US-
BAYER-200910860NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 WEEK BAYER
COMPLICATION OF DEVICE INSERTION  
MIGRAINE  
SALPINGITIS  
TENSION HEADACHE  

6885992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6885992 NON-EXPEDITED N US-
BAYER-200841418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
Product quality issue  

6891478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6891478 NON-EXPEDITED Y OT US-
BAYER-200911403NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 10 DAY BAYER
Medical device complication  

6901677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6901677 NON-EXPEDITED N US-
BAYER-200910243NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT  
POLYMENORRHOEA  
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Detailed Report
6904277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6904277 EXPEDITED (15-DAY) N OT DE-
BAYER-200912306GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE 1297 DAY BAYER
DYSMENORRHOEA  

6909175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6909175 EXPEDITED (15-DAY) Y OT PT-
BAYER-200911275GPV

Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUMOUR MARKER INCREASED MIRENA S INTRAUTERINE  BAYER
GALACTORRHOEA  

6910312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910312 NON-EXPEDITED N US-
BAYER-200911085NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6910313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910313 NON-EXPEDITED N US-
BAYER-200841106NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE FOR UNAPPROVED
INDICATION

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANXIETY  
BACK PAIN  
HEADACHE  
HYPOAESTHESIA  
INSOMNIA  
MENORRHAGIA  
NIGHTMARE  
PARAESTHESIA  

6910315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910315 NON-EXPEDITED N US-
BAYER-200911034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER

6910316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910316 NON-EXPEDITED Y US-
BAYER-200910495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COUGH  

Page: 1,810 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
6910317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910317 NON-EXPEDITED Y US-
BAYER-200841448NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6910319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910319 NON-EXPEDITED N US-
BAYER-200911113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910320 NON-EXPEDITED N US-
BAYER-200911211NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910322 NON-EXPEDITED N US-
BAYER-200911226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6910323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910323 NON-EXPEDITED Y US-
BAYER-200910948NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6910324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910324 NON-EXPEDITED Y US-
BAYER-200911228NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910325 NON-EXPEDITED N US-
BAYER-200911220NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6910326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910326 NON-EXPEDITED N US-
BAYER-200911224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6910328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910328 NON-EXPEDITED Y US-
BAYER-200911230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910331 NON-EXPEDITED N US-
BAYER-200911112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
6910332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910332 NON-EXPEDITED N US-
BAYER-200911213NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 359 DAY BAYER

6910333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910333 NON-EXPEDITED Y US-
BAYER-200911219NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 138 DAY BAYER

6910334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910334 NON-EXPEDITED N US-
BAYER-200911216NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DISTURBANCE IN ATTENTION  
PYREXIA  

6910335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910335 NON-EXPEDITED N US-
BAYER-200911117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6910336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910336 NON-EXPEDITED N US-
BAYER-200911237NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENORRHAGIA  

6910337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910337 NON-EXPEDITED N US-
BAYER-200911114NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6910338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910338 NON-EXPEDITED N US-
BAYER-200911115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6910340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910340 NON-EXPEDITED N US-
BAYER-200911263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 47 DAY BAYER
VAGINAL HAEMORRHAGE  

6910341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910341 NON-EXPEDITED Y US-
BAYER-200911225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6910343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910343 NON-EXPEDITED N US-
BAYER-200911190NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK INJURY MIRENA S INTRAUTERINE  BAYER

6910344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910344 NON-EXPEDITED N US-
BAYER-200911233NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

6910345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910345 NON-EXPEDITED N US-
BAYER-200911842NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6910346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910346 NON-EXPEDITED N US-
BAYER-200911362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6910347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910347 NON-EXPEDITED N US-
BAYER-200911330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6910348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910348 NON-EXPEDITED N US-
BAYER-200911826NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 3 MTH BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6910349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910349 NON-EXPEDITED N US-
BAYER-200911432NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 11 MTH BAYER

6910350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910350 NON-EXPEDITED N US-
BAYER-200911495NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910352 NON-EXPEDITED N US-
BAYER-200911395NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6910354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910354 NON-EXPEDITED N US-
BAYER-200911692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910355 NON-EXPEDITED Y US-
BAYER-200912325NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6910356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910356 NON-EXPEDITED Y US-
BAYER-200911503NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
Device expulsion  
PRESYNCOPE  

6910357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910357 NON-EXPEDITED N US-
BAYER-200911893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 1 DAY BAYER

6910358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910358 NON-EXPEDITED N US-
BAYER-200911434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 262 DAY BAYER
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Detailed Report
6910359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910359 NON-EXPEDITED Y US-
BAYER-200912529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

6910360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910360 NON-EXPEDITED N US-
BAYER-200911335NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 122 DAY BAYER

6910361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910361 NON-EXPEDITED N US-
BAYER-200911309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6910363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910363 NON-EXPEDITED Y US-
BAYER-200911308NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 64 DAY BAYER

6910366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910366 NON-EXPEDITED N US-
BAYER-200911433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6910367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910367 NON-EXPEDITED N US-
BAYER-200911857NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910368 NON-EXPEDITED N US-BAYER-
US-2005-013817

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER
HYPERSEXUALITY  

6910371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2009 6910371 NON-EXPEDITED Y US-
BAYER-200911267NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 WEEK BAYER

6619269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6619269 EXPEDITED (15-DAY) N OT FR-
BAYER-200816655GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 54 MTH BAYER

MIRENA S INTRAUTERINE  BAYER

6792202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6792202 EXPEDITED (15-DAY) Y OT US-
BAYER-200835809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

Page: 1,819 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6803002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6803002 NON-EXPEDITED Y US-
BAYER-200836739NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6812119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6812119 NON-EXPEDITED Y HO US-
BAYER-200837934NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 861 DAY BAYER

6813472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6813472 EXPEDITED (15-DAY) Y HO US-
BAYER-200838401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6813474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6813474 EXPEDITED (15-DAY) N OT US-
BAYER-200838293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 30 MTH BAYER
ALOPECIA  
AMENORRHOEA  
ARTHRALGIA  
BACK PAIN  
GAIT DISTURBANCE  
INSOMNIA  
IRRITABILITY  
JOINT SWELLING  
LOSS OF LIBIDO  
MOOD SWINGS  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
SCAR  
WEIGHT INCREASED  

6817982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6817982 NON-EXPEDITED N OT US-
BAYER-200838390NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
Medical device complication  

Page: 1,821 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6861041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6861041 EXPEDITED (15-DAY) N DS CA-
BAYER-200840145NA

29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ATAXIA MIRENA S INTRAUTERINE  BAYER
VERTIGO  

6864596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6864596 NON-EXPEDITED Y OT US-
BAYER-200841219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 29 DAY BAYER
VAGINAL HAEMORRHAGE  

6879351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6879351 NON-EXPEDITED N OT US-
BAYER-200910373NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 7 DAY BAYER
PAIN  

6883065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6883065 NON-EXPEDITED N OT US-
BAYER-200910814NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6883067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6883067 NON-EXPEDITED Y HO,OT US-
BAYER-200910809NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6892936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6892936 NON-EXPEDITED N US-
BAYER-200911303NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST ZYRTEC C ORAL  

SINGULAIR C ORAL  

6910865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910865 NON-EXPEDITED Y OT US-
BAYER-200912689NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6910867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910867 NON-EXPEDITED Y OT US-
BAYER-200912747NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
UTERINE RUPTURE  
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6910875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910875 NON-EXPEDITED N US-
BAYER-200911311NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6910877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910877 NON-EXPEDITED N US-
BAYER-200911332NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN DEPO-PROVERA C  
HYPOMENORRHOEA  

6910878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910878 NON-EXPEDITED N US-
BAYER-200911174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6910879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910879 NON-EXPEDITED N US-
BAYER-200911252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6910882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910882 NON-EXPEDITED N US-
BAYER-200911363NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6910883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910883 NON-EXPEDITED N US-
BAYER-200911401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6910884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6910884 NON-EXPEDITED N US-
BAYER-200911527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 29 DAY BAYER
MENORRHAGIA  

6719709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6719709 NON-EXPEDITED N US-
BAYER-200829377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

6813547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6813547 NON-EXPEDITED N US-
BAYER-200836189NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE LEXAPRO C  
BREAST TENDERNESS  
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6819278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6819278 NON-EXPEDITED N US-
BAYER-200838502NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 183 DAY BAYER

6911976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6911976 NON-EXPEDITED N US-
BAYER-200910928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 8 YR BAYER

6911978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6911978 NON-EXPEDITED N US-
BAYER-200912960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6911981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6911981 NON-EXPEDITED N US-
BAYER-200911580NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6911982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6911982 NON-EXPEDITED N US-
BAYER-200911318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6914233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6914233 EXPEDITED (15-DAY) Y OT TPH-00140 34 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 1 MTH

HEADACHE  

6920471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6920471 DIRECT HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
UTERINE RUPTURE  

6924005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6924005 DIRECT Y OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE LEVONERGESTREL

EVERY DAY INTRA-
UTERINE

 BAYER

ALOPECIA  
ANXIETY  
ARTHRALGIA  
BREAST PAIN  
GOITRE  
HEADACHE  
MUSCULOSKELETAL STIFFNESS  
MYALGIA  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  
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Detailed Report
6924139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6924139 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S IUD UNK  
ABDOMINAL DISTENSION  
ACNE  
ANXIETY  
ARTHRALGIA  
GENITAL HAEMORRHAGE  
HEADACHE  
HYPERSOMNIA  
INSOMNIA  
LOSS OF LIBIDO  
MUSCLE SPASMS  
MYALGIA  
PANIC ATTACK  
SKIN ODOUR ABNORMAL  
VAGINAL ODOUR  
WEIGHT INCREASED  

6924818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6924818 EXPEDITED (15-DAY) OT TPH-00149 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 7 YR

DRUG INEFFECTIVE ASPIRIN C  
CAESAREAN SECTION  
GESTATIONAL HYPERTENSION  
HEADACHE  
MATERNAL EXPOSURE DURING PREGNANCY  
URINARY TRACT INFECTION  
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6925842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2009 6925842 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE SEASONIQUE S ORAL 1X A DAY PO  DURAMED
ANGER  
HYPOAESTHESIA  
IMPAIRED DRIVING ABILITY  
MOOD SWINGS  

6540748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6540748 NON-EXPEDITED N US-
BAYER-200811269NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
PROCEDURAL PAIN  

6796605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6796605 EXPEDITED (15-DAY) Y LT JP-
BAYER-200812496BYL

40 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE Total daily dose: 20 µG

Unit dose: 52 MG
 BAYER

6807104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6807104 NON-EXPEDITED Y US-
BAYER-200835526NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
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Detailed Report
6850047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6850047 NON-EXPEDITED N US-
BAYER-200838693NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEHYDRATION  

6863401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6863401 NON-EXPEDITED Y US-
BAYER-200839811NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER

6909174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6909174 NON-EXPEDITED N HO US-
BAYER-200912623NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN VITAMINS C  

ASCORBIC ACID C  

6913258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913258 NON-EXPEDITED Y US-
BAYER-200911670NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
6913259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913259 NON-EXPEDITED N US-
BAYER-200911677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6913264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913264 NON-EXPEDITED N US-
BAYER-200911668NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6913265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913265 NON-EXPEDITED N US-
BAYER-200911603NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6913266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913266 NON-EXPEDITED N US-
BAYER-200911678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6913267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913267 NON-EXPEDITED Y US-
BAYER-200911490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6913268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913268 NON-EXPEDITED N US-
BAYER-200911524NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 DAY BAYER

6913269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913269 NON-EXPEDITED N US-
BAYER-200911515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6913270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913270 NON-EXPEDITED N US-
BAYER-200911526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6913271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913271 NON-EXPEDITED Y US-
BAYER-200911669NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 47 DAY BAYER
Medical device complication  

6913274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913274 NON-EXPEDITED Y US-
BAYER-200911606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6913277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913277 NON-EXPEDITED N US-
BAYER-200911689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 421 DAY BAYER

6913278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6913278 NON-EXPEDITED N US-
BAYER-200911727NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6932442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2009 6932442 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  

6630076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6630076 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200817313GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE Total daily dose: 20 µG 1788 DAY BAYER
CIRCULATING ANTICOAGULANT POSITIVE  
C-REACTIVE PROTEIN INCREASED  
HILAR LYMPHADENOPATHY  
PELVIC PAIN  
PYREXIA  
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6636960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6636960 NON-EXPEDITED N US-
BAYER-200818019NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 14 MTH BAYER
VAGINAL HAEMORRHAGE BENAZEPRIL HYDROCHLORIDE C  
MENORRHAGIA  

6891475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6891475 NON-EXPEDITED N OT US-
BAYER-200911343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6914377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914377 NON-EXPEDITED N US-
BAYER-200911626NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6914379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914379 NON-EXPEDITED Y US-
BAYER-200911628NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6914380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914380 NON-EXPEDITED Y US-
BAYER-200911631NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6914382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914382 NON-EXPEDITED N US-
BAYER-200911633NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6914383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914383 NON-EXPEDITED Y US-
BAYER-200911319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6914384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914384 NON-EXPEDITED N US-
BAYER-200911664NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

6914386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914386 NON-EXPEDITED N US-
BAYER-200911312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6914388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914388 NON-EXPEDITED Y US-
BAYER-200911699NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6914389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914389 NON-EXPEDITED Y US-
BAYER-200911611NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6914390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914390 NON-EXPEDITED Y US-
BAYER-200911636NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6914391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914391 NON-EXPEDITED N US-
BAYER-200911675NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6914392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914392 NON-EXPEDITED N US-
BAYER-200911665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BOWEL MOVEMENT IRREGULARITY MIRENA S INTRAUTERINE  BAYER

6914393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914393 NON-EXPEDITED N US-
BAYER-200911511NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6914394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914394 NON-EXPEDITED N US-
BAYER-200911620NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BREAST DISCHARGE  
HEADACHE  
NAUSEA  

6914395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914395 NON-EXPEDITED N US-
BAYER-200911862NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6914396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914396 NON-EXPEDITED Y US-
BAYER-200911721NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6914398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914398 NON-EXPEDITED Y US-
BAYER-200911674NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6914400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914400 NON-EXPEDITED Y US-
BAYER-200912087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

6914401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914401 NON-EXPEDITED Y US-
BAYER-200911811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER

6914402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6914402 NON-EXPEDITED Y US-
BAYER-200911821NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 DAY BAYER

6930412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2009 6930412 DIRECT N DS 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S  

6655005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6655005 NON-EXPEDITED N US-
BAYER-200823885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
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Detailed Report
6676225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6676225 NON-EXPEDITED N US-
BAYER-200816356NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 0 MTH BAYER
HEADACHE  

6801000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6801000 NON-EXPEDITED N OT US-
BAYER-200836546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6816554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6816554 NON-EXPEDITED Y US-
BAYER-200836548NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6866179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6866179 NON-EXPEDITED N US-
BAYER-200838464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTIBIOTIC THERAPY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6868023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6868023 NON-EXPEDITED N US-
BAYER-200841303NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LIBRAX C  
VAGINAL HAEMORRHAGE ZYRTEC C  
ASCITES IMODIUM C  
ENDOMETRIAL HYPERTROPHY  

6916584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916584 NON-EXPEDITED N US-
BAYER-200911649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6916586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916586 NON-EXPEDITED N US-
BAYER-200911648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER

6916591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916591 NON-EXPEDITED N US-
BAYER-200911651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916592 NON-EXPEDITED Y US-
BAYER-200911720NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6916593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916593 NON-EXPEDITED N US-
BAYER-200911817NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
NAUSEA  
VOMITING  

6916594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916594 NON-EXPEDITED N US-
BAYER-200911827NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT  

6916595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916595 NON-EXPEDITED Y US-
BAYER-200911733NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916596 NON-EXPEDITED N US-
BAYER-200911761NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 MTH BAYER
Device expulsion DARVOCET C  

NAPROXEN C  

6916597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916597 NON-EXPEDITED N US-
BAYER-200911731NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
VOMITING  

6916601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916601 NON-EXPEDITED N US-
BAYER-200911697NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916603 NON-EXPEDITED N US-
BAYER-200911816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 30 DAY BAYER
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Detailed Report
6916604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916604 NON-EXPEDITED N US-
BAYER-200911688NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6916605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916605 NON-EXPEDITED N US-
BAYER-200911809NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 17 DAY BAYER

6916606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916606 NON-EXPEDITED N US-
BAYER-200911818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 158 DAY BAYER

6916607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916607 NON-EXPEDITED N US-
BAYER-200911813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 39 DAY BAYER

6916608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916608 NON-EXPEDITED N US-
BAYER-200911717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916609 NON-EXPEDITED Y US-
BAYER-200911762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916610 NON-EXPEDITED N US-
BAYER-200911819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INTOLERANCE MIRENA S INTRAUTERINE 1 DAY BAYER

6916611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916611 NON-EXPEDITED N US-
BAYER-200911686NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 400 DAY BAYER

6916612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916612 NON-EXPEDITED N US-
BAYER-200911653NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6916613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916613 NON-EXPEDITED N US-
BAYER-200911869NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916615 NON-EXPEDITED N US-
BAYER-200911836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6916616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916616 NON-EXPEDITED N US-
BAYER-200911763NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6916618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916618 NON-EXPEDITED N US-
BAYER-200911833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6916619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916619 NON-EXPEDITED N US-
BAYER-200911884NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
VAGINAL HAEMORRHAGE  

6916620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916620 NON-EXPEDITED N US-
BAYER-200911838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916621 NON-EXPEDITED N US-
BAYER-200911723NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

6916622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916622 NON-EXPEDITED N US-
BAYER-200911839NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916623 NON-EXPEDITED N US-
BAYER-200911850NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916624 NON-EXPEDITED N US-
BAYER-200911872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6916625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916625 NON-EXPEDITED Y US-
BAYER-200911871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER
INFECTION  
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Detailed Report
6916626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916626 NON-EXPEDITED N US-
BAYER-200911860NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6916627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916627 NON-EXPEDITED N US-
BAYER-200911856NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Medical device complication  
NO ADVERSE EVENT  

6916628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916628 NON-EXPEDITED N US-
BAYER-200911830NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN PAXIL C  
AMENORRHOEA ERYTHROMYCIN C  
MENORRHAGIA  

6916629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916629 NON-EXPEDITED N US-
BAYER-200911847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916630 NON-EXPEDITED Y US-
BAYER-200911853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE  BAYER

6916631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916631 NON-EXPEDITED N US-
BAYER-200911873NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6916632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916632 NON-EXPEDITED Y US-
BAYER-200911870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER
PAIN MIRENA S INTRAUTERINE  BAYER

6916634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916634 NON-EXPEDITED N US-
BAYER-200912207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916635 NON-EXPEDITED N US-
BAYER-200911848NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916636 NON-EXPEDITED N US-
BAYER-200911855NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA 43 DAY BAYER

6916637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916637 NON-EXPEDITED N US-
BAYER-200911866NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  
VOMITING  

6916638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916638 NON-EXPEDITED N US-
BAYER-200911844NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6916640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916640 NON-EXPEDITED N US-
BAYER-200911831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916641 NON-EXPEDITED N US-
BAYER-200911886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916642 NON-EXPEDITED N US-
BAYER-200912215NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916643 NON-EXPEDITED N US-
BAYER-200912362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER

6916644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916644 NON-EXPEDITED N US-
BAYER-200911980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916646 NON-EXPEDITED N US-
BAYER-200912091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6916647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916647 NON-EXPEDITED N US-
BAYER-200911890NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6916652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916652 NON-EXPEDITED N US-
BAYER-200911983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 6 MTH BAYER
Medical device complication  
PAIN  

6916654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916654 NON-EXPEDITED N US-
BAYER-200911977NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916655 NON-EXPEDITED N US-
BAYER-200911892NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916657 NON-EXPEDITED N US-
BAYER-200911885NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 25 DAY BAYER

6916659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916659 NON-EXPEDITED N US-
BAYER-200911978NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916660 NON-EXPEDITED N US-
BAYER-200912360NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE  BAYER

6916662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916662 NON-EXPEDITED N US-
BAYER-200912212NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

6916666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916666 NON-EXPEDITED Y US-
BAYER-200912067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

6916668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916668 EXPEDITED (15-DAY) Y OT DE-
BAYER-200913527GPV

29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
CARDIOVASCULAR DISORDER  
GENERAL PHYSICAL HEALTH DETERIORATION  
MENTAL STATUS CHANGES  
PAIN  
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Detailed Report
6916675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916675 NON-EXPEDITED N US-
BAYER-200911506NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6916769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6916769 NON-EXPEDITED N GU-
BAYER-200912246NA

Female GUM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6930586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6930586 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE QUASENSE S ORAL ONE PILL ONE TIME A

DAY PO
 

MENORRHAGIA  
THERAPEUTIC RESPONSE UNEXPECTED WITH
DRUG SUBSTITUTION

 

6933978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2009 6933978 DIRECT OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
6473989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6473989 EXPEDITED (15-DAY) Y OT FR-BAYER-
FR-2007-043365

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PITUITARY TUMOUR BENIGN MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
74 MTH BAYER

ACROMEGALY MIRENA S INTRAUTERINE Total daily dose: 20 µG/
D

21 MTH BAYER

BODY HEIGHT INCREASED  
HOT FLUSH  
HYPERHIDROSIS  
INSULIN-LIKE GROWTH FACTOR INCREASED  
TOOTH MALFORMATION  
WEIGHT INCREASED  

6825635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6825635 NON-EXPEDITED N OT US-
BAYER-200839253NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6825641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6825641 NON-EXPEDITED N OT US-
BAYER-200839199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 61 DAY BAYER

UTERINE PAIN  
UTERINE RUPTURE  
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6826377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6826377 NON-EXPEDITED N OT US-
BAYER-200839304NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  

6844545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6844545 EXPEDITED (15-DAY) N OT US-
BAYER-200840185NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL PERFORATION MIRENA S INTRAUTERINE  BAYER
ECTOPIC PREGNANCY  
PREGNANCY TEST POSITIVE  

6864582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6864582 EXPEDITED (15-DAY) N DS BE-
BAYER-200832393GPV

40 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 1 YR BAYER
DANDRUFF YASMIN S UNKNOWN  BAYER
HYPERAESTHESIA YASMIN S UNKNOWN  BAYER
HAIR DISORDER CYSTINE\PYRIDOXINE

HYDROCHLORIDE
C UNKNOWN  

BLOOD TESTOSTERONE DECREASED  
HEADACHE  
MENTAL DISORDER  
SKIN DISCOLOURATION  
VITAMIN B12 DECREASED  
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Detailed Report
6905416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6905416 EXPEDITED (15-DAY) Y HO 230608K09USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS REBIF S SUBCUTANEOUS 44 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS

 

SEASONALE S  
ZIAC C  
CARDIZEM C  
BACLOFEN C  

6919013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6919013 NON-EXPEDITED N US-
BAYER-200913273NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

6919015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6919015 NON-EXPEDITED N US-
BAYER-200911883NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6919016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6919016 NON-EXPEDITED N US-
BAYER-200912210NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL NAUSEA MIRENA S INTRAUTERINE  BAYER
HYPOTENSION  
PROCEDURAL VOMITING  
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6929478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6929478 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

6930048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6930048 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERSONALITY CHANGE MIRENA S  
BACK PAIN  
FAMILY STRESS  
ILL-DEFINED DISORDER  
LOSS OF LIBIDO  
MARITAL PROBLEM  
MOOD SWINGS  
NASAL CONGESTION  
SINUS DISORDER  
VAGINAL DISORDER  
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6931212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6931212 EXPEDITED (15-DAY) N OT 041545 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 2 TABLET, SINGLE,

ORAL
 

PELVIC PAIN ZYRTEC C  
AFFECT LABILITY  
BACK PAIN  
BREAST SWELLING  
BREAST TENDERNESS  
MATERNAL EXPOSURE DURING PREGNANCY  
UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  

6632063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6632063 NON-EXPEDITED N US-
BAYER-200820664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6708964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6708964 NON-EXPEDITED Y US-
BAYER-200827605NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 78 DAY BAYER
Medical device complication  
PREGNANCY  
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6752720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6752720 NON-EXPEDITED N US-
BAYER-200831109NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AFFECT LABILITY  
SOCIAL AVOIDANT BEHAVIOUR  
STRESS  

6780196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6780196 NON-EXPEDITED N HO,OT US-
BAYER-200834675NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 5 WEEK BAYER
Medical device complication EFFEXOR C ORAL Total daily dose: 75 MG  
DEVICE BREAKAGE  

6832014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6832014 NON-EXPEDITED N US-
BAYER-200839203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6833710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6833710 NON-EXPEDITED N US-
BAYER-200839656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 293 DAY BAYER
BREAST PAIN  
Medical device complication  
NAUSEA  
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Detailed Report
6844550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6844550 NON-EXPEDITED N OT US-
BAYER-200840437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6864589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6864589 NON-EXPEDITED N OT US-
BAYER-200841214NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 1 DAY BAYER

6864597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6864597 NON-EXPEDITED N OT US-
BAYER-200841225NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 33 DAY BAYER

6891474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6891474 NON-EXPEDITED Y HO,OT US-
BAYER-200911199NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 982 DAY BAYER

6891544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6891544 NON-EXPEDITED Y US-
BAYER-200911249NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 237 DAY BAYER

ZANTAC C  
DOCUSATE SODIUM C  
IRON C  
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Detailed Report
6907871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6907871 NON-EXPEDITED N OT US-
BAYER-200912430NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR MIRENA S INTRAUTERINE 3 YR BAYER
INFERTILITY FEMALE  

6909157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6909157 NON-EXPEDITED Y US-
BAYER-200911051NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 89 DAY BAYER
DIZZINESS  
DRY EYE  
LIBIDO DECREASED  
PARAESTHESIA  

6920685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920685 EXPEDITED (15-DAY) N OT US-
BAYER-200913955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS C MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6920695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920695 EXPEDITED (15-DAY) N OT US-
BAYER-200913656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
DYSPNOEA  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
VAGINAL HAEMORRHAGE  

6920718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920718 NON-EXPEDITED N US-
BAYER-200911360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

6920720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920720 NON-EXPEDITED N US-
BAYER-200911908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

6920721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920721 NON-EXPEDITED N US-
BAYER-200912065NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
LIBIDO DECREASED  
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Detailed Report
6920725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920725 NON-EXPEDITED Y US-
BAYER-200912125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 143 DAY BAYER

6920726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920726 NON-EXPEDITED N US-
BAYER-200912063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6920727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920727 NON-EXPEDITED Y US-
BAYER-200911976NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 62 DAY BAYER

6920728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920728 NON-EXPEDITED N US-
BAYER-200911974NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENIS DISORDER  

6920733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920733 NON-EXPEDITED Y US-
BAYER-200912117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 DAY BAYER
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6920735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920735 NON-EXPEDITED N US-
BAYER-200912366NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

6920736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920736 NON-EXPEDITED Y US-
BAYER-200912070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6920738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920738 NON-EXPEDITED N US-
BAYER-200911969NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
PAIN  

6920739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920739 NON-EXPEDITED Y US-
BAYER-200912119NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6920740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920740 NON-EXPEDITED Y US-
BAYER-200912365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6920744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920744 NON-EXPEDITED Y US-
BAYER-200912071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6920745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920745 NON-EXPEDITED N US-
BAYER-200912090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6920747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920747 NON-EXPEDITED N US-
BAYER-200912077NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL  BAYER

EFFEXOR XR C  

6920748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920748 NON-EXPEDITED N US-
BAYER-200912075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6920749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920749 NON-EXPEDITED Y US-
BAYER-200912069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GAIT DISTURBANCE  
HOT FLUSH  

6920750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920750 NON-EXPEDITED N US-
BAYER-200912369NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 5 YR BAYER
ALOPECIA  

6920751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920751 NON-EXPEDITED N US-
BAYER-200912368NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 MTH BAYER

6920752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920752 NON-EXPEDITED N US-
BAYER-200912344NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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6920753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6920753 NON-EXPEDITED N US-
BAYER-200912376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 5 YR BAYER

6931938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6931938 DIRECT Y 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
DEVICE DISLOCATION  

6932226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6932226 DIRECT Y HO 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE INTRA-UTERINE  

6933496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2009 6933496 EXPEDITED (15-DAY) OT TPH-00046 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ABORTION SPONTANEOUS  
DRUG INEFFECTIVE  
MATERNAL EXPOSURE DURING PREGNANCY  
METRORRHAGIA  
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6693938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6693938 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200815487LA

49 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS LIMB MIRENA S INTRAUTERINE  BAYER

6813465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6813465 EXPEDITED (15-DAY) N OT AT-
BAYER-200829913GPV

54 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METASTASES TO SPINE MIRENA S INTRAUTERINE 31 MTH BAYER
BREAST CANCER RECURRENT  

6838925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6838925 EXPEDITED (15-DAY) Y OT IE-
BAYER-200813415BNE

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALVEOLITIS MIRENA S INTRAUTERINE  BAYER

6910238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6910238 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910369BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SJOGREN'S SYNDROME MIRENA S INTRAUTERINE  BAYER
CONDITION AGGRAVATED  
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6910861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6910861 EXPEDITED (15-DAY) Y US-
BAYER-200912691NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE METHOTREXATE C  
VULVOVAGINAL MYCOTIC INFECTION  

6922666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6922666 NON-EXPEDITED N A0742187A 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST LAMICTAL S ORAL 100MG Twice per day  GLAXOSMITHKLINE
SURGERY ORTHO-NOVUM S 52 WEEK

SEASONALE S 183 WEEK
XANAX C  

6922902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6922902 NON-EXPEDITED N A0753302A 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE LAMOTRIGINE S ORAL 200TAB At night  GLAXOSMITHKLINE
DRUG INTERACTION TRIVORA S UNKNOWN  

ZYPREXA C  
KLONOPIN C  
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6923165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923165 EXPEDITED (15-DAY) N OT US-
BAYER-200913655NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL CHEST PAIN MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
DYSPNOEA  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
VAGINAL HAEMORRHAGE  

6923219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923219 NON-EXPEDITED Y US-
BAYER-200912328NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6923220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923220 NON-EXPEDITED Y US-
BAYER-200912218NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6923221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923221 NON-EXPEDITED Y US-
BAYER-200912160NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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6923223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923223 NON-EXPEDITED N US-
BAYER-200912146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

6923224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923224 NON-EXPEDITED N US-
BAYER-200912151NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER

6923225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923225 NON-EXPEDITED Y US-
BAYER-200912243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6923227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923227 NON-EXPEDITED Y US-
BAYER-200912145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6923228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923228 NON-EXPEDITED N US-
BAYER-200911154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ACNE  
CHEST DISCOMFORT  
FATIGUE  
LOSS OF LIBIDO  
MOOD SWINGS  
VAGINAL DISCHARGE  

6923237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923237 NON-EXPEDITED N US-
BAYER-200912244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6923238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923238 NON-EXPEDITED N US-
BAYER-200912415NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 14 DAY BAYER

6923239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923239 NON-EXPEDITED Y US-
BAYER-200911961NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
Product quality issue  
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Detailed Report
6923240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923240 NON-EXPEDITED N US-
BAYER-200912413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6923242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923242 NON-EXPEDITED N US-
BAYER-200912220NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6923243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923243 NON-EXPEDITED N US-
BAYER-200912425NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 357 DAY BAYER
VAGINAL HAEMORRHAGE  

6923244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923244 NON-EXPEDITED N US-
BAYER-200912333NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

Page: 1,873 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6923247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923247 NON-EXPEDITED N US-
BAYER-200912341NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
LETHARGY  
MOOD SWINGS  
WEIGHT INCREASED  

6923248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923248 NON-EXPEDITED N US-
BAYER-200912421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 MTH BAYER

6923249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6923249 NON-EXPEDITED N US-
BAYER-200912337NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

6933502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6933502 DIRECT LT,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  
BACK PAIN  
CRYING  
MOOD SWINGS  
SUICIDAL IDEATION  
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Detailed Report
6934839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6934839 EXPEDITED (15-DAY) N OT 028678 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  
UNINTENDED PREGNANCY  
UTERINE CERVICAL PAIN  

6937619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 6937619 EXPEDITED (15-DAY) N OT 029981 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1 TABLET, Q12HR,

ORAL
 

MATERNAL EXPOSURE DURING PREGNANCY  
TWIN PREGNANCY  
UNINTENDED PREGNANCY  

6797789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6797789 NON-EXPEDITED Y US-
BAYER-200833285NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6900206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6900206 NON-EXPEDITED N US-
BAYER-200912158NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6900207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6900207 NON-EXPEDITED N US-
BAYER-200912154NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 90 DAY BAYER

6924672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924672 NON-EXPEDITED N US-
BAYER-200912155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6924673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924673 NON-EXPEDITED N US-
BAYER-200912183NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6924675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924675 NON-EXPEDITED Y US-
BAYER-200912016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

6924678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924678 NON-EXPEDITED N US-
BAYER-200912181NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6924681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924681 NON-EXPEDITED N US-
BAYER-200912196NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

6924691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924691 NON-EXPEDITED N US-
BAYER-200912445NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 285 DAY BAYER
Device expulsion  

6924692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924692 NON-EXPEDITED N US-
BAYER-200912418NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6924695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924695 NON-EXPEDITED N US-
BAYER-200912444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6924705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924705 NON-EXPEDITED N US-
BAYER-200912424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 DAY BAYER
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Detailed Report
6924706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924706 NON-EXPEDITED N US-
BAYER-200912482NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER
PROCEDURAL PAIN  

6924708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924708 NON-EXPEDITED N US-
BAYER-200912600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 266 DAY BAYER

6924710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924710 NON-EXPEDITED Y US-
BAYER-200912524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6924711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924711 NON-EXPEDITED N US-
BAYER-200912427NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  

6924712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924712 NON-EXPEDITED N US-
BAYER-200912488NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6924714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924714 NON-EXPEDITED N US-
BAYER-200912557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
NAUSEA  
NERVOUSNESS  
TEARFULNESS  

6924715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924715 NON-EXPEDITED N US-
BAYER-200912458NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 143 DAY BAYER

6924717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924717 NON-EXPEDITED N US-
BAYER-200912559NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL DISCHARGE  
Vulvovaginal pain  

6924718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924718 NON-EXPEDITED N US-
BAYER-200912577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
6924719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924719 NON-EXPEDITED N US-
BAYER-200912603NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 47 DAY BAYER

6924720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924720 NON-EXPEDITED N US-
BAYER-200912616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6924721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924721 NON-EXPEDITED N US-
BAYER-200912562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

6924722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924722 NON-EXPEDITED N US-
BAYER-200912606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

6924723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924723 NON-EXPEDITED Y US-
BAYER-200912448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6924724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924724 NON-EXPEDITED N US-
BAYER-200912454NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6924725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924725 NON-EXPEDITED N US-
BAYER-200912459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 185 DAY BAYER
Medical device complication  

6924726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924726 NON-EXPEDITED N US-
BAYER-200912593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

6924727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924727 NON-EXPEDITED Y US-
BAYER-200912490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

6924730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924730 NON-EXPEDITED N US-
BAYER-200912480NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 371 DAY BAYER
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Detailed Report
6924731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924731 NON-EXPEDITED N US-
BAYER-200912605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 MTH BAYER

6924732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924732 NON-EXPEDITED N US-
BAYER-200912515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE  BAYER

6924734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924734 NON-EXPEDITED N US-
BAYER-200912555NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6924735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924735 NON-EXPEDITED N US-
BAYER-200912545NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
SWELLING  
WEIGHT INCREASED  

6924736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924736 NON-EXPEDITED Y US-
BAYER-200912637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6924738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924738 NON-EXPEDITED N US-
BAYER-200912683NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6924742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924742 NON-EXPEDITED N US-
BAYER-200912680NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6924744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924744 NON-EXPEDITED N US-
BAYER-200912677NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

6924747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924747 NON-EXPEDITED N US-
BAYER-200912679NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

6924748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6924748 NON-EXPEDITED N US-
BAYER-200912676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6933488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2009 6933488 DIRECT N DS,OT,RI 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
ALOPECIA  
CHILLS  
HAEMORRHAGE  
VISUAL IMPAIRMENT  

6564448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6564448 NON-EXPEDITED N US-
BAYER-200814238NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion ALLI C  

METAMUCIL C  
METFORMIN HYDROCHLORIDE C  

6830938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6830938 EXPEDITED (15-DAY) N OT US-
BAYER-200839338NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKAEMIA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA DAUNORUBICIN

HYDROCHLORIDE
C 5 MTH

CYTARABINE C  
LEXAPRO C ORAL  
VYTORIN C  
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Detailed Report
6923167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6923167 EXPEDITED (15-DAY) N OT VE-
BAYER-200912743LA

37 YR Female VEN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
CARBOHYDRATE ANTIGEN 125 INCREASED  
GENITAL HAEMORRHAGE  

6925432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925432 EXPEDITED (15-DAY) Y HO,DS PH-
BAYER-200914043GPV

28 YR Female PHL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 7 DAY BAYER
Device expulsion  

6925435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925435 EXPEDITED (15-DAY) N OT GB-
BAYER-200910530BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PERFORATION MIRENA S INTRAUTERINE  BAYER

6925451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925451 NON-EXPEDITED N US-
BAYER-200912142NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6925452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925452 NON-EXPEDITED N US-
BAYER-200912644NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
DYSPEPSIA  

6925453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925453 NON-EXPEDITED N US-
BAYER-200912640NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6925454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925454 NON-EXPEDITED N US-
BAYER-200912184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6925457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925457 NON-EXPEDITED N US-
BAYER-200912575NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6925470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6925470 NON-EXPEDITED N US-
BAYER-200912143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6934791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6934791 DIRECT N DS,OT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
DEPRESSION  
HEADACHE  
MENSTRUAL DISORDER  
MOOD SWINGS  
MUSCLE SPASMS  
SERUM FERRITIN DECREASED  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

6935056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6935056 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
CONDITION AGGRAVATED  
DYSMENORRHOEA  
HYPERSENSITIVITY  
IMMUNE SYSTEM DISORDER  
LIBIDO DECREASED  
MALAISE  
MEMORY IMPAIRMENT  
METRORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6946780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2009 6946780 EXPEDITED (15-DAY) Y OT TPH-00049 19 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL 9 YR

ABDOMINAL PAIN DORFLEX C  
MUSCLE SPASMS NATIVIT (MULTIVITAMIN) C  
CAESAREAN SECTION  
DIARRHOEA  
DYSPEPSIA  
FEMALE STERILISATION  
HYPOMENORRHOEA  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUAL DISORDER  
NAUSEA  
PREGNANCY ON ORAL CONTRACEPTIVE  
PREMATURE SEPARATION OF PLACENTA  
SWELLING  
WEIGHT INCREASED  

6779680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6779680 NON-EXPEDITED Y OT US-
BAYER-200834645NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6838906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6838906 NON-EXPEDITED Y OT US-
BAYER-200839913NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
Medical device complication  
PROCEDURAL COMPLICATION  

6838978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6838978 NON-EXPEDITED N OT US-
BAYER-200840040NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 199 DAY BAYER
ABORTION SPONTANEOUS  

6844511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6844511 NON-EXPEDITED N US-
BAYER-200840161NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6844558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6844558 NON-EXPEDITED N HO US-
BAYER-200840146NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DYSURIA  
FLUID RETENTION  
HYPERSENSITIVITY  
OVARIAN CYST RUPTURED  
PHARYNGEAL OEDEMA  
POST PROCEDURAL HAEMORRHAGE  
RASH  
Vulvovaginal pain  

6859041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6859041 NON-EXPEDITED N OT US-
BAYER-200840733NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
Human chorionic gonadotropin decreased  
VAGINAL HAEMORRHAGE  

6867997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6867997 NON-EXPEDITED N OT US-
BAYER-200841389NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

VITAMINS C  
IRON C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6876036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6876036 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200910053NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 22 DAY BAYER
PAIN IN EXTREMITY SYNTHROID C ORAL  
OEDEMA PERIPHERAL AMBIEN C ORAL  
DYSSTASIA  
ERYTHEMA  
MUSCLE TIGHTNESS  
PYREXIA  
SKIN WARM  

6876076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6876076 NON-EXPEDITED N OT US-
BAYER-200910240NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PAIN  

6888950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6888950 EXPEDITED (15-DAY) Y OT US-
BAYER-200911138NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY SYNTHROID C  
PULMONARY EMBOLISM  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6895316 NON-EXPEDITED Y HO US-
BAYER-200911531NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 249 DAY BAYER
Device dislocation  

6905754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6905754 NON-EXPEDITED Y HO,OT US-
BAYER-200912195NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6909168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6909168 EXPEDITED (15-DAY) N OT US-
BAYER-200912470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION DELAYED  
PELVIC PAIN  

6919088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6919088 NON-EXPEDITED Y OT US-
BAYER-200914325GPV

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6926866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6926866 EXPEDITED (15-DAY) Y OT FR-
BAYER-200914647GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROINTESTINAL DISORDER MIRENA S INTRAUTERINE  BAYER
WEIGHT DECREASED IMPLANON S SUBCUTANEOUS 299 DAY
ACNE  
ALOPECIA  
ASTHENIA  
BLOOD PRESSURE INCREASED  
DEPRESSION  
FATIGUE  
FLATULENCE  
HEADACHE  
HOT FLUSH  
HYPERTHERMIA  
IMPLANT SITE HAEMATOMA  
IMPLANT SITE REACTION  
NAUSEA  
PAIN  
PALPITATIONS  
VERTIGO  

6926942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6926942 NON-EXPEDITED N US-
BAYER-200912031NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6926944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6926944 NON-EXPEDITED N US-
BAYER-200912608NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 5 WEEK BAYER
HOT FLUSH  

6926945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6926945 NON-EXPEDITED N US-
BAYER-200912355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6938134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6938134 DIRECT N HO,DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ILL-DEFINED DISORDER MIRENA S  BAYER

6938156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2009 6938156 DIRECT N HO,LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 5 YEARS USE INTRA-

UTERINE
 

ABDOMINAL MASS  
DEVICE DISLOCATION  
ECTOPIC PREGNANCY  
HAEMORRHAGE  
MATERNAL EXPOSURE DURING PREGNANCY  
OVARIAN MASS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE RUPTURE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6580295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6580295 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2008020665

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS ZOLOFT S ORAL 50 mg, UNK 504 DAY PFIZER
PELIOSIS HEPATIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK  

6874695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6874695 EXPEDITED (15-DAY) N OT US-
BAYER-200841884NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE  BAYER

6891470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6891470 NON-EXPEDITED N OT US-
BAYER-200911399NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 37 DAY BAYER
PROCEDURAL PAIN UNSPECIFIED INGREDIENT C  
Medical device complication  

6891484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6891484 NON-EXPEDITED N OT US-
BAYER-200911408NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 38 DAY BAYER
PELVIC PAIN MOTRIN C ORAL  
HAEMORRHAGIC OVARIAN CYST  
Medical device complication  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6895290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6895290 NON-EXPEDITED N US-
BAYER-200841779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER

6901567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6901567 NON-EXPEDITED Y OT US-
BAYER-200912057NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6928207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928207 NON-EXPEDITED N HO,OT US-
BAYER-200914241NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
OVARIAN CYST  

6928268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928268 NON-EXPEDITED N US-
BAYER-200912726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER
EYE PAIN  
NASAL CONGESTION  
NECK PAIN  
SINUS HEADACHE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6928269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928269 NON-EXPEDITED N US-
BAYER-200912769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

6928270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928270 NON-EXPEDITED N US-
BAYER-200912313NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  

6928271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928271 NON-EXPEDITED N US-
BAYER-200912695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6928272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928272 NON-EXPEDITED N US-
BAYER-200912716NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BREAST SWELLING  
BREAST TENDERNESS  
PREMENSTRUAL SYNDROME  

Page: 1,897 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6928275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928275 NON-EXPEDITED N US-
BAYER-200912734NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 71 DAY BAYER

6928276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928276 NON-EXPEDITED N US-
BAYER-200912700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED  

6928277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928277 NON-EXPEDITED N US-
BAYER-200912749NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6928280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928280 NON-EXPEDITED Y US-
BAYER-200912744NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 37 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6928281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928281 NON-EXPEDITED N US-
BAYER-200912728NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 MTH BAYER
AMENORRHOEA  
Medical device complication  

6928282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928282 NON-EXPEDITED N US-
BAYER-200912708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6928284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928284 NON-EXPEDITED N US-
BAYER-200912717NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 11 DAY BAYER
DISCOMFORT  
PAIN  

6928285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928285 NON-EXPEDITED N US-
BAYER-200912713NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6928288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928288 NON-EXPEDITED N US-
BAYER-200912737NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6928289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928289 NON-EXPEDITED N US-
BAYER-200912745NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
GALACTORRHOEA  

6928290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928290 NON-EXPEDITED N US-
BAYER-200912743NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6928291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928291 NON-EXPEDITED N US-
BAYER-200912722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6928292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928292 NON-EXPEDITED N US-
BAYER-200912698NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE  BAYER

6928294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928294 NON-EXPEDITED N US-
BAYER-200912687NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 5 DAY BAYER

6928633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928633 EXPEDITED (15-DAY) N HO B0561147A 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA CEFUROXIME S  GLAXOSMITHKLINE
VOMITING LEVONORGESTREL S INTRAUTERINE 5 MTH
ABDOMINAL PAIN LOWER CIPROFLOXACIN S  GLAXOSMITHKLINE
AMENORRHOEA  
Device dislocation  
DRUG INEFFECTIVE  
STAPHYLOCOCCAL SEPSIS  
SUPRAPUBIC PAIN  
URINARY TRACT INFECTION  
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Detailed Report
6928734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6928734 EXPEDITED (15-DAY) Y HO,OT GB-TEVA-186314ISR 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA CIPROFLOXACIN S  TEVA
DRUG INEFFECTIVE CEFUROXIME S  
Device dislocation LEVONORGESTREL S INTRAVENOUS  
ABDOMINAL PAIN LOWER  
NAUSEA  
STAPHYLOCOCCAL SEPSIS  
SUPRAPUBIC PAIN  
URINARY TRACT INFECTION  
VOMITING  

6942140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6942140 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
WEIGHT INCREASED  

6942639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6942639 DIRECT Y Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S  
ARTHRALGIA  
BONE PAIN  

6942670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2009 6942670 DIRECT N HO,DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6553672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6553672 NON-EXPEDITED N US-
BAYER-200813601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6608874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6608874 NON-EXPEDITED N US-
BAYER-200818408NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

6629011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6629011 NON-EXPEDITED Y US-
BAYER-200820820NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1 MTH BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

6676258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6676258 NON-EXPEDITED Y US-
BAYER-200825831NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
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Detailed Report
6724489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6724489 NON-EXPEDITED N US-
BAYER-200829735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6812118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6812118 EXPEDITED (15-DAY) N OT US-
BAYER-200838055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE  BAYER

6814419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6814419 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200838405NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 47 DAY BAYER
ACUTE RESPIRATORY DISTRESS SYNDROME  
DEEP VEIN THROMBOSIS POSTOPERATIVE  
Infectious peritonitis  
Medical device complication  
PELVIC PAIN  
SMALL INTESTINAL PERFORATION  
SYSTEMIC INFLAMMATORY RESPONSE
SYNDROME
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Detailed Report
6859038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6859038 NON-EXPEDITED N OT US-
BAYER-200840853NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6859047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6859047 NON-EXPEDITED Y HO,OT US-
BAYER-200840385NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED MIRENA S INTRAUTERINE 483 DAY BAYER
Haemorrhage in pregnancy  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6873714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6873714 NON-EXPEDITED N OT US-
BAYER-200841841NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
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Detailed Report
6878249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6878249 NON-EXPEDITED N OT US-
BAYER-200840559NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
COMPLICATION OF DEVICE REMOVAL  
DIZZINESS  
GENITAL HAEMORRHAGE  
HEADACHE  
LOSS OF LIBIDO  
MOOD ALTERED  
UNEVALUABLE EVENT  
VOMITING  

6883063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6883063 NON-EXPEDITED N OT US-
BAYER-200910766NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 130 DAY BAYER
Medical device complication  
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Detailed Report
6890053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6890053 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200911080NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 127 DAY BAYER
AMBLYOPIA  
BACK PAIN  
COGNITIVE DISORDER  
DIARRHOEA  
DYSARTHRIA  
FACIAL PARESIS  
HAEMATURIA  
OVARIAN CYST  
POST PROCEDURAL HAEMORRHAGE  
SENSATION OF HEAVINESS  
SINUSITIS  
SLEEP DISORDER  
URINARY TRACT INFECTION  
VIIth nerve paralysis  
VISION BLURRED  
WEIGHT DECREASED  
WEIGHT INCREASED  

6899277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6899277 NON-EXPEDITED N US-
BAYER-200910782NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

EFFEXOR C  
SUBOXONE C  
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Detailed Report
6905780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6905780 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200912253NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DIZZINESS  
GENITAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6929331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929331 NON-EXPEDITED N US-
BAYER-200912443NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

CENTRUM C  

6929332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929332 NON-EXPEDITED N US-
BAYER-200912436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER

6929340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929340 EXPEDITED (15-DAY) Y OT IE-
BAYER-200910578BNE

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6929349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929349 NON-EXPEDITED N US-
BAYER-200912846NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6929352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929352 NON-EXPEDITED N US-
BAYER-200912756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

6929354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929354 NON-EXPEDITED Y US-
BAYER-200912762NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6929356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929356 NON-EXPEDITED N US-
BAYER-200912787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6929357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929357 NON-EXPEDITED Y US-
BAYER-200912923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6929358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929358 NON-EXPEDITED N US-
BAYER-200912771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER
GENITAL RASH  
RASH  

6929359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929359 NON-EXPEDITED Y US-
BAYER-200912830NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 215 DAY BAYER
Medical device complication  
MENORRHAGIA  

6929360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929360 NON-EXPEDITED N US-
BAYER-200912833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 6 MTH BAYER

6929362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929362 NON-EXPEDITED Y US-
BAYER-200912770NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6929363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929363 NON-EXPEDITED N US-
BAYER-200912791NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6929365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929365 NON-EXPEDITED N US-
BAYER-200912765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6929369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6929369 NON-EXPEDITED N US-
BAYER-200912837NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE URTICARIA INSULIN NOS C  

SYNTHROID C  

6943894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6943894 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE INTRA-UTERINE

CURRENTLY IN USE
 BAYER

ANXIETY  

Page: 1,911 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6944711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 6944711 EXPEDITED (15-DAY) Y 2009-192235-NL 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IMPLANT SITE HAEMATOMA ETONOGESTREL S SUBCUTANEOUS DF SUBCUTANEOUS 300 DAY
NAUSEA LEVONORGESTREL S INTRAUTERINE DF INTRA_UTERINE  
ACNE  
ALOPECIA  
ASTHENIA  
DEPRESSION  
FATIGUE  
FLATULENCE  
GASTROINTESTINAL DISORDER  
HEADACHE  
HYPERTENSION  
HYPERTHERMIA  
PAIN  
PALPITATIONS  
SCAR  
VERTIGO  
WEIGHT DECREASED  

7250926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2009 7250926 EXPEDITED (15-DAY) N OT 186449USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE PERFORATION PLAN B S ORAL 1.5 MG (0.75 MG, 1 IN 1

D), ORAL
 

ECTOPIC PREGNANCY  
HAEMORRHAGE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  
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Detailed Report
6835671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6835671 NON-EXPEDITED N US-
BAYER-200839664NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 1 MTH BAYER
PAIN MEDROL C  
ABDOMINAL PAIN  
HEADACHE  
MENORRHAGIA  

6840826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6840826 NON-EXPEDITED N OT US-
BAYER-200839842NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 1069 DAY BAYER
PAIN SYNTHROID C ORAL  
PELVIC INFECTION  

6855426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6855426 NON-EXPEDITED N OT US-
BAYER-200840259NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy WELLBUTRIN C  
ABDOMINAL PAIN LOWER CELEXA C  
PROCEDURAL COMPLICATION  
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Detailed Report
6859036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6859036 NON-EXPEDITED N OT US-
BAYER-200840878NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS WELLBUTRIN C ORAL  

6859037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6859037 NON-EXPEDITED Y OT US-
BAYER-200841051NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 540 DAY BAYER

WELLBUTRIN C ORAL  

6861122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6861122 NON-EXPEDITED Y US-
BAYER-200839093NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 88 DAY BAYER
BACK PAIN CIPROFLOXACIN

HYDROCHLORIDE
S ORAL Unit dose: 500 MG 9 DAY BAYER

FLUCONAZOLE C ORAL 1 DAY

6863236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6863236 NON-EXPEDITED Y HO US-
BAYER-200840920NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1191 DAY BAYER

ABDOMINAL PAIN  
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Detailed Report
6863951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6863951 NON-EXPEDITED Y OT US-
BAYER-200841078NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
ECTOPIC PREGNANCY  

6864560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6864560 NON-EXPEDITED N US-
BAYER-200839348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6867995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6867995 NON-EXPEDITED N OT US-
BAYER-200841299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
VOMITING IN PREGNANCY  

6873725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6873725 NON-EXPEDITED N US-
BAYER-200910151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6898222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6898222 NON-EXPEDITED N US-
BAYER-200910124NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6903016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6903016 NON-EXPEDITED N US-
BAYER-200910361NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

6905757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6905757 NON-EXPEDITED Y OT US-
BAYER-200912206NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6907799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6907799 NON-EXPEDITED N US-
BAYER-200911018NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

6909131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6909131 NON-EXPEDITED N US-
BAYER-200911042NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6930775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930775 NON-EXPEDITED N US-
BAYER-200913013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

6930776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930776 NON-EXPEDITED N US-
BAYER-200912988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 6 DAY BAYER
VAGINAL HAEMORRHAGE  

6930777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930777 NON-EXPEDITED N US-
BAYER-200912978NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6930778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930778 NON-EXPEDITED Y US-
BAYER-200913028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930781 NON-EXPEDITED N US-
BAYER-200912991NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6930782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930782 NON-EXPEDITED N US-
BAYER-200912968NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6930783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930783 NON-EXPEDITED N US-
BAYER-200913112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930784 NON-EXPEDITED N US-
BAYER-200913047NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6930785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930785 NON-EXPEDITED N US-
BAYER-200912983NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
FATIGUE  
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Detailed Report
6930786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930786 NON-EXPEDITED Y US-
BAYER-200913016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER
PRURITUS GENITAL  
VULVOVAGINAL MYCOTIC INFECTION  

6930787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930787 NON-EXPEDITED N US-
BAYER-200913032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930788 NON-EXPEDITED N US-
BAYER-200913027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

6930789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930789 NON-EXPEDITED N US-
BAYER-200913108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930790 NON-EXPEDITED Y US-
BAYER-200912969NA

13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 50 DAY BAYER

Page: 1,919 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6930791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930791 NON-EXPEDITED N US-
BAYER-200913049NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6930792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930792 NON-EXPEDITED N US-
BAYER-200913116NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930793 NON-EXPEDITED N US-
BAYER-200913024NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 16 DAY BAYER

6930796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930796 NON-EXPEDITED N US-
BAYER-200913119NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
HAIR GROWTH ABNORMAL  
MOOD SWINGS  
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Detailed Report
6930798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930798 NON-EXPEDITED N US-
BAYER-200913120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

6930800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930800 NON-EXPEDITED N US-
BAYER-200913122NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
CHEST PAIN  
VAGINAL HAEMORRHAGE  

6930802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930802 NON-EXPEDITED N OT US-
BAYER-200914362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6930812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930812 EXPEDITED (15-DAY) N OT US-
BAYER-200914547NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
NIPPLE EXUDATE BLOODY NEXIUM C  
OVARIAN CYST WELLBUTRIN C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6930814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930814 NON-EXPEDITED Y US-
BAYER-200912862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6930816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930816 NON-EXPEDITED Y US-
BAYER-200912908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930817 NON-EXPEDITED Y US-
BAYER-200912907NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 226 DAY BAYER

6930828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930828 NON-EXPEDITED N US-
BAYER-200912943NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6930830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930830 NON-EXPEDITED N US-
BAYER-200912920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6930831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930831 NON-EXPEDITED N US-
BAYER-200912934NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930833 NON-EXPEDITED N US-
BAYER-200912939NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

6930834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930834 NON-EXPEDITED N US-
BAYER-200912913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 80 DAY BAYER

6930835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930835 NON-EXPEDITED N US-
BAYER-200912924NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MEDICATION ERROR  

6930836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930836 NON-EXPEDITED N US-
BAYER-200912961NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
6930837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930837 NON-EXPEDITED Y US-
BAYER-200912936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
NERVOUSNESS  

6930838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930838 NON-EXPEDITED N PR-
BAYER-200912911NA

37 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 21 DAY BAYER

6930839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930839 NON-EXPEDITED N US-
BAYER-200912946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6930841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930841 NON-EXPEDITED N US-
BAYER-200912927NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6930842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930842 NON-EXPEDITED Y US-
BAYER-200912931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWEAT GLAND INFECTION MIRENA S INTRAUTERINE  BAYER
RASH  
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Detailed Report
6930850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930850 NON-EXPEDITED N US-
BAYER-200912962NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 53 DAY BAYER

6930851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930851 NON-EXPEDITED N US-
BAYER-200912932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Decreased appetite  
NAUSEA  

6930852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930852 NON-EXPEDITED N US-
BAYER-200912916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 22 DAY BAYER
Medical device complication  

6930854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930854 NON-EXPEDITED N US-
BAYER-200912915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 15 MTH BAYER
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Detailed Report
6930856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930856 NON-EXPEDITED N US-
BAYER-200912925NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENIS INJURY  

6930857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930857 NON-EXPEDITED N US-
BAYER-200912937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 1 DAY BAYER

6930858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930858 NON-EXPEDITED N US-
BAYER-200912926NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

6930871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930871 NON-EXPEDITED N US-
BAYER-200913037NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 797 DAY BAYER
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Detailed Report
6930873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930873 NON-EXPEDITED N US-
BAYER-200913043NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE IRRITATION  
APPLICATION SITE PRURITUS  
APPLICATION SITE VESICLES  

6930874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930874 NON-EXPEDITED N US-
BAYER-200913015NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6930875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930875 NON-EXPEDITED N US-
BAYER-200912981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6930878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930878 NON-EXPEDITED N US-
BAYER-200912941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

6930879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930879 NON-EXPEDITED Y US-
BAYER-200912989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6930880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930880 NON-EXPEDITED Y US-
BAYER-200913014NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 52 DAY BAYER

6930968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6930968 EXPEDITED (15-DAY) Y OT FR-
BAYER-200915219GPV

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6944865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6944865 DIRECT Y 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE INTRA-UTERINE  
ABDOMINAL DISTENSION  
ACNE  
HEADACHE  
VAGINITIS BACTERIAL  

6949916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2009 6949916 DIRECT Y OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DAILY PO 5 MTH

THERAPEUTIC RESPONSE UNEXPECTED WITH
DRUG SUBSTITUTION

ORTHO TRI CYCLEN S  
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Detailed Report
6636947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6636947 NON-EXPEDITED N US-
BAYER-200821874NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
UTERINE PAIN  

6653020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6653020 NON-EXPEDITED N OT US-
BAYER-200821721NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 233 DAY BAYER

RESTLESS LEGS SYNDROME EFFEXOR C ORAL  
DYSPEPSIA  
Medical device complication  

6796642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6796642 NON-EXPEDITED Y US-
BAYER-200834545NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 10 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
6844518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6844518 NON-EXPEDITED N US-
BAYER-200839195NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DIZZINESS  

6844556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6844556 NON-EXPEDITED N LT,OT US-
BAYER-200840269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE 3 DAY BAYER
INFLUENZA LIKE ILLNESS UNSPECIFIED INGREDIENT C  

6855423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6855423 EXPEDITED (15-DAY) N OT US-
BAYER-200840565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
VAGINITIS BACTERIAL  

6861136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6861136 NON-EXPEDITED N US-
BAYER-200840172NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6865279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6865279 NON-EXPEDITED N US-
BAYER-200838854NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

INSULIN NPH C  
INSULIN NOS C  

6885949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6885949 NON-EXPEDITED Y OT US-
BAYER-200910913NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 9 DAY BAYER
ABDOMINAL PAIN LOWER  
BURNING SENSATION  
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  

6888947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6888947 NON-EXPEDITED Y OT US-
BAYER-200911072NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 364 DAY BAYER

6888948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6888948 NON-EXPEDITED Y HO,OT US-
BAYER-200911046NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 4 YR BAYER
Medical device complication  
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Detailed Report
6888953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6888953 NON-EXPEDITED Y OT US-
BAYER-200911129NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  

6891472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6891472 NON-EXPEDITED Y OT US-
BAYER-200911201NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 44 DAY BAYER
Medical device complication  

6891482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6891482 NON-EXPEDITED Y OT US-
BAYER-200911533NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6901569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6901569 NON-EXPEDITED N HO,DS,OT US-
BAYER-200912205NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 67 DAY BAYER
PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
6906852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6906852 NON-EXPEDITED N OT US-
BAYER-200912406NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 598 DAY BAYER
Medical device complication  

6907865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6907865 NON-EXPEDITED N HO,OT US-
BAYER-200912359NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
HEADACHE  

6909149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6909149 NON-EXPEDITED N OT US-
BAYER-200912363NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
OLIGOMENORRHOEA  

6931957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6931957 EXPEDITED (15-DAY) Y HO,OT PL-
BAYER-200827397GPV

36 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1112 DAY BAYER
ABORTION SPONTANEOUS  
AMENORRHOEA  
GENITAL HAEMORRHAGE  
UTERINE HAEMATOMA  

Page: 1,933 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6931971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6931971 NON-EXPEDITED Y OT US-
BAYER-200914486NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6944223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6944223 DIRECT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S  

6946505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2009 6946505 DIRECT N HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
FATIGUE  

6841944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6841944 EXPEDITED (15-DAY) N OT US-
BAYER-200840285NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

6850006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6850006 EXPEDITED (15-DAY) N OT US-
BAYER-200840487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL VERTEBRAL FRACTURE MIRENA S INTRAUTERINE  BAYER
HYPOAESTHESIA  
SCOLIOSIS  
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Detailed Report
6876040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6876040 NON-EXPEDITED N OT US-
BAYER-200910072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  

6876974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6876974 EXPEDITED (15-DAY) N OT CA-
BAYER-200910278NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 4 MTH BAYER
ABDOMINAL PAIN LUPRON S ORAL 5 MTH
ACNE ATROVENT C  
BACK PAIN NASONEX C  
DEPRESSION CETIRIZINE C  
IRRITABILITY  
LIBIDO DECREASED  
MIGRAINE  
MOOD ALTERED  
PALPITATIONS  
SINUSITIS  
WEIGHT INCREASED  

6878126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6878126 EXPEDITED (15-DAY) Y OT CA-
BAYER-200910287NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

Page: 1,935 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6929342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6929342 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200914382NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE  BAYER
HYPERCOAGULATION  

6934941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934941 NON-EXPEDITED Y US-
BAYER-200913054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6934943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934943 NON-EXPEDITED N US-
BAYER-200912876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL 5 MTH BAYER

6934944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934944 NON-EXPEDITED N US-
BAYER-200913069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6934945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934945 NON-EXPEDITED N US-
BAYER-200913057NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
Medical device complication  

6934946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934946 NON-EXPEDITED Y US-
BAYER-200913064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

6934947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934947 NON-EXPEDITED Y US-
BAYER-200913098NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER

6934949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934949 NON-EXPEDITED Y US-
BAYER-200913070NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6934958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934958 NON-EXPEDITED N US-
BAYER-200913048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6934960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934960 NON-EXPEDITED Y US-
BAYER-200913096NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6934963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934963 NON-EXPEDITED N US-
BAYER-200913077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL DIZZINESS MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

6934964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934964 NON-EXPEDITED N US-
BAYER-200913066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

6934967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934967 NON-EXPEDITED Y US-
BAYER-200913051NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6934986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6934986 EXPEDITED (15-DAY) N HO HU-
BAYER-200915051GPV

49 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 70 DAY BAYER
ABDOMINAL PAIN LOWER  
ENDOMETRIAL HYPERPLASIA  
OVARIAN CYST  
PELVIC FLUID COLLECTION  
RASH  
UTERINE LEIOMYOMA  

6946381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6946381 DIRECT Y DS,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  
ABDOMINAL PAIN LOWER  
ACNE  
ALOPECIA  
BACK PAIN  
INFLAMMATION  
MOOD SWINGS  
NERVOUS SYSTEM DISORDER  
SWELLING  
WEIGHT INCREASED  
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Detailed Report
6844507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6844507 NON-EXPEDITED N US-
BAYER-200839022NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER ALLEGRA C  
FORMICATION  
HOT FLUSH  
MUSCLE SPASMS  
NAUSEA  

6869192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6869192 NON-EXPEDITED N HO,OT US-
BAYER-200841509NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

AMENORRHOEA  
Human chorionic gonadotropin increased  

6878124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6878124 EXPEDITED (15-DAY) N OT CA-
BAYER-200910288NA

27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 17 DAY BAYER

6885950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6885950 NON-EXPEDITED N OT US-
BAYER-200910838NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6888936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6888936 NON-EXPEDITED N OT US-
BAYER-200910923NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER
BREAST INDURATION ALBUTEROL C  
BREAST TENDERNESS FLOVENT C  

SINGULAIR C  
ZYRTEC C  

6905758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6905758 NON-EXPEDITED N OT US-
BAYER-200912324NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 141 DAY BAYER
Medical device complication  

6905761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6905761 EXPEDITED (15-DAY) N HO US-
BAYER-200912189NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STATUS MIGRAINOSUS MIRENA S INTRAUTERINE 50 DAY BAYER
NERVOUS SYSTEM DISORDER  

6937102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937102 NON-EXPEDITED N US-
BAYER-200913147NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 388 DAY BAYER
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Detailed Report
6937104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937104 NON-EXPEDITED N US-
BAYER-200913372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE  BAYER

6937107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937107 NON-EXPEDITED N US-
BAYER-200913144NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6937108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937108 NON-EXPEDITED N US-
BAYER-200913607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia MIRENA S INTRAUTERINE  BAYER
PARAESTHESIA  

6937110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937110 NON-EXPEDITED Y US-
BAYER-200914245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6937113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937113 NON-EXPEDITED Y US-
BAYER-200914069NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6937138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6937138 EXPEDITED (15-DAY) N OT US-
BAYER-200914684NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6946428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6946428 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  BAYER
DIZZINESS  
FATIGUE  
INSOMNIA  

6946961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6946961 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 1 1 EVERY 5 YEARS

INTRA-UTERI
 

BACK PAIN  
BREAST PAIN  
FATIGUE  
MUSCLE SPASMS  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

6948072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2009 6948072 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
SUICIDAL IDEATION  
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Detailed Report
6637633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6637633 NON-EXPEDITED N US-
BAYER-200819628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
NAUSEA  

6705826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6705826 NON-EXPEDITED N US-
BAYER-200827781NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6730378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6730378 NON-EXPEDITED N US-
BAYER-200830542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 126 DAY BAYER
Medical device complication  

6736972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6736972 NON-EXPEDITED Y OT US-
BAYER-200831383NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6783369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6783369 NON-EXPEDITED N US-
BAYER-200834999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
FEELING ABNORMAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6816574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6816574 NON-EXPEDITED N US-
BAYER-200838124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6816582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6816582 NON-EXPEDITED N US-
BAYER-200838125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6844467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6844467 NON-EXPEDITED N US-
BAYER-200836873NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 67 DAY BAYER
DYSPAREUNIA  
EMOTIONAL DISORDER  
GENITAL HAEMORRHAGE  
Medical device complication  
PELVIC DISCOMFORT  
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Detailed Report
6883064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6883064 NON-EXPEDITED Y HO US-
BAYER-200910726NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 25 DAY BAYER
PELVIC PAIN  

6898270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6898270 NON-EXPEDITED N OT US-
BAYER-200911984NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 11 MTH BAYER
ABDOMINAL PAIN LOWER  
CERVICITIS  
Medical device complication  
VAGINAL HAEMORRHAGE  
Vulvovaginal pain  

6907872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6907872 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200912361NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE  BAYER
DEEP VEIN THROMBOSIS PROVERA C  

LYBREL C  
OVCON 35 C  
CORTICOSTEROID NOS C  
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Detailed Report
6910370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6910370 NON-EXPEDITED N US-
BAYER-200911305NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 MTH BAYER
CYSTITIS  

6913272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6913272 NON-EXPEDITED Y US-
BAYER-200911518NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 103 DAY BAYER

6916600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6916600 NON-EXPEDITED N US-
BAYER-200911825NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 302 DAY BAYER

SKELAXIN C ORAL  

6919090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6919090 NON-EXPEDITED Y OT US-
BAYER-200913479NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Device dislocation VITAMINS C  
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Detailed Report
6920686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6920686 NON-EXPEDITED N OT US-
BAYER-200913746NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 10 DAY BAYER

VITAMINS C ORAL  
LEVOXYL C ORAL  
CELEXA C ORAL  
PULMICORT RESPULES C  

6941321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6941321 EXPEDITED (15-DAY) Y OT FR-
BAYER-200915763GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VARICOPHLEBITIS MIRENA S INTRAUTERINE  BAYER

6948012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6948012 DIRECT N HO,DS,LT,OT 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S 4 MTH BAYER

6949533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6949533 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 MCG LNG DAILY

INTRA-UTERINE
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
6951042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2009 6951042 DIRECT N DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
HAIR TEXTURE ABNORMAL  

6905773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6905773 EXPEDITED (15-DAY) N OT US-
BAYER-200912248NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
LOSS OF CONSCIOUSNESS  

6916673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6916673 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200913321NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 4 MTH BAYER
VAGINITIS BACTERIAL PLAQUENIL C  
TENDERNESS CYMBALTA C  
ABDOMINAL ADHESIONS ACIPHEX C  
HYSTERECTOMY  

6924647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6924647 EXPEDITED (15-DAY) N OT FR-
BAYER-200912919GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 39 DAY BAYER
ARTHRALGIA  
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Detailed Report
6942557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942557 NON-EXPEDITED N US-
BAYER-200912758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6942558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942558 NON-EXPEDITED N US-
BAYER-200912711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

6942560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942560 NON-EXPEDITED N US-
BAYER-200912782NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS  

6942561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942561 NON-EXPEDITED N US-
BAYER-200912467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GINGIVAL INFECTION MIRENA S INTRAUTERINE  BAYER

6942562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942562 NON-EXPEDITED N US-
BAYER-200912844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
6942638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6942638 EXPEDITED (15-DAY) Y HO NZ-
BAYER-200915709GPV

42 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
DEPRESSION MIRENA S INTRAUTERINE 2 WEEK BAYER
SUICIDE ATTEMPT  

6954046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6954046 EXPEDITED (15-DAY) DE,HO,OT TPH-00162 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMALL FOR DATES BABY ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL  

CONGENITAL INTESTINAL MALFORMATION  
MATERNAL DRUGS AFFECTING FOETUS  

6954112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6954112 EXPEDITED (15-DAY) HO,OT TPH-00072 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL 8 YR

BLOOD PRESSURE INCREASED  
CAESAREAN SECTION  
COMPLICATION OF PREGNANCY  
HIGH RISK PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  
PREMATURE LABOUR  
SWELLING  
TWIN PREGNANCY  
WEIGHT DECREASED  
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Detailed Report
6954123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2009 6954123 EXPEDITED (15-DAY) OT TPH-00160 < 1 DAY Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY LEVONORGESTREL AND

ETHINYL ESTRADIOL
S TRANSPLACENTAL TRANSPLACENTAL 2 MTH

CAESAREAN SECTION  
HYPOGLYCAEMIA NEONATAL  
MATERNAL DRUGS AFFECTING FOETUS  
TWIN PREGNANCY  

6909118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6909118 NON-EXPEDITED N US-
BAYER-200910933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE ERYTHEMA  
APPLICATION SITE PRURITUS  
APPLICATION SITE VESICLES  
Product quality issue  

6916677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6916677 NON-EXPEDITED N OT US-
BAYER-200913435NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6920689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6920689 NON-EXPEDITED N OT US-
BAYER-200913660NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
Device dislocation  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6943859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6943859 NON-EXPEDITED N US-
BAYER-200913245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

6943860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6943860 NON-EXPEDITED N US-
BAYER-200913256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6943866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6943866 NON-EXPEDITED N US-
BAYER-200913257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  
NAUSEA  
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Detailed Report
6951740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2009 6951740 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRA-CERVICAL TWO AND A HALF YRS

INTRACERVICAL
 

COMPLICATION OF DEVICE REMOVAL  
ECONOMIC PROBLEM  

6705827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6705827 NON-EXPEDITED Y OT US-
BAYER-200827829NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

6887557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6887557 EXPEDITED (15-DAY) N OT US-
BAYER-200910887NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALLERGIC SINUSITIS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DERMATITIS  
DYSPNOEA  
IRRITABLE BOWEL SYNDROME  

6945204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6945204 NON-EXPEDITED Y US-
BAYER-200913365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
HEADACHE  
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Detailed Report
6953630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6953630 DIRECT Y 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S INTRA-CERVICAL 52 MG OF

LOVENORGESTREL
EVERY 5 YEARS
INTRACERVICAL

 BAYER

CERVIX HAEMORRHAGE UTERINE  
IATROGENIC INJURY  
PROCEDURAL COMPLICATION  
UTERINE CERVICAL LACERATION  

6953703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6953703 DIRECT Y DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE EVERY 5 YEARS

INTRA-UTERINE
1 MTH

INSOMNIA  
MIGRAINE  
NAUSEA  

6953817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6953817 DIRECT N DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  BAYER
SUICIDAL IDEATION  
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Detailed Report
6959572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2009 6959572 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S VAGINAL 1 INSERTED INTO

UTERUS 1 TIME VAG
 

ACTIVITIES OF DAILY LIVING IMPAIRED  
BACK PAIN  
CONDITION AGGRAVATED  
EXERCISE TOLERANCE DECREASED  
HEADACHE  
LIBIDO DECREASED  
MOVEMENT DISORDER  
MUSCULOSKELETAL PAIN  
MUSCULOSKELETAL STIFFNESS  
PAIN  

6783364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6783364 NON-EXPEDITED N US-
BAYER-200832021NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER

6804692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6804692 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200837120NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 4 YR BAYER
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Detailed Report
6807048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6807048 NON-EXPEDITED N OT US-
BAYER-200837266NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  
UTERINE RUPTURE  

6825643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6825643 EXPEDITED (15-DAY) N OT US-
BAYER-200839258NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 67 DAY BAYER
MOOD SWINGS  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  

6859034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6859034 EXPEDITED (15-DAY) N OT US-
BAYER-200840924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6859044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6859044 EXPEDITED (15-DAY) N OT US-
BAYER-200840739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6866955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6866955 NON-EXPEDITED N US-
BAYER-200839616NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
GENITAL HAEMORRHAGE  
Medical device complication  
VAGINAL HAEMORRHAGE  

6870374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6870374 NON-EXPEDITED N US-
BAYER-200839047NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 385 DAY BAYER
AMENORRHOEA  
MALAISE  
MIGRAINE  
MOOD ALTERED  
PELVIC PAIN  

6872448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6872448 EXPEDITED (15-DAY) Y HO,OT UA-
BAYER-200833415GPV

39 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 66 MTH BAYER
UTERINE HAEMORRHAGE  
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Detailed Report
6881689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6881689 NON-EXPEDITED N US-
BAYER-200840505NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN MIRENA S INTRAUTERINE  BAYER

6885945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6885945 NON-EXPEDITED Y HO US-
BAYER-200910897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
SCAR  
UTERINE PAIN  

6888949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6888949 NON-EXPEDITED Y OT US-
BAYER-200911132NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6891473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6891473 EXPEDITED (15-DAY) Y OT US-
BAYER-200911313NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS MIRENA S INTRAUTERINE  BAYER
TINNITUS  

Page: 1,959 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6896665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6896665 EXPEDITED (15-DAY) N OT US-
BAYER-200911586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL ZOLOFT C  
PROCEDURAL PAIN VITAMINS NOS C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
Decreased appetite  
DYSPAREUNIA  
EMOTIONAL DISORDER  
FATIGUE  
MALAISE  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  

6904278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6904278 NON-EXPEDITED N OT US-
BAYER-200912059NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 331 DAY BAYER
ABORTION SPONTANEOUS  
Device expulsion  

6904445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6904445 NON-EXPEDITED Y US-
BAYER-200910521NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
PARAESTHESIA  
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Detailed Report
6928208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6928208 EXPEDITED (15-DAY) N OT US-
BAYER-200913131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6946683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6946683 NON-EXPEDITED N US-
BAYER-200912579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
URINARY TRACT INFECTION  
VULVOVAGINAL DRYNESS  

6946691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6946691 NON-EXPEDITED N US-
BAYER-200912591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

6947167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6947167 EXPEDITED (15-DAY) N OT BR-
BAYER-200815792LA

25 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 5 MTH BAYER
ABDOMINAL PAIN  
CONSTIPATION  
GENITAL HAEMORRHAGE  
SYNCOPE  
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Detailed Report
6947173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6947173 EXPEDITED (15-DAY) N OT BR-
BAYER-200913548LA

41 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE  BAYER

TAMOXIFEN CITRATE C UNKNOWN  

6947179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6947179 EXPEDITED (15-DAY) N OT BR-
BAYER-200913457LA

45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
SOMNOLENCE MEFENAMIC ACID C ORAL  

BUTYLSCOPOLAMINE BROMIDE C ORAL  
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Detailed Report
6955025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6955025 DIRECT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  
ABDOMINAL DISTENSION  
ACNE  
ANGER  
ANXIETY  
ARTHRALGIA  
ASTHENIA  
CRYING  
FATIGUE  
HEADACHE  
HUNGER  
IMPATIENCE  
LIBIDO DECREASED  
MOOD SWINGS  
NAUSEA  
OEDEMA PERIPHERAL  
PALPITATIONS  
SEBORRHOEA  

6955029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2009 6955029 DIRECT N HO,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC SHOCK SYNDROME MIRENA S  
BLOOD PRESSURE SYSTOLIC DECREASED  
NECK PAIN  
PYREXIA  
VOMITING  
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Detailed Report
6553655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6553655 NON-EXPEDITED N US-
BAYER-200811093NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINEOUS  BAYER
NAUSEA  

6652095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6652095 NON-EXPEDITED Y US-
BAYER-200823583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

Device expulsion  
Medical device complication  

6674106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6674106 NON-EXPEDITED N US-
BAYER-200825448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6863394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6863394 NON-EXPEDITED Y US-
BAYER-200840851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 42 DAY BAYER
Medical device complication  
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Detailed Report
6869205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6869205 NON-EXPEDITED N OT US-
BAYER-200841530NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION  
COMPLICATION OF DEVICE REMOVAL  
Haemorrhage in pregnancy  

6876038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6876038 NON-EXPEDITED N OT US-
BAYER-200910178NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  

6883068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6883068 NON-EXPEDITED N OT US-
BAYER-200910608NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

PREGNANCY TEST URINE POSITIVE MULTI-VITAMIN C  
VAGINAL HAEMORRHAGE  
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Detailed Report
6886415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6886415 NON-EXPEDITED N OT US-
BAYER-200910478NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S INTRAUTERINE CONTINUOUS 282 DAY BAYER
GENITAL HAEMORRHAGE  
Human chorionic gonadotropin positive  

6886429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6886429 NON-EXPEDITED N US-
BAYER-200840515NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6886431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6886431 NON-EXPEDITED N US-
BAYER-200839678NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UNEVALUABLE EVENT  

6906846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6906846 NON-EXPEDITED N US-
BAYER-200910723NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ACNE  
MALAISE  
SINUS DISORDER  
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Detailed Report
6948313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948313 NON-EXPEDITED N US-
BAYER-200911178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6948321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948321 NON-EXPEDITED N US-
BAYER-200913662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6948324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948324 NON-EXPEDITED N US-
BAYER-200913458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

6948325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948325 NON-EXPEDITED N US-
BAYER-200913296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6948326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948326 NON-EXPEDITED N US-
BAYER-200914028NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6948331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948331 NON-EXPEDITED N US-
BAYER-200913410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6948336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948336 NON-EXPEDITED N US-
BAYER-200913295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  

6948338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6948338 NON-EXPEDITED N US-
BAYER-200913490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOS  BAYER

6953982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6953982 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
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Detailed Report
6954710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6954710 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
BLOOD DISORDER  
DEPRESSION  
MIGRAINE  
MOOD SWINGS  

6956854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6956854 DIRECT N DS 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL ONCE IMPLANTED 5

YEARS VAG
10 MTH

6957371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2009 6957371 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE INTRA-UTERI  
BACK PAIN  
GENITAL HAEMORRHAGE  

6783260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6783260 EXPEDITED (15-DAY) N OT FR-
BAYER-200827375GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S INTRAUTERINE Total daily dose: 20 µG 14 MTH BAYER
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Detailed Report
6896661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6896661 NON-EXPEDITED Y OT US-
BAYER-200911682NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 852 DAY BAYER
ABDOMINAL PAIN  

6905779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6905779 NON-EXPEDITED N OT US-
BAYER-200912268NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

6910864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6910864 EXPEDITED (15-DAY) N OT GB-
BAYER-200910370BNE

50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6948222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6948222 EXPEDITED (15-DAY) Y HO,OT 2009S1003276 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CIPROFLOXACIN S  
URINARY TRACT INFECTION CEFUROXIME S  
STAPHYLOCOCCAL SEPSIS LEVONORGESTREL S INTRAUTERINE 20 UG; INTRAUTERINE  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DEVICE DISLOCATION  
NAUSEA  
SUPRAPUBIC PAIN  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6949391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949391 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200913514LA

< 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL FREQUENCY:

CONTINOUS
 BAYER

NEONATAL RESPIRATORY DISTRESS
SYNDROME

 

PULMONARY HYPERTENSION  

6949393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949393 EXPEDITED (15-DAY) Y OT AR-
BAYER-200913605LA

43 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE FREQ: CONT 1131 DAY BAYER
Abdominal discomfort  
HAEMANGIOMA OF LIVER  
VOMITING  

6949394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949394 EXPEDITED (15-DAY) Y OT US-
BAYER-200915849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE  BAYER
ENDOMETRITIS  
PELVIC PAIN  
STAPHYLOCOCCAL INFECTION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6949398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949398 EXPEDITED (15-DAY) Y CA IL-
BAYER-200916689GPV

34 YR Unknown ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLEFT LIP AND PALATE MIRENA S  BAYER

6949421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949421 NON-EXPEDITED N US-
BAYER-200913281NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 62 DAY BAYER

6949422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949422 NON-EXPEDITED N US-
BAYER-200911348NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOS  BAYER

6949423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949423 NON-EXPEDITED N US-
BAYER-200913141NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949424 NON-EXPEDITED N US-
BAYER-200913166NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6949425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949425 NON-EXPEDITED N US-
BAYER-200913291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949426 NON-EXPEDITED N US-
BAYER-200911345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOS  BAYER
ABDOMINAL PAIN LOWER  

6949427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949427 NON-EXPEDITED N US-
BAYER-200913217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949428 NON-EXPEDITED N US-
BAYER-200912850NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949429 NON-EXPEDITED N US-
BAYER-200913630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6949430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949430 NON-EXPEDITED N US-
BAYER-200913530NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949431 NON-EXPEDITED Y US-
BAYER-200913353NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

6949432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949432 NON-EXPEDITED N US-
BAYER-200913366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE ONTINUOUS  BAYER
AFFECT LABILITY  
LIBIDO DECREASED  

6949433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949433 NON-EXPEDITED N US-
BAYER-200913406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6949435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949435 NON-EXPEDITED N US-
BAYER-200913705NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 26 DAY BAYER
ABDOMINAL DISTENSION  
PELVIC PAIN  
WEIGHT INCREASED  

6949436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949436 NON-EXPEDITED N US-
BAYER-200913405NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6949437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949437 NON-EXPEDITED N US-
BAYER-200913680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949438 NON-EXPEDITED N US-
BAYER-200913333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949439 NON-EXPEDITED N US-
BAYER-200913293NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 81 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6949440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949440 NON-EXPEDITED N US-
BAYER-200913728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
Medical device complication  

6949441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949441 NON-EXPEDITED N US-
BAYER-200913629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949443 NON-EXPEDITED N US-
BAYER-200913373NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949444 NON-EXPEDITED N US-
BAYER-200913459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 241 DAY BAYER
BACK PAIN  
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6949445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949445 NON-EXPEDITED N US-
BAYER-200913347NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949446 NON-EXPEDITED N US-
BAYER-200913402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949447 NON-EXPEDITED N US-
BAYER-200913294NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

6949448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949448 NON-EXPEDITED N US-
BAYER-200913377NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6949449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949449 NON-EXPEDITED Y US-
BAYER-200913518NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER
Product quality issue MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6949450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6949450 NON-EXPEDITED N US-
BAYER-200913679NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  

6950101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6950101 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2009180539

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS DEPO-PROVERA S  PFIZER

NORDETTE S  

7250927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 7250927 EXPEDITED (15-DAY) N OT 188485USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
 

MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY TEST URINE POSITIVE  

6668473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6668473 NON-EXPEDITED N US-
BAYER-200825417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY,

CONTINUOUS
6 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6740790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6740790 NON-EXPEDITED N US-
BAYER-200824934NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  

6817989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6817989 NON-EXPEDITED N OT US-
BAYER-200838632NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  

6877000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6877000 NON-EXPEDITED Y US-
BAYER-200841875NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
470 DAY BAYER

BREAST TENDERNESS  
NAUSEA  
PREGNANCY TEST POSITIVE  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6877002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6877002 NON-EXPEDITED Y US-
BAYER-200841765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER
Medical device complication  
MENSTRUATION DELAYED  
PREGNANCY TEST POSITIVE  

6950894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950894 NON-EXPEDITED N US-
BAYER-200912597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950895 NON-EXPEDITED N US-
BAYER-200912753NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950896 NON-EXPEDITED N US-
BAYER-200912598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
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Detailed Report
6950897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950897 NON-EXPEDITED N US-
BAYER-200912725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
Medical device complication  

6950901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950901 NON-EXPEDITED N US-
BAYER-200912928NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

6950902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950902 NON-EXPEDITED N US-
BAYER-200912993NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 41 MTH BAYER
Device expulsion  

6950903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950903 NON-EXPEDITED N US-
BAYER-200913279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 WEEK BAYER
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Detailed Report
6950904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950904 NON-EXPEDITED N US-
BAYER-200912835NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950905 NON-EXPEDITED N US-
BAYER-200912731NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER TYLENOL C  
MUSCLE SPASMS IBUPROFEN C  

6950907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950907 NON-EXPEDITED N US-
BAYER-200913126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950908 NON-EXPEDITED N US-
BAYER-200912857NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950909 NON-EXPEDITED N US-
BAYER-200913269NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6950910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950910 NON-EXPEDITED N US-
BAYER-200913275NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950911 NON-EXPEDITED N US-
BAYER-200913138NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL COMPLICATION  

6950913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950913 NON-EXPEDITED N US-
BAYER-200913152NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950914 NON-EXPEDITED N US-
BAYER-200912786NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEPRESSION  
GENITAL HAEMORRHAGE  
PROCEDURAL COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
6950916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950916 NON-EXPEDITED N US-
BAYER-200912847NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 4 MTH BAYER
VAGINAL DISCHARGE  

6950917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950917 NON-EXPEDITED N US-
BAYER-200913125NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

6950918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950918 NON-EXPEDITED N US-
BAYER-200912773NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
CHLOASMA  
GENITAL HAEMORRHAGE  
NAUSEA  

6950919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950919 NON-EXPEDITED N US-
BAYER-200912940NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
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Detailed Report
6950920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950920 NON-EXPEDITED N US-
BAYER-200913160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

6950921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950921 NON-EXPEDITED N US-
BAYER-200912854NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6950924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950924 NON-EXPEDITED N US-
BAYER-200913192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

6950927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950927 NON-EXPEDITED N US-
BAYER-200912848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950928 NON-EXPEDITED N US-
BAYER-200913130NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOS  BAYER
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Detailed Report
6950929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950929 NON-EXPEDITED N US-
BAYER-200913299NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6950930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950930 NON-EXPEDITED N US-
BAYER-200913310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  

6950932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950932 NON-EXPEDITED N US-
BAYER-200913413NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950933 NON-EXPEDITED N US-
BAYER-200913385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950934 NON-EXPEDITED N US-
BAYER-200913419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 62 MTH BAYER
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Detailed Report
6950936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950936 NON-EXPEDITED N US-
BAYER-200913428NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6950937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950937 NON-EXPEDITED N US-
BAYER-200913374NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950939 NON-EXPEDITED N US-
BAYER-200913399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950940 NON-EXPEDITED N US-
BAYER-200913302NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 55 DAY BAYER
Device expulsion TAMOXIFEN CITRATE C  

ZOLOFT C  
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Detailed Report
6950943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950943 NON-EXPEDITED N US-
BAYER-200913415NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6950945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950945 NON-EXPEDITED N US-
BAYER-200913305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950946 NON-EXPEDITED N US-
BAYER-200913477NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6950948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950948 NON-EXPEDITED N US-
BAYER-200913375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  
NAUSEA  
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Detailed Report
6950952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950952 NON-EXPEDITED N US-
BAYER-200913460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 130 DAY BAYER

6950953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950953 NON-EXPEDITED N US-
BAYER-200913488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950954 NON-EXPEDITED N US-
BAYER-200913417NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6950956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950956 NON-EXPEDITED N US-
BAYER-200913290NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DRUG HYPERSENSITIVITY  

6950957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950957 NON-EXPEDITED N US-
BAYER-200913749NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
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Detailed Report
6950958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950958 NON-EXPEDITED N US-
BAYER-200913515NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GALACTORRHOEA  
GENITAL HAEMORRHAGE  

6950959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950959 NON-EXPEDITED N US-
BAYER-200913391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

6950961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950961 NON-EXPEDITED N US-
BAYER-200913352NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950962 NON-EXPEDITED N US-
BAYER-200913994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950963 NON-EXPEDITED N US-
BAYER-200913601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER
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Detailed Report
6950966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950966 NON-EXPEDITED N US-
BAYER-200913677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950969 NON-EXPEDITED N US-
BAYER-200913736NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950970 NON-EXPEDITED N US-
BAYER-200913486NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED  

6950971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950971 NON-EXPEDITED N US-
BAYER-200913527NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6950973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950973 NON-EXPEDITED N US-
BAYER-200913584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950974 NON-EXPEDITED N US-
BAYER-200913902NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

6950975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950975 NON-EXPEDITED N US-
BAYER-200915554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6950976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950976 NON-EXPEDITED N US-
BAYER-200915015NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS YASMIN S ORAL  BAYER
VULVOVAGINAL BURNING SENSATION PLAN B S ORAL Unit dose: 0.75 MG  
MENSTRUATION DELAYED  

6950977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950977 NON-EXPEDITED N US-
BAYER-200913672NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
VULVOVAGINAL DISCOMFORT  
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Detailed Report
6950980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2009 6950980 NON-EXPEDITED N US-
BAYER-200913614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6886008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6886008 NON-EXPEDITED N US-
BAYER-200841512NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL SENSATION IN EYE CLIMARA PRO S 0.045/0.015 MG/DAY  BAYER
ANXIETY ATIVAN C  
HEADACHE  
PALPITATIONS  

6891549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6891549 NON-EXPEDITED N US-
BAYER-200911076NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE MONISTAT C ONCE DAILY  
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
LIBIDO DECREASED  
VULVOVAGINAL MYCOTIC INFECTION  
WEIGHT INCREASED  
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Detailed Report
6896664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6896664 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200911579NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTERIOSPASM CORONARY ADVAIR HFA C  

6924749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6924749 NON-EXPEDITED Y US-
BAYER-200912635NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

6941312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6941312 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910684BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER
Syncope  

6952491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952491 NON-EXPEDITED N US-
BAYER-200913529NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
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Detailed Report
6952493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952493 NON-EXPEDITED N US-
BAYER-200913533NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
VAGINAL HAEMORRHAGE  

6952495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952495 NON-EXPEDITED Y US-
BAYER-200912759NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 102 DAY BAYER

6952496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952496 NON-EXPEDITED N US-
BAYER-200913462NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

6952498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952498 NON-EXPEDITED N US-
BAYER-200913706NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6952499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952499 NON-EXPEDITED N US-
BAYER-200913699NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952500 NON-EXPEDITED N US-
BAYER-200913598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6952501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952501 NON-EXPEDITED Y US-
BAYER-200913431NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER

6952502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952502 NON-EXPEDITED N US-
BAYER-200913735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952508 NON-EXPEDITED N US-
BAYER-200913610NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6952509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952509 NON-EXPEDITED N US-
BAYER-200913790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952510 NON-EXPEDITED N US-
BAYER-200913606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
Device expulsion  
PAIN  

6952511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952511 NON-EXPEDITED N US-
BAYER-200913742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952512 NON-EXPEDITED N US-
BAYER-200913748NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

6952514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952514 NON-EXPEDITED N US-
BAYER-200913753NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6952521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952521 NON-EXPEDITED N US-
BAYER-200913739NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952523 NON-EXPEDITED N US-
BAYER-200913701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  

6952527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952527 NON-EXPEDITED N US-
BAYER-200913682NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6952528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952528 NON-EXPEDITED N US-
BAYER-200913730NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952529 NON-EXPEDITED N US-
BAYER-200913732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
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Detailed Report
6952530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952530 NON-EXPEDITED N US-
BAYER-200913709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

ALOPECIA  
METRORRHAGIA  
NAUSEA  

6952531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952531 NON-EXPEDITED Y US-
BAYER-200914025NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952532 NON-EXPEDITED N US-
BAYER-200913704NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952533 NON-EXPEDITED N US-
BAYER-200914017NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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Detailed Report
6952534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952534 NON-EXPEDITED N US-
BAYER-200913926NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952536 NON-EXPEDITED N US-
BAYER-200913960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

6952537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952537 NON-EXPEDITED Y US-
BAYER-200913992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 913 DAY BAYER

6952539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952539 NON-EXPEDITED N US-
BAYER-200913996NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

6952541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952541 NON-EXPEDITED N US-
BAYER-200914012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6952542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952542 NON-EXPEDITED N US-
BAYER-200913998NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

6952543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952543 NON-EXPEDITED N US-
BAYER-200914006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952545 NON-EXPEDITED Y US-
BAYER-200913963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952546 NON-EXPEDITED N US-
BAYER-200913947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

6952548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952548 NON-EXPEDITED N US-
BAYER-200913929NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER
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Detailed Report
6952549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952549 NON-EXPEDITED N US-
BAYER-200913925NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION ADVIL C  
MENSTRUATION DELAYED ALEVE C  

VITAMINS NOS C  

6952550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952550 NON-EXPEDITED N US-
BAYER-200914011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 232 DAY BAYER

6952553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952553 NON-EXPEDITED N US-
BAYER-200913890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 38 DAY BAYER

6952555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952555 NON-EXPEDITED N US-
BAYER-200914001NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
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Detailed Report
6952558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952558 NON-EXPEDITED N US-
BAYER-200913930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952559 NON-EXPEDITED N US-
BAYER-200914171NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2009 6952560 NON-EXPEDITED N US-
BAYER-200913894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6553633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6553633 NON-EXPEDITED N OT US-
BAYER-200813737NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 30 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSMENORRHOEA  
PELVIC PAIN  
PYREXIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
6655774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6655774 EXPEDITED (15-DAY) Y OT FR-
BAYER-200819216GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

6719718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6719718 NON-EXPEDITED Y US-
BAYER-200829605NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE DAILY COTINUOUS  BAYER
Device expulsion  
Medical device complication  

6742985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6742985 NON-EXPEDITED Y US-
BAYER-200831520NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  

6825630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6825630 NON-EXPEDITED Y OT US-
BAYER-200839251NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
6844503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6844503 NON-EXPEDITED N US-
BAYER-200840175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6844509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6844509 NON-EXPEDITED N US-
BAYER-200840257NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

MENSTRUATION DELAYED  
PREGNANCY TEST POSITIVE  

6861102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6861102 NON-EXPEDITED Y US-
BAYER-200837421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

6863366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6863366 NON-EXPEDITED Y US-
BAYER-200839438NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS 37 DAY BAYER
PAIN  
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Detailed Report
6863383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6863383 NON-EXPEDITED N US-
BAYER-200839575NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6863406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6863406 NON-EXPEDITED N US-
BAYER-200839488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE CONTINUOUS 241 DAY BAYER
ACNE  

6886448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6886448 NON-EXPEDITED N US-
BAYER-200840518NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
EYE MOVEMENT DISORDER  
PAIN  

6907867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6907867 NON-EXPEDITED Y OT US-
BAYER-200912484NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6909129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6909129 NON-EXPEDITED N US-
BAYER-200910921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6920722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6920722 NON-EXPEDITED N US-
BAYER-200911973NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
ACNE  
ALOPECIA  
DANDRUFF  
DRY SKIN  
Medical device complication  
MOOD ALTERED  
PAROSMIA  
PRURITUS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

6923230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6923230 NON-EXPEDITED Y US-
BAYER-200911959NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Product quality issue  

Page: 2,007 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6946728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6946728 EXPEDITED (15-DAY) Y HO,LT,OT NZ-
BAYER-200915645GPV

Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PULMONARY EMBOLISM  

6954343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954343 NON-EXPEDITED N US-
BAYER-200913731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954344 NON-EXPEDITED N US-
BAYER-200913707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954345 NON-EXPEDITED N US-
BAYER-200913747NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  
Medical device complication  

Page: 2,008 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6954346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954346 NON-EXPEDITED N US-
BAYER-200913752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954354 NON-EXPEDITED N US-
BAYER-200912860NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING MIRENA S INTRAUTERINE  BAYER
OEDEMA PERIPHERAL  

6954355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954355 NON-EXPEDITED Y US-
BAYER-200914039NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER

6954357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954357 NON-EXPEDITED N US-
BAYER-200913694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINOUS  BAYER

Page: 2,009 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6954358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954358 NON-EXPEDITED N US-
BAYER-200913932NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6954360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954360 NON-EXPEDITED N US-
BAYER-200914013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954361 NON-EXPEDITED Y US-
BAYER-200913751NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954365 NON-EXPEDITED N US-
BAYER-200913609NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954367 NON-EXPEDITED N US-
BAYER-200914036NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 236 DAY BAYER
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Detailed Report
6954368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954368 NON-EXPEDITED Y US-
BAYER-200914032NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 87 DAY BAYER

6954369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954369 NON-EXPEDITED N US-
BAYER-200914154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954389 NON-EXPEDITED Y US-
BAYER-200914204NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6954394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954394 NON-EXPEDITED N US-
BAYER-200914203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954397 NON-EXPEDITED N US-
BAYER-200914041NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6954400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954400 NON-EXPEDITED Y US-
BAYER-200914073NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954401 NON-EXPEDITED Y US-
BAYER-200914150NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6954402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954402 NON-EXPEDITED Y US-
BAYER-200914167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6954403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6954403 NON-EXPEDITED N US-
BAYER-200914065NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  

6960875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6960875 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S VAGINAL VAGINALLY INSERTED  
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Detailed Report
6961910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2009 6961910 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
ABASIA  
DISCOMFORT  
HAEMORRHAGE  
HYPOAESTHESIA  
IMPAIRED DRIVING ABILITY  
PARAESTHESIA  
PELVIC PAIN  

6768716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6768716 NON-EXPEDITED N OT US-
BAYER-200833916NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 18 DAY BAYER
Medical device complication  
PAIN  
VAGINAL HAEMORRHAGE  

6773970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6773970 NON-EXPEDITED N HO,OT US-
BAYER-200834334NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 493 DAY BAYER
Medical device complication  
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Detailed Report
6868026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6868026 NON-EXPEDITED N US-
BAYER-200840388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6901571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6901571 NON-EXPEDITED N OT US-
BAYER-200912056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PAIN  
VAGINAL HAEMORRHAGE  

6909107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6909107 NON-EXPEDITED N US-
BAYER-200911038NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABNORMAL DREAMS  
URINE ODOUR ABNORMAL  

6909171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6909171 NON-EXPEDITED Y HO,OT US-
BAYER-200912659NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
219 DAY BAYER

Medical device complication  
NEPHROLITHIASIS  
PAIN  
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Detailed Report
6912031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6912031 EXPEDITED (15-DAY) N OT US-
BAYER-200913265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6916669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6916669 NON-EXPEDITED Y HO US-
BAYER-200913368NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
DYSPNOEA  
LOSS OF CONSCIOUSNESS  
PAIN  
PROCEDURAL PAIN  
UTERINE HAEMORRHAGE  

6920691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6920691 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200913750NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
NEPHROLITHIASIS  
PELVIC PAIN  
SEPSIS  

6955339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6955339 NON-EXPEDITED N US-
BAYER-200914290NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6955343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6955343 NON-EXPEDITED N US-
BAYER-200914533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

APPLICATION SITE ERYTHEMA  
APPLICATION SITE RASH  

6955346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6955346 NON-EXPEDITED N US-
BAYER-200914415NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER
CYSTITIS  
MENORRHAGIA  
NAUSEA  
PELVIC PAIN  
URINARY TRACT INFECTION  

6955349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6955349 NON-EXPEDITED N US-
BAYER-200914162NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS 61 DAY BAYER
DYSPAREUNIA  
INFECTION  
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Detailed Report
6955360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2009 6955360 NON-EXPEDITED N US-
BAYER-200914543NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal withdrawal bleeding YAZ S ORAL  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ADVIL C  

6790172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6790172 EXPEDITED (15-DAY) N OT DE-
BAYER-200827948GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

6868021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6868021 NON-EXPEDITED N US-
BAYER-200840845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
WEIGHT INCREASED  
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Detailed Report
6886451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6886451 NON-EXPEDITED N US-
BAYER-200910702NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  
Medical device complication  

6886453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6886453 NON-EXPEDITED Y US-
BAYER-200910579NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6887467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6887467 NON-EXPEDITED N US-
BAYER-200911082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6887484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6887484 NON-EXPEDITED Y US-
BAYER-200910607NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
6956412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956412 NON-EXPEDITED N US-
BAYER-200913807NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

6956413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956413 NON-EXPEDITED N US-
BAYER-200914298NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956414 NON-EXPEDITED N US-
BAYER-200914269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956415 NON-EXPEDITED N US-
BAYER-200913769NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956416 NON-EXPEDITED N US-
BAYER-200913804NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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6956420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956420 NON-EXPEDITED N US-
BAYER-200914156NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER

6956421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956421 NON-EXPEDITED N US-
BAYER-200913765NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956422 NON-EXPEDITED N US-
BAYER-200914285NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6956423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956423 NON-EXPEDITED N US-
BAYER-200914275NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6956424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956424 NON-EXPEDITED N US-
BAYER-200914302NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
DIZZINESS  
NAUSEA  
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Detailed Report
6956425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956425 NON-EXPEDITED N US-
BAYER-200914163NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 216 DAY BAYER
LIBIDO DECREASED  
MOOD SWINGS  

6956426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 6956426 NON-EXPEDITED N US-
BAYER-200914283NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7250928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 7250928 EXPEDITED (15-DAY) N OT 032059 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
 

MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  
TREATMENT FAILURE  

7250930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2009 7250930 EXPEDITED (15-DAY) N OT 189429USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
 

HALLUCINATION, VISUAL  
PHOTOPSIA  
VOMITING  
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Detailed Report
6695419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6695419 NON-EXPEDITED Y US-
BAYER-200826044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6704604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6704604 NON-EXPEDITED N US-
BAYER-200826161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6720656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6720656 NON-EXPEDITED Y US-
BAYER-200827128NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

6789128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6789128 NON-EXPEDITED Y US-
BAYER-200832043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6830903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6830903 NON-EXPEDITED Y US-
BAYER-200837345NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6888951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6888951 NON-EXPEDITED N OT US-
BAYER-200911037NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL PAIN  
VAGINAL DISCHARGE  

6891471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6891471 NON-EXPEDITED N HO US-
BAYER-200911340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 748 DAY BAYER

ABDOMINAL PAIN  

6891481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6891481 NON-EXPEDITED Y HO,OT US-
BAYER-200911145NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL PAIN LOWER  
AMENORRHOEA  
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Detailed Report
6892970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6892970 NON-EXPEDITED Y HO US-
BAYER-200911147NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 33 MTH BAYER

AMENORRHOEA  

6899267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6899267 NON-EXPEDITED Y OT US-
BAYER-200911725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS 10 MTH BAYER
SURGERY  

6900248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6900248 EXPEDITED (15-DAY) N OT US-
BAYER-200911877NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
DYSPAREUNIA  
FEELING HOT  
HEADACHE  
HOT FLUSH  
HYPERHIDROSIS  
PELVIC PAIN  
URINARY TRACT INFECTION  
VISION BLURRED  
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Detailed Report
6909167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6909167 NON-EXPEDITED Y OT US-
BAYER-200912658NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 94 DAY BAYER
PELVIC PAIN LABETALOL C ORAL  

VALIUM C ORAL 1 DAY

6928209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6928209 NON-EXPEDITED Y HO,OT US-
BAYER-200914266NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

6949396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6949396 EXPEDITED (15-DAY) N HO SE-
BAYER-200916426GPV

47 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

6963539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6963539 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE INTRA-UTERINE  
HAEMORRHAGE  
THROMBOSIS  

6964975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 6964975 DIRECT N OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S STILL INSERTED  
ACNE  
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Detailed Report
7250931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2009 7250931 EXPEDITED (15-DAY) N OT 189638USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL (0.75 MG), ORAL  

6799604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6799604 NON-EXPEDITED N HO,OT US-
BAYER-200836495NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
389 DAY BAYER

ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN UPPER  
OVARIAN CYST  

6870379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6870379 NON-EXPEDITED N US-
BAYER-200838470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

GENITAL RASH  

6874699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6874699 NON-EXPEDITED Y US-
BAYER-200841780NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPNOEA  
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Detailed Report
6890054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6890054 NON-EXPEDITED N OT US-
BAYER-200911143NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE HYDROCHLOROTHIAZIDE C ORAL  
NAUSEA  
VOMITING  

6900253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6900253 NON-EXPEDITED Y OT US-
BAYER-200912060NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6900255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6900255 NON-EXPEDITED Y OT US-
BAYER-200911997NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
281 DAY BAYER

VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 MCG/DAY
CONTINUOUS

 BAYER

6901674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6901674 NON-EXPEDITED Y US-
BAYER-200911942NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MAMMOGRAM ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6914399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6914399 NON-EXPEDITED N US-
BAYER-200911767NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
PRURITUS  
URTICARIA  

6930805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6930805 NON-EXPEDITED Y OT US-
BAYER-200914654NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6958691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6958691 EXPEDITED (15-DAY) Y LT TR-
BAYER-200917304GPV

36 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 3 YR BAYER
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Detailed Report
6966114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6966114 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION LEVONORGESTREL S INTRAUTERINE DON'T KNOW DAILY

INTRA-UTERINE
 

CONDITION AGGRAVATED  
DYSPNOEA  
HYPOAESTHESIA  
MALAISE  
MENORRHAGIA  
MIGRAINE  
PAIN  
PRESYNCOPE  
VAGINAL ODOUR  
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Detailed Report
6966123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2009 6966123 DIRECT N HO,DS,LT,OT,RI 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE ONE TIME- INTRA-

UTERINE ONE TIME
VAG

 

HAEMORRHAGE MIRENA S VAGINAL ONE TIME VAG  
ABASIA  
ABDOMINAL PAIN  
ABSCESS  
DECREASED APPETITE  
FATIGUE  
MUSCLE SPASMS  
OVARIAN CYST  
PAIN  
PRODUCT QUALITY ISSUE  
SYNCOPE  
VAGINAL DISCHARGE  
VOMITING  

6916667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6916667 NON-EXPEDITED N US-BAYER-
US-2005-025438

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015 mg/d, cont  BAYER
HOT FLUSH AMBIEN C ORAL UNK tab(s), other  
NO ADVERSE EVENT  
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Detailed Report
6924685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6924685 NON-EXPEDITED N US-
BAYER-200912242NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE As used: 20 µG  BAYER
CHILLS  
FATIGUE  
VAGINAL DISCHARGE  

6954074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6954074 EXPEDITED (15-DAY) N OT US-
BAYER-200914356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
OVARIAN ADHESION MIRENA S INTRAUTERINE CONTINUOUS 3 WEEK BAYER
ABDOMINAL PAIN LOWER  
IMPAIRED WORK ABILITY  
PAIN  
PELVIC PAIN  

6959771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959771 NON-EXPEDITED N US-
BAYER-200916397NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MEDICATION ERROR  
VOMITING IN PREGNANCY  
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Detailed Report
6959811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959811 EXPEDITED (15-DAY) OT US-
BAYER-200917026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

WEIGHT INCREASED  

6959817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959817 EXPEDITED (15-DAY) OT DE-
BAYER-200917544GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE  BAYER
ADVERSE REACTION  
AMENORRHOEA  
DEPRESSION  
FEMALE SEX HORMONE LEVEL ABNORMAL  
PANIC ATTACK  
PREMENSTRUAL SYNDROME  

6959825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959825 EXPEDITED (15-DAY) OT US-
BAYER-200917028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
6959827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959827 EXPEDITED (15-DAY) N OT CA-
BAYER-200917124NA

29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
DIZZINESS  
HYPOTENSION  
NAUSEA  
PAIN  
VOMITING  

6959829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2009 6959829 NON-EXPEDITED N OT US-
BAYER-200916800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GLYCOSYLATED HAEMOGLOBIN INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6561381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6561381 NON-EXPEDITED N US-
BAYER-200811998NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

AMENORRHOEA IBUPROFEN C ORAL  
NO ADVERSE EVENT  
PROCEDURAL PAIN  
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Detailed Report
6636939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6636939 NON-EXPEDITED N US-
BAYER-200821075NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Device expulsion  
MALAISE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6687523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6687523 NON-EXPEDITED Y US-
BAYER-200826179NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
233 DAY BAYER

6792208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6792208 EXPEDITED (15-DAY) N HO US-
BAYER-200835857NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
PARAESTHESIA  

6850019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6850019 NON-EXPEDITED N US-
BAYER-200838555NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
DEVICE BREAKAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6878125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6878125 EXPEDITED (15-DAY) Y OT US-
BAYER-200910321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
EMOTIONAL DISTRESS  

6878303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6878303 NON-EXPEDITED Y US-
BAYER-200840979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 95 DAY BAYER
ABDOMINAL PAIN LOWER  

6891469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6891469 NON-EXPEDITED N HO,OT US-
BAYER-200911570NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C ORAL  

6894143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6894143 NON-EXPEDITED N US-
BAYER-200911299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6894145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6894145 NON-EXPEDITED Y US-
BAYER-200911212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6894148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6894148 NON-EXPEDITED Y US-
BAYER-200911439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6895309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6895309 NON-EXPEDITED Y US-
BAYER-200911255NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6898227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6898227 NON-EXPEDITED Y US-
BAYER-200911815NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 345 DAY BAYER
UNEVALUABLE EVENT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6898254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6898254 NON-EXPEDITED Y OT US-
BAYER-200911437NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
NAUSEA  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

6899276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6899276 NON-EXPEDITED N US-
BAYER-200911140NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA LABETALOL HCL C  
BREAST TENDERNESS  

6900247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6900247 NON-EXPEDITED N OT US-
BAYER-200912051NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 1562 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6901672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6901672 NON-EXPEDITED N US-
BAYER-200841330NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
PAIN IN EXTREMITY  

6904428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6904428 NON-EXPEDITED N US-
BAYER-200910366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6904429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6904429 NON-EXPEDITED N US-
BAYER-200910364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INFECTION  

6904468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6904468 NON-EXPEDITED N US-
BAYER-200910648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6930970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6930970 NON-EXPEDITED N US-
BAYER-200913071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6941314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6941314 EXPEDITED (15-DAY) Y HO CA-
BAYER-200915095NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE  BAYER
URTICARIA  

6958689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6958689 EXPEDITED (15-DAY) N OT FR-
BAYER-200917293GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
LOSS OF CONSCIOUSNESS  
VERTIGO  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6961096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6961096 EXPEDITED (15-DAY) Y OT US-
BAYER-200916887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANXIETY  
AXILLARY PAIN  
BLOOD OESTROGEN ABNORMAL  
BREAST PAIN  
CARPAL TUNNEL SYNDROME  
CHOKING SENSATION  
Decreased appetite  
DIZZINESS  
DYSPEPSIA  
DYSPNOEA  
EARLY SATIETY  
FEELING ABNORMAL  
GASTROOESOPHAGEAL REFLUX DISEASE  
IRRITABILITY  
MEMORY IMPAIRMENT  
NAUSEA  
PALPITATIONS  
PANIC ATTACK  
PRURITUS  
SENSATION OF FOREIGN BODY  
TREMOR  

Page: 2,040 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6961122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6961122 EXPEDITED (15-DAY) N DS,OT MY-
BAYER-200917449GPV

Female MYS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSIVE CRISIS MIRENA S INTRAUTERINE Total daily dose: 20 µG 20 MTH BAYER
HEADACHE  

6961219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6961219 NON-EXPEDITED N US-
BAYER-200914878NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal withdrawal bleeding YAZ S ORAL  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

6969235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6969235 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  

6971084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6971084 DIRECT N DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 DAY BAYER
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6976267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 6976267 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE INTRA UTERINE

DEVICE EVERY 5
YEARS INTRA-
UTERINE

 BAYER

ALOPECIA  
ANXIETY  
CHEST PAIN  
DIZZINESS  
DYSPNOEA  
HYPERTENSION  
MENSTRUATION IRREGULAR  
NAUSEA  
OVARIAN CYST  
PALPITATIONS  
UTERINE LEIOMYOMA  

7250932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2009 7250932 EXPEDITED (15-DAY) N OT 190116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B S (0.75 MG),ORAL  
ABDOMINAL DISTENSION  
ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6744365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6744365 NON-EXPEDITED N US-
BAYER-200828306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
MENORRHAGIA  
METRORRHAGIA  
MOOD SWINGS  
VAGINAL INFECTION  

6886441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6886441 NON-EXPEDITED N US-
BAYER-200840928NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VOMITING IN PREGNANCY IBUPROFEN C ORAL Unit dose: 800 MG  
BREAST TENDERNESS ULTRAM C  
Decreased appetite  
GENITAL HAEMORRHAGE  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6923170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6923170 EXPEDITED (15-DAY) N OT FR-
BAYER-200914159GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE 294 DAY BAYER
MIGRAINE ETIFOXINE C  

ATAZANAVIR SULFATE C  
RITONAVIR C  
LAMIVUDINE C  
VIREAD C  
PAROXETINE HYDROCHLORIDE C  

6930829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6930829 NON-EXPEDITED Y OT US-
BAYER-200912630NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PYREXIA  

6935830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6935830 NON-EXPEDITED N OT US-
BAYER-200914526NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6942641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6942641 NON-EXPEDITED N HO US-
BAYER-200915099NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 260 DAY BAYER

6962111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962111 NON-EXPEDITED N OT US-
BAYER-200917154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
PELVIC PAIN  

6962115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962115 NON-EXPEDITED N OT US-
BAYER-200916889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6962128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962128 EXPEDITED (15-DAY) OT DE-
BAYER-200917680GPV

27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS  
SKIN DISORDER  
SUICIDAL IDEATION  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6962163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962163 NON-EXPEDITED N US-
BAYER-200914400NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962164 NON-EXPEDITED N US-
BAYER-200914125NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962165 NON-EXPEDITED N US-
BAYER-200912601NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  

6962166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962166 NON-EXPEDITED N US-
BAYER-200914492NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

6962167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962167 NON-EXPEDITED N US-
BAYER-200913433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6962168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962168 NON-EXPEDITED N US-
BAYER-200914092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

6962169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962169 NON-EXPEDITED N US-
BAYER-200914375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 9 WEEK BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6962176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962176 NON-EXPEDITED N US-
BAYER-200914619NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

TYLENOL ES C  

6962177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962177 NON-EXPEDITED N US-
BAYER-200914814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,047 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6962178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962178 NON-EXPEDITED N US-
BAYER-200914857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962181 NON-EXPEDITED N US-
BAYER-200914865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6962182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962182 NON-EXPEDITED N US-
BAYER-200914931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962183 NON-EXPEDITED N US-
BAYER-200914860NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6962193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962193 NON-EXPEDITED N US-
BAYER-200914622NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6962195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962195 NON-EXPEDITED N US-
BAYER-200914853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2009 6962196 NON-EXPEDITED N US-
BAYER-200914797NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 489 DAY BAYER

6663139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6663139 EXPEDITED (15-DAY) N OT FR-
BAYER-200820028GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS UNILATERAL MIRENA S INTRAUTERINE  BAYER

6676248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6676248 NON-EXPEDITED N US-
BAYER-200825083NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6694270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6694270 NON-EXPEDITED Y US-
BAYER-200826657NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST URINE POSITIVE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

PREGNANCY TEST URINE NEGATIVE TOPICAL VAGINAL CREAM C TOPICAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6776843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6776843 EXPEDITED (15-DAY) N OT FR-
BAYER-200827050GPV

48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6785750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6785750 NON-EXPEDITED Y US-
BAYER-200833251NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
COMPLICATION OF DEVICE REMOVAL UNSPECIFIED INGREDIENT C  
ANXIETY PREVACID C ORAL Total daily dose: 30 MG  
COMPLICATION OF DEVICE INSERTION  
DEVICE FAILURE  
Medical device complication  
OVARIAN CYST  
PELVIC PAIN  
Product shape issue  

6816512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6816512 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200838517NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE CONTINUOUS 632 DAY BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
DIZZINESS  
FUNGAL INFECTION  
PELVIC PAIN  
STAPHYLOCOCCAL INFECTION  
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Detailed Report
6838903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6838903 EXPEDITED (15-DAY) N DE US-
BAYER-200839950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH MIRENA S INTRAUTERINE  BAYER

6887485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6887485 NON-EXPEDITED Y US-
BAYER-200910601NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion VITAMINS C  

6905750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6905750 NON-EXPEDITED Y HO US-
BAYER-200912192NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6905760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6905760 NON-EXPEDITED Y OT US-
BAYER-200912239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

DOXY 100 C  
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6924646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6924646 EXPEDITED (15-DAY) Y OT US-
BAYER-200913933NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCAR MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
LYMPHADENITIS BUDESONIDE C  
PROCEDURAL PAIN LEVOTHYROXINE C  
HYPERTRICHOSIS ASCORBIC ACID

\ERGOCALCIFEROL\FOLIC ACID
\RETINOL\TOCOPHEROL

C  

DOXYCYCLINE HYCLATE C ORAL Total daily dose: 200
MG

 

ORTHO TRI CYCLEN C ORAL  

6930969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6930969 EXPEDITED (15-DAY) N HU-
BAYER-200915202GPV

38 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 127 DAY BAYER
Medical device complication  
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6932031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6932031 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910644BNE

44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRAOCULAR PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER
VISUAL IMPAIRMENT SALBUTAMOL INHALER C  
EYE PAIN  
HEADACHE  
OCULAR HYPERAEMIA  
VAGINAL HAEMORRHAGE  
VASODILATATION  
VISION BLURRED  

6941318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6941318 NON-EXPEDITED Y HO US-
BAYER-200915118NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ABDOMINAL PAIN LOWER  

6941319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6941319 NON-EXPEDITED N OT US-
BAYER-200915124NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS -
REPLACEMENT

 BAYER

WELLBUTRIN C  
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6947180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6947180 NON-EXPEDITED Y HO,OT US-
BAYER-200915616NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
POST PROCEDURAL DISCOMFORT  

6948274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6948274 NON-EXPEDITED N OT US-
BAYER-200915766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963471 EXPEDITED (15-DAY) OT DE-
BAYER-200917672GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE  BAYER
ANXIETY  
PANIC ATTACK  

6963530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963530 EXPEDITED (15-DAY) DS,OT GB-
BAYER-200911067BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  
INFERTILITY FEMALE  
MENSTRUATION IRREGULAR  
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6963610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963610 NON-EXPEDITED N US-
BAYER-200914399NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

6963611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963611 NON-EXPEDITED N US-
BAYER-200914407NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 180 DAY BAYER
Device expulsion  

6963612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963612 NON-EXPEDITED Y US-
BAYER-200913923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963613 NON-EXPEDITED N US-
BAYER-200914386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963614 NON-EXPEDITED Y US-
BAYER-200913921NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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6963615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963615 NON-EXPEDITED N US-
BAYER-200913289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 YR BAYER
UTERINE PAIN  

6963616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963616 NON-EXPEDITED N US-
BAYER-200914372NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

6963617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963617 NON-EXPEDITED Y US-
BAYER-200914384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 19 MTH BAYER
Device expulsion  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6963623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963623 NON-EXPEDITED N US-
BAYER-200914378NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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6963624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963624 NON-EXPEDITED Y US-
BAYER-200914380NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  

6963626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963626 NON-EXPEDITED Y US-
BAYER-200914394NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963627 NON-EXPEDITED N US-
BAYER-200913957NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6963628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963628 NON-EXPEDITED Y US-
BAYER-200914208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OLIGOMENORRHOEA  
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6963629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963629 NON-EXPEDITED Y US-
BAYER-200914393NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
Device expulsion  
Medical device complication  

6963631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963631 NON-EXPEDITED N US-
BAYER-200912485NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ABDOMINAL TENDERNESS  
ACNE  
ALOPECIA  
BREAST TENDERNESS  
FATIGUE  
INSOMNIA  
IRRITABILITY  
MEMORY IMPAIRMENT  
MENORRHAGIA  
METRORRHAGIA  
MOOD ALTERED  
WEIGHT INCREASED  
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Detailed Report
6963637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963637 NON-EXPEDITED N US-
BAYER-200914440NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963638 NON-EXPEDITED Y US-
BAYER-200914782NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963639 NON-EXPEDITED Y US-
BAYER-200914807NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963640 NON-EXPEDITED N US-
BAYER-200914595NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 783 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963641 NON-EXPEDITED N US-
BAYER-200914377NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
Medical device complication  
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6963642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963642 NON-EXPEDITED N US-
BAYER-200914803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 366 DAY BAYER

6963643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963643 NON-EXPEDITED N US-
BAYER-200914792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963644 NON-EXPEDITED N US-
BAYER-200914405NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
MENSTRUAL DISORDER  

6963645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963645 NON-EXPEDITED N US-
BAYER-200914793NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963650 NON-EXPEDITED N US-
BAYER-200914816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6963651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963651 NON-EXPEDITED N US-
BAYER-200914772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

6963652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963652 NON-EXPEDITED Y US-
BAYER-200914539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963653 NON-EXPEDITED N US-
BAYER-200914633NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 275 DAY BAYER

6963654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963654 NON-EXPEDITED N US-
BAYER-200914769NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 246 DAY BAYER

6963655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963655 NON-EXPEDITED N US-
BAYER-200914779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER
Device expulsion  
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6963656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963656 NON-EXPEDITED N US-
BAYER-200914416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963657 NON-EXPEDITED N US-
BAYER-200914488NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 179 DAY BAYER
Device expulsion  

6963658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963658 NON-EXPEDITED N US-
BAYER-200914604NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
HEADACHE  
MENORRHAGIA  

6963660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963660 NON-EXPEDITED N US-
BAYER-200914809NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

SYNTHROID C  
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6963690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963690 NON-EXPEDITED N US-
BAYER-200914774NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER

6963691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963691 NON-EXPEDITED N US-
BAYER-200914780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 414 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963692 NON-EXPEDITED N US-
BAYER-200914427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

6963695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963695 NON-EXPEDITED N US-
BAYER-200914602NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VICODIN C  
IBUPROFEN C  

6963696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963696 NON-EXPEDITED N US-
BAYER-200915378NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALSE NEGATIVE PREGNANCY TEST MIRENA S INTRAUTERINE  BAYER
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6963697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963697 NON-EXPEDITED N US-
BAYER-200914820NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963700 NON-EXPEDITED Y US-
BAYER-200914943NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963701 NON-EXPEDITED Y US-
BAYER-200915035NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE INTINUOUS  BAYER

6963702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963702 NON-EXPEDITED Y US-
BAYER-200914946NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
DYSPAREUNIA  

6963704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963704 NON-EXPEDITED Y US-
BAYER-200915030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER
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6963706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6963706 NON-EXPEDITED Y US-
BAYER-200915067NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6970842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6970842 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S BOTH  
DECREASED APPETITE  
FATIGUE  
MALAISE  
MIDDLE INSOMNIA  

6971419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6971419 DIRECT N HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE INTRA-UTERINE  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
OVARIAN CYST  

6971422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6971422 DIRECT N HO,LT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 6 MTH BAYER
ACUTE MYOCARDIAL INFARCTION  
ARTERIOSPASM CORONARY  
CORONARY ARTERY DISEASE  
MENORRHAGIA  
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6978189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2009 6978189 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S ENDOCERVICAL ONE UNIT ONE TIME

INSERTION
ENDOCERVICA

 BAYER

FATIGUE  
MUSCULOSKELETAL STIFFNESS  
PAIN  
PYREXIA  

6772395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6772395 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200826465GPV

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
OVARIAN GERM CELL TERATOMA BENIGN  
PELVIC PAIN  

6809418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6809418 EXPEDITED (15-DAY) N OT US-
BAYER-200837536NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGGRESSION MIRENA S INTRA-AMNIOTIC DAILY CONTINUOUS  BAYER
ANGER  
FATIGUE  
HEADACHE  
INSOMNIA  
NERVOUSNESS  
RESTLESSNESS  
VAGINAL HAEMORRHAGE  
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6863235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6863235 EXPEDITED (15-DAY) Y OT FR-
BAYER-200833037GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 54 DAY BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
CYST RUPTURE  
METRORRHAGIA  
PELVIC PAIN  
PERITONEAL HAEMORRHAGE  

6891522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6891522 NON-EXPEDITED Y US-
BAYER-200841328NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 431 DAY BAYER

6942633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6942633 EXPEDITED (15-DAY) N OT GB-
BAYER-200910750BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

6964583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964583 NON-EXPEDITED N OT US-
BAYER-200917789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964585 EXPEDITED (15-DAY) Y OT GB-
BAYER-200911144BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

6964586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964586 EXPEDITED (15-DAY) Y OT GB-
BAYER-200911143BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

6964588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964588 EXPEDITED (15-DAY) Y OT GB-
BAYER-200911124BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

6964825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964825 NON-EXPEDITED Y US-
BAYER-200914133NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6964826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964826 NON-EXPEDITED N US-
BAYER-200913818NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964827 NON-EXPEDITED Y US-
BAYER-200913810NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6964829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964829 NON-EXPEDITED N US-
BAYER-200913820NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S CONTINUOUS  BAYER

6964830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964830 NON-EXPEDITED N US-
BAYER-200913219NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PAIN  
VAGINAL HAEMORRHAGE  

6964831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964831 NON-EXPEDITED N US-
BAYER-200913872NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

Page: 2,069 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964832 NON-EXPEDITED N US-
BAYER-200913905NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

ASCORBIC ACID
\ERGOCALCIFEROL\FOLIC ACID
\RETINOL\TOCOPHEROL

C  

6964833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964833 NON-EXPEDITED N US-
BAYER-200914221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

6964837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964837 NON-EXPEDITED N US-
BAYER-200915227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964838 NON-EXPEDITED N US-
BAYER-200914142NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964839 NON-EXPEDITED N US-
BAYER-200914088NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6964840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964840 NON-EXPEDITED N US-
BAYER-200914223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

6964841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964841 NON-EXPEDITED Y US-
BAYER-200914143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

6964842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964842 NON-EXPEDITED N US-
BAYER-200914817NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964843 NON-EXPEDITED N US-
BAYER-200914137NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964844 NON-EXPEDITED N US-
BAYER-200915037NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964845 NON-EXPEDITED N US-
BAYER-200915063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964846 NON-EXPEDITED N US-
BAYER-200914267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964852 NON-EXPEDITED N US-
BAYER-200914232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964853 NON-EXPEDITED N US-
BAYER-200914344NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964854 NON-EXPEDITED N US-
BAYER-200914226NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964856 NON-EXPEDITED N US-
BAYER-200914227NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964857 NON-EXPEDITED N US-
BAYER-200915039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964858 NON-EXPEDITED N US-
BAYER-200915012NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964859 NON-EXPEDITED N US-
BAYER-200914592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6964863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964863 NON-EXPEDITED N US-
BAYER-200914381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6964868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964868 NON-EXPEDITED N US-
BAYER-200915062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6964870 NON-EXPEDITED N US-
BAYER-200914229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

6971636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 6971636 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA AREATA MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7250933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2009 7250933 EXPEDITED (15-DAY) Y OT 190475USA Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B S ORAL ORAL 24 HR
ABORTION INDUCED  
METRORRHAGIA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6972973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2009 6972973 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRAUTERINE INFECTION MIRENA S  BAYER
ABDOMINAL PAIN  
ACNE  
ANXIETY  
BACK PAIN  
BREAST TENDERNESS  
MUSCLE SPASMS  
WEIGHT INCREASED  

7250934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2009 7250934 EXPEDITED (15-DAY) N OT 190459USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
 

ECTOPIC PREGNANCY YAZ C  
MATERNAL EXPOSURE DURING PREGNANCY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6890114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6890114 NON-EXPEDITED N US-
BAYER-200841637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6904463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6904463 NON-EXPEDITED N US-
BAYER-200910532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6967010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967010 NON-EXPEDITED N US-
BAYER-200915563NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT ESTROGEN NOS C TRANSDERMAL  
ABDOMINAL PAIN LOWER PRASTERONE C  

TESTOSTERONE C  
HUMAN IMMUNOGLOBULIN G C INTRAVENOUS  

6967012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967012 NON-EXPEDITED N US-
BAYER-200915049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6967014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967014 NON-EXPEDITED N US-
BAYER-200915275NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VOMITING  

6967015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967015 NON-EXPEDITED N US-
BAYER-200914307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

6967018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967018 NON-EXPEDITED N US-
BAYER-200915050NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

6967019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967019 NON-EXPEDITED N US-
BAYER-200914305NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6967020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967020 NON-EXPEDITED N US-
BAYER-200914607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
PAIN  

6967021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967021 NON-EXPEDITED N US-
BAYER-200915168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL ODOUR  

6967025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967025 NON-EXPEDITED N US-
BAYER-200914805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6967031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6967031 NON-EXPEDITED Y US-
BAYER-200915171NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER

METROGEL C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6972734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2009 6972734 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE IUD INTRA-UTERINE  BAYER
ABDOMINAL PAIN UPPER  
ABORTION SPONTANEOUS  
CRYING  
FEELING ABNORMAL  
HAEMORRHAGE  
HORMONE LEVEL ABNORMAL  
MATERNAL EXPOSURE DURING PREGNANCY  
MUSCLE SPASMS  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
PREGNANCY TEST FALSE POSITIVE  
STRESS  
WEIGHT DECREASED  

6805826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6805826 EXPEDITED (15-DAY) N OT CA-
BAYER-200837248NA

50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HENOCH-SCHONLEIN PURPURA MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
1 YR BAYER

RASH GENERALISED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6838927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6838927 EXPEDITED (15-DAY) N OT FR-
BAYER-200831747GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALANINE AMINOTRANSFERASE INCREASED MIRENA S INTRAUTERINE 6 MTH BAYER
ASPARTATE AMINOTRANSFERASE INCREASED  
NAUSEA  

6844555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6844555 EXPEDITED (15-DAY) Y OT US-
BAYER-200840374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
UTERINE LEIOMYOMA  

6885943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6885943 NON-EXPEDITED N OT US-
BAYER-200910682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DYSPAREUNIA  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6899280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6899280 NON-EXPEDITED Y US-
BAYER-200910110NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
Device expulsion  
FEELING ABNORMAL  
NAUSEA  
PROCEDURAL PAIN  

6905753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6905753 NON-EXPEDITED Y OT US-
BAYER-200912185NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1068 DAY BAYER
ADNEXA UTERI PAIN  
AMENORRHOEA  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

GENITAL HAEMORRHAGE  
INTRA-ABDOMINAL HAEMORRHAGE  
UTERINE HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

6905759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6905759 NON-EXPEDITED N OT US-
BAYER-200912197NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device dislocation  
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Detailed Report
6907869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6907869 NON-EXPEDITED N OT US-
BAYER-200912475NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6909145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6909145 NON-EXPEDITED Y US-
BAYER-200912202NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

TOPAMAX C  
LORTAB C  
VITAMINS C  
MORPHINE C  

6909170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6909170 NON-EXPEDITED Y OT US-
BAYER-200912660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

PELVIC PAIN  

6909176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6909176 NON-EXPEDITED N HO US-
BAYER-200912774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 675 DAY BAYER
Medical device complication  
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Detailed Report
6910236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6910236 NON-EXPEDITED N OT US-
BAYER-200912790NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE INSERTION  

6920694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6920694 NON-EXPEDITED Y OT US-
BAYER-200913689NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6920719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6920719 NON-EXPEDITED N OT US-
BAYER-200911803NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6943631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6943631 NON-EXPEDITED Y OT US-
BAYER-200915469NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
Device expulsion  
PAIN  
UTERINE RUPTURE  
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6947182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6947182 NON-EXPEDITED N OT US-
BAYER-200915646NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN UNSPECIFIED INGREDIENT C ORAL  
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6962126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6962126 EXPEDITED (15-DAY) N OT CA-
BAYER-200917122NA

21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
BLADDER PAIN  
FEELING ABNORMAL  
PAIN  

6968089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6968089 NON-EXPEDITED Y US-
BAYER-200917538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6968253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6968253 NON-EXPEDITED N OT US-
BAYER-200918048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
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Detailed Report
6968255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6968255 EXPEDITED (15-DAY) N OT CA-
BAYER-200917897NA

40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL SWELLING COUMADIN C  
MUCOSAL INFLAMMATION METFORMIN HYDROCHLORIDE C  
SOMNOLENCE NEXIUM C  

6975069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2009 6975069 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE INTRA-UTERINE 9 MTH BAYER

6885952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6885952 EXPEDITED (15-DAY) Y OT US-
BAYER-200910861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S INTRAUTERINE  BAYER

6931970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6931970 NON-EXPEDITED N OT US-
BAYER-200914555NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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6958692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6958692 EXPEDITED (15-DAY) N OT US-
BAYER-200916813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6969245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6969245 EXPEDITED (15-DAY) Y OT RU-
BAYER-200918218GPV

42 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
VISUAL ACUITY REDUCED  

6969250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6969250 NON-EXPEDITED Y OT US-
BAYER-200918042NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6969252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6969252 NON-EXPEDITED N OT US-
BAYER-200918064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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6985276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2009 6985276 EXPEDITED (15-DAY) Y HO TPH-00171 19 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 748 WEEK

FATIGUE NORDETTE C  
LOVETTE C  

6711512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6711512 NON-EXPEDITED US-
BAYER-200828368NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6772388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6772388 EXPEDITED (15-DAY) N OT FR-
BAYER-200826649GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
CARBOHYDRATE ANTIGEN 125 INCREASED  
PELVIC PAIN  

6916656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6916656 NON-EXPEDITED N US-
BAYER-200912437NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 278 DAY BAYER
COLPOSCOPY  
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6920734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6920734 NON-EXPEDITED N US-
BAYER-200911975NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6963532 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200917827GPV

46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6970248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2009 6970248 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200918312GPV

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECCHYMOSIS MIRENA S INTRAUTERINE  BAYER
THROMBOCYTOPENIA CEFPODOXIME PROXETIL C 11 DAY

6637652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6637652 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200816522GPV

34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
Haemorrhage in pregnancy  
Medical device complication  
PREMATURE RUPTURE OF MEMBRANES  
PYREXIA  
RETROPLACENTAL HAEMATOMA  
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6868024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6868024 NON-EXPEDITED Y US-
BAYER-200841301NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 2 YR BAYER

6911977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6911977 NON-EXPEDITED N US-
BAYER-200910966NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  
DYSPAREUNIA  
VAGINAL DISCHARGE  

6911980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6911980 NON-EXPEDITED N US-
BAYER-200913324NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA VICODIN C  
ABDOMINAL PAIN LOWER ACETAMINOPHEN C  
CYST  
Vulvovaginal pain  

6913275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6913275 NON-EXPEDITED N US-
BAYER-200913382NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
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Detailed Report
6920724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6920724 NON-EXPEDITED N US-
BAYER-200911971NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSURIA  
GENITAL DISCOMFORT  
PENILE SWELLING  

6925430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6925430 EXPEDITED (15-DAY) Y HO IE-
BAYER-200910527BNE

44 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE  BAYER

6942559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6942559 NON-EXPEDITED N US-
BAYER-200913086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
STAPHYLOCOCCAL INFECTION  

6971296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6971296 NON-EXPEDITED N OT US-
BAYER-200918398NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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6976860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6976860 DIRECT N HO,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 5 YEAR INTRA-

UTERINE
 

FOETAL DEATH  
MATERNAL EXPOSURE DURING PREGNANCY  
PRODUCT QUALITY ISSUE  

6976936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2009 6976936 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ABDOMINAL DISTENSION  
ALOPECIA  
BACK PAIN  
FEELING ABNORMAL  
HAEMORRHAGE  
HEADACHE  

6668448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6668448 NON-EXPEDITED N US-
BAYER-200825106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6705817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6705817 NON-EXPEDITED Y US-
BAYER-200827458NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
Medical device complication YASMIN S ORAL  BAYER
PREGNANCY ON ORAL CONTRACEPTIVE  

6873711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6873711 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200841777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LARGE INTESTINE PERFORATION MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GASTROINTESTINAL PERFORATION  
INFECTION  
UTERINE RUPTURE  

6878283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6878283 NON-EXPEDITED N US-
BAYER-200841096NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
Medical device complication  
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6879349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6879349 EXPEDITED (15-DAY) N DE,HO US-
BAYER-200910421NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECROTISING FASCIITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SEPSIS  

6896631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6896631 NON-EXPEDITED N US-
BAYER-200841829NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS 36 MTH BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
VAGINITIS BACTERIAL  

6901671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6901671 NON-EXPEDITED N US-
BAYER-200911715NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6916650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6916650 NON-EXPEDITED N US-
BAYER-200912100NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS 735 DAY BAYER
AMENORRHOEA  
MOOD SWINGS  
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Detailed Report
6925427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6925427 NON-EXPEDITED N OT US-
BAYER-200913951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6972392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972392 NON-EXPEDITED Y US-
BAYER-200916391NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6972394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972394 NON-EXPEDITED Y US-
BAYER-200916308NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 128 DAY BAYER

6972395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972395 NON-EXPEDITED N US-
BAYER-200916392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6972396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972396 NON-EXPEDITED Y US-
BAYER-200916698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6972397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972397 NON-EXPEDITED Y US-
BAYER-200916390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6972398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972398 NON-EXPEDITED Y US-
BAYER-200916311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6972399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972399 NON-EXPEDITED Y US-
BAYER-200916013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
Medical device complication  
PAIN  

6972404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6972404 NON-EXPEDITED N US-
BAYER-200916537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2009 6978128 DIRECT N HO 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
DEVICE EXPULSION  
MATERNAL EXPOSURE DURING PREGNANCY  

Page: 2,095 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6694278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6694278 NON-EXPEDITED N US-
BAYER-200827219NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 197 DAY BAYER
ABDOMINAL PAIN LOWER  

6711475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6711475 EXPEDITED (15-DAY) Y OT US-
BAYER-200828373NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
BACK PAIN YAZ S ORAL  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
GENITAL HAEMORRHAGE  
HAEMOGLOBIN DECREASED  
NAUSEA  
OVARIAN CYST  
PELVIC PAIN  
UTERINE HAEMORRHAGE  
UTERINE POLYP  
VAGINAL HAEMORRHAGE  

6807047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6807047 NON-EXPEDITED Y HO,OT US-
BAYER-200837747NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 5 YR BAYER
Medical device complication  
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Detailed Report
6948273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6948273 NON-EXPEDITED N OT US-
BAYER-200915406NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 2 DAY BAYER

6949452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6949452 NON-EXPEDITED Y OT US-
BAYER-200915618NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

6950772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6950772 NON-EXPEDITED Y OT US-
BAYER-200915958NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 66 DAY BAYER
PROCEDURAL PAIN  

6952770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6952770 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200916106NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6973563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6973563 NON-EXPEDITED N OT US-
BAYER-200918346NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
Device expulsion  
MEDICATION ERROR  

6973582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6973582 NON-EXPEDITED N US-
BAYER-200914866NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
ABDOMINAL PAIN LOWER VITAMINS C  
ANXIETY  
FATIGUE  
GENITAL HAEMORRHAGE  

6979642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6979642 DIRECT Y HO 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL S ORAL 1 TABLET -COMBINED

PILL- DAILY PO
7 YR

LEVONORGESTREL S ORAL 1 TABLET -COMBINED
PILL- DAILY PO

7 YR
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6979666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6979666 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  
EDUCATIONAL PROBLEM  
IMPAIRED WORK ABILITY  
INTERVERTEBRAL DISC DISORDER  
MEDICAL DEVICE COMPLICATION  
MENTAL DISORDER  
PARTNER STRESS  

6980033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6980033 DIRECT N HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS LEVORA S ORAL 1 PILL PER DAY PO 1

PILL TAKEN
 WATSON

DYSPNOEA  
FEELING ABNORMAL  
HEADACHE  
LOSS OF CONSCIOUSNESS  

6981419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6981419 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
COMPLICATION OF DEVICE INSERTION  

6981432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2009 6981432 DIRECT N DS 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PLATELET COUNT DECREASED MIRENA S  
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Detailed Report
6724480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6724480 NON-EXPEDITED N US-
BAYER-200829979NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6816513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6816513 EXPEDITED (15-DAY) N OT US-
BAYER-200838425NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
LOSS OF CONSCIOUSNESS MAXALT-MLT C ORAL  
APHAGIA  
DYSAESTHESIA  
Hypoaesthesia  
MIGRAINE  
PHARYNGEAL OEDEMA  

6924737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6924737 NON-EXPEDITED Y US-
BAYER-200913741NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6930797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6930797 NON-EXPEDITED Y US-
BAYER-200914277NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
6937128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6937128 NON-EXPEDITED N OT US-
BAYER-200915186NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6945385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6945385 EXPEDITED (15-DAY) N OT US-
BAYER-200915235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

6954076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6954076 NON-EXPEDITED N OT US-
BAYER-200916247NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

6955303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6955303 NON-EXPEDITED Y HO,OT US-
BAYER-200916577NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 621 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
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6955304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6955304 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200916726NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMNESIA  
CONCUSSION  
HEAD INJURY  
MASS  

6955311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6955311 NON-EXPEDITED N OT US-
BAYER-200916410NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 46 DAY BAYER
Medical device complication ALBUTEROL C  

ZOLOFT C ORAL Total daily dose: 50 MG  

6974796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974796 EXPEDITED (15-DAY) N OT HU-
BAYER-200918297GPV

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY YAZ S ORAL  BAYER
VAGINAL HAEMORRHAGE PLAN B S ORAL Total daily dose: 1.5 MG

Unit dose: 0.75 MG
 

6974797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974797 EXPEDITED (15-DAY) Y OT US-
BAYER-200918363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBERCULOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6974809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974809 NON-EXPEDITED N US-
BAYER-200914218NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DRUG INEFFECTIVE FOR UNAPPROVED
INDICATION

 

6974810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974810 NON-EXPEDITED N US-
BAYER-200914211NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

6974811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974811 NON-EXPEDITED N US-
BAYER-200914210NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

IBUPROFEN C ORAL 800 MG  

6974812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974812 NON-EXPEDITED N US-
BAYER-200914366NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6974813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974813 NON-EXPEDITED N US-
BAYER-200914487NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6974815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974815 NON-EXPEDITED N US-
BAYER-200914311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE  BAYER

6974816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974816 NON-EXPEDITED N US-
BAYER-200914855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
GALACTORRHOEA  
IRRITABILITY  
MALAISE  

6974817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974817 NON-EXPEDITED N US-
BAYER-200914314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUAL DYSFUNCTION MIRENA S INTRAUTERINE 3 MTH BAYER
ABDOMINAL PAIN LOWER  

6974818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974818 NON-EXPEDITED N US-
BAYER-200914951NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

NORPLANT C  
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Detailed Report
6974819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6974819 NON-EXPEDITED N US-
BAYER-200914949NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
MENSTRUATION DELAYED  
MOOD ALTERED  

6983760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2009 6983760 DIRECT N DS,OT 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRACISTERNAL INTRACISTER  
ACTIVITIES OF DAILY LIVING IMPAIRED  
MEDICAL DEVICE COMPLICATION  
PAIN  

6641597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6641597 NON-EXPEDITED N US-
BAYER-200822505NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 866 DAY BAYER

Medical device complication  

6690245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6690245 NON-EXPEDITED Y OT US-
BAYER-200826570NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Device dislocation ZOLOFT C  
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Detailed Report
6790162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6790162 NON-EXPEDITED N OT US-
BAYER-200835194NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
DIZZINESS  
DYSPNOEA  
FATIGUE  
FEELING ABNORMAL  
GENERAL SYMPTOM  
HEADACHE  
HEART RATE INCREASED  
LYMPHADENOPATHY  
NAUSEA  
TENDONITIS  
UTERINE ENLARGEMENT  
UTERINE PAIN  

6804679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6804679 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200829435GPV

40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1539 DAY BAYER
BREAST MASS  
METASTASES TO LYMPH NODES  
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Detailed Report
6826511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6826511 NON-EXPEDITED N US-
BAYER-200837533NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  
VAGINAL DISCHARGE  

6829186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6829186 EXPEDITED (15-DAY) Y HO DE-
BAYER-200831432GPV

27 YR Female DEU
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6829186
Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALTERED STATE OF CONSCIOUSNESS MIRENA S INTRAUTERINE 448 DAY BAYER
CYSTITIS UNSPECIFIED INGREDIENT C UNKNOWN  
PYELONEPHRITIS UNSPECIFIED INGREDIENT C UNKNOWN 3 MTH
URINARY TRACT INFECTION ANTIMYCOTICS C UNKNOWN  
ACNE  
ACNE PUSTULAR  
ALOPECIA  
DANDRUFF  
DEPRESSION  
DRY EYE  
ECZEMA  
EYE SWELLING  
FATIGUE  
HEADACHE  
HIRSUTISM  
HOT FLUSH  
HYPERHIDROSIS  
MALAISE  
MIGRAINE  
NIGHT SWEATS  
PIGMENTATION DISORDER  
PROCEDURAL PAIN  
RASH MACULAR  
SKIN DISCOLOURATION  
SKIN HYPERPIGMENTATION  
SKIN ODOUR ABNORMAL  
SLEEP DISORDER  
VAGINAL HAEMORRHAGE  
VISUAL IMPAIRMENT  
VULVOVAGINAL CANDIDIASIS  
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6888955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6888955 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200911135NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
APHASIA  
BACK PAIN  
CEREBROVASCULAR ACCIDENT  
LOSS OF CONSCIOUSNESS  
MALAISE  
MIGRAINE  
MOBILITY DECREASED  
VISION BLURRED  

6890055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6890055 EXPEDITED (15-DAY) N OT US-
BAYER-200911134NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
OVARIAN INFECTION MY MEDICATION NOS C  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BREAST ENLARGEMENT  
FOOD CRAVING  
HYPOMENORRHOEA  
MALAISE  
PYREXIA  
SCREAMING  
WEIGHT INCREASED  
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Detailed Report
6900250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6900250 NON-EXPEDITED N OT US-
BAYER-200911948NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE ADDERALL C ORAL Total daily dose: 10 MG  
PREGNANCY WITH CONTRACEPTIVE DEVICE ZOLOFT C ORAL Total daily dose: 75 MG  

6903010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6903010 NON-EXPEDITED Y US-
BAYER-200910390NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE CERVICAL LACERATION  

6905682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6905682 NON-EXPEDITED N US-
BAYER-200841321NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL 0.045/0.015MG QD  BAYER
MENORRHAGIA METHOTREXATE C  
NO ADVERSE EVENT LEVOTHYROXINE SODIUM C  
Product quality issue  
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Detailed Report
6907868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6907868 NON-EXPEDITED Y OT US-
BAYER-200912479NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

PELVIC PAIN LEXAPRO C ORAL 20 MG/DAY  
Medical device complication  
POST PROCEDURAL HAEMATOMA  
POST PROCEDURAL HAEMORRHAGE  

6910327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6910327 NON-EXPEDITED N US-
BAYER-200911149NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTIMUOUS  BAYER
Product quality issue  

6910866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6910866 NON-EXPEDITED N OT US-
BAYER-200913277NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6910885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6910885 NON-EXPEDITED N OT US-
BAYER-200912653NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation ADDERALL C ORAL  

CITALOPRAM HYDROBROMIDE C ORAL As used: 10 MG  
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6916661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6916661 NON-EXPEDITED N OT US-
BAYER-200913452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

6919092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6919092 NON-EXPEDITED Y OT US-
BAYER-200913572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6920678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6920678 NON-EXPEDITED N HO,OT US-
BAYER-200913474NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 1079 DAY BAYER
AMENORRHOEA  

6920683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6920683 NON-EXPEDITED Y OT US-
BAYER-200913712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
6920693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6920693 NON-EXPEDITED N OT US-
BAYER-200913576NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1267 DAY BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
GENITAL HAEMORRHAGE  

6924713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6924713 NON-EXPEDITED N US-
BAYER-200912318NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

6926858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6926858 EXPEDITED (15-DAY) Y OT US-
BAYER-200913874NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE LEIOMYOMA  
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Detailed Report
6932057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6932057 NON-EXPEDITED N OT US-
BAYER-200914369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication PARAGARD T380A S INTRAUTERINE  
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  

6948272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6948272 NON-EXPEDITED N OT US-
BAYER-200915768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6955320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6955320 NON-EXPEDITED N OT US-
BAYER-200916580NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976019 NON-EXPEDITED N US-
BAYER-200915082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6976020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976020 NON-EXPEDITED N US-
BAYER-200914939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
VAGINAL ODOUR  

6976022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976022 NON-EXPEDITED N US-
BAYER-200914947NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

6976023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976023 NON-EXPEDITED N US-
BAYER-200915115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
COITAL BLEEDING  

6976024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976024 NON-EXPEDITED N US-
BAYER-200915164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT LEXAPRO C  
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6976025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976025 NON-EXPEDITED N US-
BAYER-200915158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976034 NON-EXPEDITED N US-
BAYER-200915093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS  BAYER

6976035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976035 NON-EXPEDITED N US-
BAYER-200915119NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976036 NON-EXPEDITED N US-
BAYER-200915070NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER

6976038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976038 NON-EXPEDITED N US-
BAYER-200915079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
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Detailed Report
6976040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976040 NON-EXPEDITED N US-
BAYER-200914940NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
INSOMNIA  
Medical device complication  
RESTLESSNESS  

6976044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976044 NON-EXPEDITED N US-
BAYER-200915246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 63 MTH BAYER

6976046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976046 NON-EXPEDITED N US-
BAYER-200915249NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976049 NON-EXPEDITED N US-
BAYER-200915167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6976050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976050 NON-EXPEDITED N US-
BAYER-200915161NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976053 NON-EXPEDITED N US-
BAYER-200916456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976055 NON-EXPEDITED N US-
BAYER-200915253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  

6976057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976057 NON-EXPEDITED Y US-
BAYER-200916447NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6976059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976059 NON-EXPEDITED N US-
BAYER-200915247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,118 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6976060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976060 NON-EXPEDITED N US-
BAYER-200915228NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976061 NON-EXPEDITED N US-
BAYER-200916474NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976062 NON-EXPEDITED Y US-
BAYER-200916545NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976063 NON-EXPEDITED N US-
BAYER-200915184NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6976065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976065 NON-EXPEDITED N US-
BAYER-200916475NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 155 DAY BAYER
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Detailed Report
6976066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976066 NON-EXPEDITED N US-
BAYER-200916610NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976067 NON-EXPEDITED N US-
BAYER-200915255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 8 WEEK BAYER
ABDOMINAL PAIN LOWER  

6976068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976068 NON-EXPEDITED N US-
BAYER-200916563NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6976086 EXPEDITED (15-DAY) N OT US-
BAYER-200918703NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6981889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6981889 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  BAYER
CHEST PAIN  
FATIGUE  
HOT FLUSH  
HYPOAESTHESIA  
INFLUENZA LIKE ILLNESS  
MIGRAINE  
MOOD SWINGS  
NIGHT SWEATS  
UPPER RESPIRATORY TRACT INFECTION  

6983722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2009 6983722 DIRECT N RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TENDONITIS MIRENA S INTRAUTERINE INTRA-UTERINE  
ARTHRALGIA  
PAIN IN JAW  

6920697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6920697 NON-EXPEDITED N OT US-
BAYER-200913580NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
NIGHT SWEATS  
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Detailed Report
6941285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6941285 NON-EXPEDITED N US-
BAYER-200913285NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER PARAGARD T380A S  
GENITAL HAEMORRHAGE  

6977023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977023 EXPEDITED (15-DAY) N OT GB-
BAYER-200911290BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS NONINFECTIVE MIRENA S INTRAUTERINE  BAYER
RASH  

6977074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977074 NON-EXPEDITED N US-
BAYER-200916702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6977077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977077 NON-EXPEDITED N US-
BAYER-200916550NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

6977078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977078 NON-EXPEDITED N US-
BAYER-200916801NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER
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Detailed Report
6977081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977081 NON-EXPEDITED N US-
BAYER-200916548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 179 DAY BAYER

6977082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977082 NON-EXPEDITED N US-
BAYER-200916632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 629 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

6977083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977083 NON-EXPEDITED N US-
BAYER-200916745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

6977086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977086 NON-EXPEDITED Y US-
BAYER-200916445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  

6977087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977087 NON-EXPEDITED Y US-
BAYER-200916544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6977088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977088 NON-EXPEDITED Y US-
BAYER-200916619NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 132 DAY BAYER

6977089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977089 NON-EXPEDITED N US-
BAYER-200916446NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6977090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977090 NON-EXPEDITED N US-
BAYER-200916785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6977091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6977091 NON-EXPEDITED N US-
BAYER-200916667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

6985438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6985438 EXPEDITED (15-DAY) Y HO 192315USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS ENPRESSE S ORAL (4 IN 1 D), ORAL  
DYSPNOEA  
DYSURIA  
PLEURAL EFFUSION  
WHITE BLOOD CELL COUNT DECREASED  
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Detailed Report
6985439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6985439 EXPEDITED (15-DAY) N DE,HO 192341USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA NORDETTE S  
BRAIN HERNIATION  
CEREBRAL INFARCTION  
DIZZINESS  
HYPOAESTHESIA  
PYREXIA  
SUPERIOR SAGITTAL SINUS THROMBOSIS  

6985934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2009 6985934 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S  
FATIGUE  
INFLAMMATION  
PRURITUS  
RASH  
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Detailed Report
6276284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6276284 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2004243279US

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE PROVERA S ORAL UNK  PFIZER
CEREBROVASCULAR ACCIDENT MEDROXYPROGESTERONE

\MEDROXYPROGESTERONE
ACETATE

S ORAL UNK  PFIZER

PANCREATITIS DEPO-PROVERA S PARENTERAL  PFIZER
DIABETES MELLITUS FEMHRT S UNK  

PREMPRO S UNK  
PREMARIN S ORAL 0.625 mg, UNK  
ALESSE 28 S UNK  
ESTRATEST HS S UNK  
LOPID C UNK  
ATIVAN C UNK  
ATIVAN C  
GLUCOPHAGE C UNK  
SYNTHROID C UNK  
PRAVACHOL C UNK  
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Detailed Report
6673299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6673299 NON-EXPEDITED Y US-
BAYER-200825519NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
DYSPAREUNIA  
MALAISE  
Medical device complication  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6713791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6713791 NON-EXPEDITED Y US-
BAYER-200828974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Device expulsion  

6898235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6898235 NON-EXPEDITED N US-
BAYER-200911724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

6925456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6925456 NON-EXPEDITED N US-
BAYER-200913937NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6925459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6925459 NON-EXPEDITED N US-
BAYER-200913935NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6926864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6926864 NON-EXPEDITED Y OT US-
BAYER-200914115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6930780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6930780 NON-EXPEDITED N OT US-
BAYER-200914432NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
PROCEDURAL PAIN  

6930855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6930855 NON-EXPEDITED N US-
BAYER-200912947NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITAMIN D DEFICIENCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6931939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6931939 NON-EXPEDITED Y US-
BAYER-200914341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
Medical device complication  

6946679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6946679 NON-EXPEDITED N US-
BAYER-200913683NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG EFFECT DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

LAMICTAL S  

6952522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6952522 NON-EXPEDITED N US-
BAYER-200913772NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL CHANGE WEEKLY  BAYER
Product quality issue  

6954075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6954075 NON-EXPEDITED N OT US-
BAYER-200916302NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

WELLBUTRIN SR C ORAL Total daily dose: 200
MG
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Detailed Report
6958685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6958685 NON-EXPEDITED N OT US-
BAYER-200916666NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 788 DAY BAYER
ECTOPIC PREGNANCY  
Medical device complication  

6958687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6958687 NON-EXPEDITED N OT US-
BAYER-200916816NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  
PAIN  

6962119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6962119 EXPEDITED (15-DAY) Y HO US-
BAYER-200917155NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 5 DAY BAYER
NECK PAIN ATENOLOL C ORAL Total daily dose: 25 MG  
OEDEMA PERIPHERAL HYDROCHLOROTHIAZIDE C ORAL Total daily dose: 25 MG  
OEDEMA GENITAL TOPAMAX C ORAL Total daily dose: 25 MG  
RASH ERYTHEMATOUS PROVENTIL C NASAL  
HEADACHE  
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Detailed Report
6966864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6966864 EXPEDITED (15-DAY) Y HO,LT,OT 2009S1004896 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION AMNESTEEM S  

AMNESTEEM S  
SEASONALE S  

6978369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978369 EXPEDITED (15-DAY) N OT BR-
BAYER-200915450LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUSLY
60 DAY BAYER

INSOMNIA  
Medical device complication  
MOBILITY DECREASED  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
VAGINAL ULCERATION  
Vulvovaginal pain  

6978370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978370 EXPEDITED (15-DAY) N HO US-
BAYER-200918724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LOSS OF CONSCIOUSNESS  
PARAESTHESIA  
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Detailed Report
6978373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978373 EXPEDITED (15-DAY) Y OT US-
BAYER-200918879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978412 NON-EXPEDITED Y US-
BAYER-200916844NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978414 NON-EXPEDITED Y US-
BAYER-200916721NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978415 NON-EXPEDITED Y US-
BAYER-200916715NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978416 NON-EXPEDITED Y US-
BAYER-200916740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 106 DAY BAYER
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Detailed Report
6978418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978418 NON-EXPEDITED N US-
BAYER-200916797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978422 NON-EXPEDITED Y US-
BAYER-200917321NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978423 NON-EXPEDITED Y US-
BAYER-200916846NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

6978424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978424 NON-EXPEDITED N US-
BAYER-200916906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978425 NON-EXPEDITED N US-
BAYER-200916909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 228 DAY BAYER
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Detailed Report
6978426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978426 NON-EXPEDITED N US-
BAYER-200916913NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER

6978427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978427 NON-EXPEDITED N US-
BAYER-200917252NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

6978428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978428 NON-EXPEDITED N US-
BAYER-200916903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978429 NON-EXPEDITED N US-
BAYER-200916916NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

6978430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978430 NON-EXPEDITED N US-
BAYER-200917215NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6978433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978433 NON-EXPEDITED N US-
BAYER-200916915NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

6978435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978435 NON-EXPEDITED N US-
BAYER-200917285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978437 NON-EXPEDITED N US-
BAYER-200916902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 6978440 NON-EXPEDITED N US-
BAYER-200916908NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7250941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2009 7250941 EXPEDITED (15-DAY) N OT 032399 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B S ORAL 1.5 MG (0.75 MG,2 IN 1

D),ORAL
 

ABORTION SPONTANEOUS  
DIZZINESS  
FATIGUE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6825646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6825646 NON-EXPEDITED Y OT US-
BAYER-200839274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6829194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6829194 EXPEDITED (15-DAY) N OT US-
BAYER-200839191NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 655 DAY BAYER

TEGRETOL C ORAL  

6920684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6920684 NON-EXPEDITED N HO US-
BAYER-200913879NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6924642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6924642 EXPEDITED (15-DAY) N OT US-
BAYER-200913743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 439 DAY BAYER
UTERINE RUPTURE  

6924643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6924643 NON-EXPEDITED Y OT US-
BAYER-200913875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6925431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6925431 NON-EXPEDITED Y OT US-
BAYER-200913939NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 161 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6979378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6979378 NON-EXPEDITED Y US-
BAYER-200916806NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  
PAIN  
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Detailed Report
6979379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6979379 NON-EXPEDITED N US-
BAYER-200915208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
PAIN  

6979381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6979381 NON-EXPEDITED N US-
BAYER-200915225NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6979396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6979396 EXPEDITED (15-DAY) N OT US-
BAYER-200918856NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6987214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6987214 DIRECT Y 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE IUD INTRA-UTERINE  

Page: 2,138 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6987891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6987891 DIRECT N HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S ENDOCERVICAL ENDOCERVICAL 1 MTH
NAUSEA  
VOMITING  

6988067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6988067 DIRECT N HO,DS,LT,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE VARIES CONTINUOUS

INTRA-UTERINE
APPROXIMATELY ONE
YEAR

 BAYER

ARTHRALGIA  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
RENAL PAIN  
UTERINE PAIN  
UTERINE RUPTURE  

6988743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2009 6988743 DIRECT N 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER
ANXIETY  
DEPRESSION  
HEADACHE  
PARAESTHESIA  
SINUSITIS  
WEIGHT INCREASED  
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Detailed Report
6650391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6650391 NON-EXPEDITED Y US-
BAYER-200823197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

6657748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6657748 NON-EXPEDITED N US-
BAYER-200822872NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 8 MTH BAYER
Medical device complication  

6688931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6688931 NON-EXPEDITED Y US-
BAYER-200826744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6751375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6751375 NON-EXPEDITED N US-
BAYER-200832477NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
6937142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6937142 EXPEDITED (15-DAY) N OT US-
BAYER-200914909NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN MASS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

6942642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6942642 NON-EXPEDITED N OT US-
BAYER-200915033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT CLIMARA PRO S TRANSDERMAL WEEKLY REAPPLIED  BAYER
CONFUSIONAL STATE  
DIZZINESS  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
MENSTRUAL DISORDER  

6963534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6963534 EXPEDITED (15-DAY) N OT CH-
BAYER-200917642GPV

51 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
GENITAL HERPES  
MUSCULOSKELETAL PAIN  
ORAL HERPES  
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Detailed Report
6980505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980505 NON-EXPEDITED Y HO,OT US-
BAYER-200919088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PAIN  

6980510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980510 NON-EXPEDITED Y OT US-
BAYER-200919286NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
BACK PAIN  
NAUSEA  

6980516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980516 NON-EXPEDITED Y HO US-
BAYER-200919085NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 58 DAY BAYER

6980566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980566 NON-EXPEDITED N US-
BAYER-200915061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6980567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980567 NON-EXPEDITED N US-
BAYER-200915206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOVULATORY CYCLE MIRENA S INTRAUTERINE 1 YR BAYER

6980575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980575 NON-EXPEDITED Y US-
BAYER-200917360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6980581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6980581 NON-EXPEDITED N US-
BAYER-200915288NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

METRORRHAGIA  

6988850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6988850 EXPEDITED (15-DAY) OT TPH-00175 26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

BREAST SWELLING  
DIZZINESS  
NAUSEA  
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Detailed Report
6989235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2009 6989235 DIRECT N DS 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  
PAIN  

6621399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6621399 EXPEDITED (15-DAY) N OT US-
BAYER-200819980NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINOUS
 BAYER

PYELONEPHRITIS BACTRIM DS C ORAL  

6712629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6712629 NON-EXPEDITED Y US-
BAYER-200828487NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
Device expulsion  
Haemorrhage in pregnancy  
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Detailed Report
6896611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6896611 NON-EXPEDITED N US-
BAYER-200841324NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MOOD SWINGS  
PALPITATIONS  

6914699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6914699 EXPEDITED (15-DAY) N OT US-
BAYER-200913036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE INFECTION  

6924683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6924683 NON-EXPEDITED N US-
BAYER-200911957NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  

6974396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6974396 EXPEDITED (15-DAY) Y HO,LT TPH-00170 Unknown JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL VENOUS SINUS THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 1 MTH
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Detailed Report
6981639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981639 EXPEDITED (15-DAY) Y OT CA-
BAYER-200918387NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHEST PAIN  
DYSPAREUNIA  
FATIGUE  
UTERINE PAIN  

6981645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981645 NON-EXPEDITED N US-
BAYER-200917247NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

6981646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981646 NON-EXPEDITED N US-
BAYER-200917241NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 61 DAY BAYER
DISCOMFORT  
PAIN  

6981647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981647 NON-EXPEDITED N US-
BAYER-200917244NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
Medical device complication  
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Detailed Report
6981648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981648 NON-EXPEDITED Y US-
BAYER-200917239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

6981649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981649 NON-EXPEDITED N US-
BAYER-200917273NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ZYRTEC C  

6981651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981651 NON-EXPEDITED N US-
BAYER-200917324NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

6981652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981652 NON-EXPEDITED N US-
BAYER-200917282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 196 DAY BAYER

6981653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981653 NON-EXPEDITED N US-
BAYER-200917450NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6981654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981654 NON-EXPEDITED N US-
BAYER-200917350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOS  BAYER

6981655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981655 NON-EXPEDITED N US-
BAYER-200917352NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

6981656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 6981656 NON-EXPEDITED N US-
BAYER-200917250NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7971516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2009 7971516 EXPEDITED (15-DAY) Y OT US-
WATSON-2009-02868

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVORA S ORAL 0.15/30, daily 20 DAY WATSON
Human chorionic gonadotropin positive PLACEBO S UNKNOWN No dose given  
ANAEMIA HUMAN CHORIONIC

GONADOTROPIN
S ORAL UNK  

VAGINAL HAEMORRHAGE  
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6668469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6668469 NON-EXPEDITED N US-
BAYER-200825300NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS 173 DAY BAYER

6983803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983803 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200918867GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN PENTASA C  
PYREXIA  

6983823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983823 NON-EXPEDITED N US-
BAYER-200915217NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE  BAYER
DEPRESSION  

6983826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983826 NON-EXPEDITED N US-
BAYER-200915222NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 7 YR BAYER

6983829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983829 NON-EXPEDITED N US-
BAYER-200839350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6983832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983832 NON-EXPEDITED N US-
BAYER-200917242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 82 DAY BAYER

6983833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983833 NON-EXPEDITED N US-
BAYER-200917368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

6983834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983834 NON-EXPEDITED N US-
BAYER-200917265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6983835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983835 NON-EXPEDITED N US-
BAYER-200917453NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER CELEXA C  

6983837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983837 NON-EXPEDITED N US-
BAYER-200915433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6983840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983840 NON-EXPEDITED Y US-
BAYER-200917454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 186 DAY BAYER

6983841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983841 NON-EXPEDITED N US-
BAYER-200915445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6983842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983842 NON-EXPEDITED N US-
BAYER-200915788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6983844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983844 NON-EXPEDITED N US-
BAYER-200917246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

6983845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983845 NON-EXPEDITED N US-
BAYER-200917366NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6983847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983847 NON-EXPEDITED Y PR-
BAYER-200917452NA

46 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER

6983848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983848 NON-EXPEDITED N US-
BAYER-200917457NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6983849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983849 NON-EXPEDITED N US-
BAYER-200915430NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ADDERALL C  
CLONAZEPAM C  
PAXIL C  

6983851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983851 NON-EXPEDITED N US-
BAYER-200915640NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
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Detailed Report
6983852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983852 NON-EXPEDITED N US-
BAYER-200915446NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6983853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6983853 NON-EXPEDITED N US-
BAYER-200915435NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

ELAVIL C  

6990284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 6990284 DIRECT N OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE LEVONORGESTREL-

RELEASING INTRA-
UTERI

 

DEPRESSION  
DERMATITIS  
TRICHORRHEXIS  

7250942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2009 7250942 EXPEDITED (15-DAY) N HO,OT 193149USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1
D), ORAL

 

ECTOPIC PREGNANCY TERMINATION DECAKETE C  
FALLOPIAN TUBE PERFORATION  
MATERNAL EXPOSURE DURING PREGNANCY  
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Detailed Report
6562887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6562887 NON-EXPEDITED Y OT US-
BAYER-200814313NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY, CONT. 1384 DAY BAYER
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
MENORRHAGIA  
VAGINAL DISCHARGE  

6676127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6676127 NON-EXPEDITED Y OT US-
BAYER-200825970NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ANAPROX C  
LEXAPRO C  
PHENTERMINE C  
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Detailed Report
6740670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6740670 NON-EXPEDITED N HO US-
BAYER-200831669NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
CHEST PAIN  
COMPLICATION OF DEVICE REMOVAL  
DRUG HYPERSENSITIVITY  
DYSPNOEA  
EMOTIONAL DISTRESS  
FATIGUE  
HORMONE LEVEL ABNORMAL  
Medical device complication  

6905751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6905751 EXPEDITED (15-DAY) N OT US-
BAYER-200912182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE  BAYER
ENDOMETRITIS  

6925433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6925433 NON-EXPEDITED Y OT US-
BAYER-200913989NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
6925434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6925434 NON-EXPEDITED Y OT US-
BAYER-200914021NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 354 DAY BAYER
Medical device complication  

6935831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6935831 NON-EXPEDITED N HO,OT US-
BAYER-200914688NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL INFECTION  
COMPLICATION OF DEVICE INSERTION  
DISCOMFORT  
GENITAL HAEMORRHAGE  
NAUSEA  

6943633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6943633 NON-EXPEDITED N OT US-
BAYER-200915032NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL DISCOMFORT  
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Detailed Report
6943634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6943634 NON-EXPEDITED Y OT US-
BAYER-200915141NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
NEURODERMATITIS  
PROCEDURAL PAIN  
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Detailed Report
6961094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6961094 EXPEDITED (15-DAY) N OT US-
BAYER-200916891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLINDNESS TRANSIENT MIRENA S INTRAUTERINE 3 YR BAYER
ALOPECIA  
ANXIETY  
APATHY  
ASTHENIA  
BACK PAIN  
COUGH  
DISTURBANCE IN ATTENTION  
DIZZINESS  
FATIGUE  
FOREIGN BODY SENSATION IN EYES  
HEADACHE  
HYPOAESTHESIA  
IRRITABILITY  
LOSS OF LIBIDO  
MOVEMENT DISORDER  
NASAL CONGESTION  
NERVOUSNESS  
NIGHT BLINDNESS  
PALPITATIONS  
PHOTOPHOBIA  
POLLAKIURIA  
SPEECH DISORDER  
SWOLLEN TONGUE  
TEMPERATURE INTOLERANCE  
TREMOR  
VISION BLURRED  
WEIGHT DECREASED  
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Detailed Report
6961095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6961095 NON-EXPEDITED Y OT US-
BAYER-200917101NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 13 DAY BAYER

6962112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6962112 NON-EXPEDITED Y OT US-
BAYER-200916895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INFECTION  
OVARIAN CYST  

6963528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6963528 EXPEDITED (15-DAY) N OT US-
BAYER-200914389NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY RETENTION MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
ABDOMINAL PAIN LOWER SYNTHROID C ORAL 0.125  

LORATADINE
\PSEUDOEPHEDRINE SULFATE

C ORAL 250/5  

6980498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6980498 NON-EXPEDITED N OT US-
BAYER-200918808NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GASTRIC DISORDER ASPIRIN S ORAL  BAYER
PAIN PAXIL C  
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Detailed Report
6983804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6983804 EXPEDITED (15-DAY) Y OT GB-
BAYER-200911356BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
SYNCOPE  
VAGINAL DISCHARGE  

6985235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6985235 NON-EXPEDITED N OT US-
BAYER-200919219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

6985237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6985237 NON-EXPEDITED Y OT US-
BAYER-200919185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6985238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6985238 NON-EXPEDITED Y OT US-
BAYER-200919181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6985244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6985244 EXPEDITED (15-DAY) N OT US-
BAYER-200919261NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
Medical device complication  

6992347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6992347 DIRECT N 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYELID OEDEMA MIRENA S  BAYER
ACNE  
DRY SKIN  
HYPERSENSITIVITY  
IMPAIRED HEALING  
PRURITUS GENERALISED  
RASH MACULO-PAPULAR  
SCRATCH  
STRESS  

6992376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6992376 DIRECT N DS 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
6992702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6992702 DIRECT N DS,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
DIZZINESS  
FEELING ABNORMAL  
INSOMNIA  
MEDICAL DEVICE COMPLICATION  
PAIN  
PAIN IN EXTREMITY  

6992824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2009 6992824 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S ONCE EVERY 5 YEARS

INTRA-UTERINE
 

ANGER  
CONDITION AGGRAVATED  
CONFUSIONAL STATE  
CRYING  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FATIGUE  
IRRITABILITY  
OEDEMA PERIPHERAL  
PANIC ATTACK  
PRODUCT LABEL ISSUE  
THINKING ABNORMAL  
WEIGHT INCREASED  
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Detailed Report
6528360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6528360 NON-EXPEDITED Y US-
BAYER-200810794NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL PERFORATION MIRENA S INTRAUTERINE  BAYER
MEDICAL DEVICE COMPLICATION  

6538494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6538494 NON-EXPEDITED N US-
BAYER-200811926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

6553651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6553651 NON-EXPEDITED Y US-
BAYER-200811927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

6553657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6553657 NON-EXPEDITED Y US-
BAYER-200811922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER
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Detailed Report
6579833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6579833 NON-EXPEDITED N US-BAYER-
US-2007-016767

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/day, cont 115 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
Device expulsion  
MEDICAL DEVICE COMPLICATION  

6592369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6592369 NON-EXPEDITED Y US-
BAYER-200812151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPLASIA MIRENA S INTRAUTERINE  BAYER

6607181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6607181 NON-EXPEDITED N US-
BAYER-200818592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 UG/DAY,

CONTINUOUS
 BAYER

VAGINAL PERFORATION  

6607189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6607189 NON-EXPEDITED N US-
BAYER-200818593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 UG/DAY,

CONTINUOUS
 BAYER

VAGINAL PERFORATION  
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Detailed Report
6760131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6760131 EXPEDITED (15-DAY) N US-
BAYER-200832723NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENTEROCOCCAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 220 DAY BAYER
ABDOMINAL PAIN LOWER NASACORT C NASAL 2 SPRAYS/DAY  
ABDOMINAL DISTENSION  
VAGINAL HAEMORRHAGE  

6826374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6826374 EXPEDITED (15-DAY) Y JP-
BAYER-200812806BYL

Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE Total daily dose: 20 µG

Unit dose: 52 MG
 BAYER

6900244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6900244 EXPEDITED (15-DAY) Y DK-
BAYER-200911875GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 109 DAY BAYER

6900254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6900254 NON-EXPEDITED N OT US-
BAYER-200911512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
MENOMETRORRHAGIA B/P MED NOS C  
ABDOMINAL PAIN  
INFECTION  
VAGINAL DISCHARGE  
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Detailed Report
6901651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6901651 NON-EXPEDITED N US-
BAYER-200910354NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6905776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6905776 EXPEDITED (15-DAY) N OT US-
BAYER-200912275NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
MENORRHAGIA  

6905781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6905781 NON-EXPEDITED N OT US-
BAYER-200912255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6907812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6907812 NON-EXPEDITED N US-
BAYER-200910859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

BREAST TENDERNESS  
PRODUCT QUALITY ISSUE  
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Detailed Report
6916599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6916599 NON-EXPEDITED N US-
BAYER-200911714NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA HUMALOG C  
DYSURIA  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

6916645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6916645 EXPEDITED (15-DAY) N OT US-
BAYER-200912095NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORGASMIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ESTRADIOL C ORAL  
SYNTHROID C ORAL  

6926860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6926860 NON-EXPEDITED Y OT US-
BAYER-200914120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6926861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6926861 NON-EXPEDITED N OT US-
BAYER-200914117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6926862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6926862 NON-EXPEDITED N HO,OT US-
BAYER-200914123NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6926865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6926865 NON-EXPEDITED Y OT US-
BAYER-200914119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6926867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6926867 NON-EXPEDITED Y OT US-
BAYER-200914116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6930806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6930806 NON-EXPEDITED Y OT US-
BAYER-200914390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6930810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6930810 NON-EXPEDITED Y OT US-
BAYER-200914493NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
PELVIC PAIN  
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Detailed Report
6949397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6949397 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200916029NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOSPITALISATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AGGRESSION  
AMENORRHOEA  
BLOOD GLUCOSE DECREASED  
BLOOD IRON INCREASED  
CHEMICAL POISONING  
CONVULSION  
DYSGEUSIA  
DYSPAREUNIA  
EATING DISORDER  
FAECES DISCOLOURED  
INSOMNIA  
MENSTRUATION IRREGULAR  
MIGRAINE  
STRESS  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  
VOMITING  
WEIGHT LOSS POOR  

6952769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6952769 NON-EXPEDITED N OT US-
BAYER-200915944NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,169 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6959820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6959820 NON-EXPEDITED N OT US-
BAYER-200916944NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6969247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6969247 NON-EXPEDITED Y OT US-
BAYER-200918055NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 46 DAY BAYER

METHYLDOPA C 250 MG  

6969248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6969248 NON-EXPEDITED Y HO,OT US-
BAYER-200918044NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 68 DAY BAYER
PELVIC PAIN  

6979397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6979397 EXPEDITED (15-DAY) N OT SE-
BAYER-200918810GPV

Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 166 DAY BAYER

ENALAPRIL C  
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6983831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6983831 NON-EXPEDITED Y OT US-
BAYER-200918149NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
Medical device complication  

6986581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986581 NON-EXPEDITED Y OT US-
BAYER-200919519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6986584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986584 NON-EXPEDITED N OT US-
BAYER-200919499NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
CERVICITIS  
CERVIX INFLAMMATION  
COITAL BLEEDING  
DYSPAREUNIA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6986586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986586 NON-EXPEDITED N HO US-
BAYER-200919480NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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Detailed Report
6986587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986587 NON-EXPEDITED Y OT US-
BAYER-200919485NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986590 EXPEDITED (15-DAY) N OT US-
BAYER-200919067NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

6986618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986618 NON-EXPEDITED US-
BAYER-200914436NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL DISCHARGE  

6986620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986620 NON-EXPEDITED N US-
BAYER-200915451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
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Detailed Report
6986621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986621 NON-EXPEDITED N US-
BAYER-200914169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986625 NON-EXPEDITED N US-
BAYER-200910750NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986627 NON-EXPEDITED N US-
BAYER-200915812NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

6986628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986628 NON-EXPEDITED Y US-
BAYER-200917392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986631 NON-EXPEDITED Y US-
BAYER-200917390NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6986639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986639 NON-EXPEDITED N US-
BAYER-200915456NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
PROCEDURAL PAIN  

6986641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986641 NON-EXPEDITED N US-
BAYER-200915801NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6986642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986642 NON-EXPEDITED N US-
BAYER-200915826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN ODOUR ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986644 NON-EXPEDITED N US-
BAYER-200915794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986646 NON-EXPEDITED N US-
BAYER-200915833NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6986651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986651 NON-EXPEDITED N US-
BAYER-200915828NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

6986656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986656 NON-EXPEDITED N US-BAYER-
US-2005-011478

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
FATIGUE  
NAUSEA  

6986657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986657 NON-EXPEDITED Y US-
BAYER-200917478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986658 NON-EXPEDITED N US-
BAYER-200917487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6986659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986659 NON-EXPEDITED N US-
BAYER-200917474NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986661 NON-EXPEDITED N US-
BAYER-200917621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6986663 NON-EXPEDITED Y US-
BAYER-200917632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6987279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6987279 NON-EXPEDITED N US-
BAYER-200915795NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6993395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6993395 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ALOPECIA  
BLINDNESS  
FATIGUE  
HAEMORRHAGE  
MEMORY IMPAIRMENT  
METRORRHAGIA  
OEDEMA PERIPHERAL  
PREMENSTRUAL SYNDROME  

6993661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2009 6993661 DIRECT N HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  

6661234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6661234 NON-EXPEDITED N US-
BAYER-200824399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
FATIGUE  
Medical device complication  
NAUSEA  
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Detailed Report
6674764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6674764 NON-EXPEDITED N US-
BAYER-200825683NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
16 MTH BAYER

6909172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6909172 EXPEDITED (15-DAY) Y OT US-
BAYER-200912274NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JAUNDICE MIRENA S INTRAUTERINE  BAYER

6987714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6987714 NON-EXPEDITED N A0757277A 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIGH RISK SEXUAL BEHAVIOUR AMOXIL S UNKNOWN  GLAXOSMITHKLINE
MENSTRUATION DELAYED LEVONORGESTREL S ORAL .75MG Twice per day 2 DAY
OTITIS MEDIA DICLOXACILLIN SODIUM S UNKNOWN 500MG Four times per

day
 GLAXOSMITHKLINE

BACK PAIN  
DIZZINESS  
HEADACHE  
NAUSEA  

6987763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6987763 NON-EXPEDITED N US-
BAYER-200919492NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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Detailed Report
6987766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6987766 NON-EXPEDITED N US-
BAYER-200919510NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

6987767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6987767 NON-EXPEDITED Y US-
BAYER-200919587NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  
PAIN  
VAGINAL HAEMORRHAGE  

6993054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6993054 EXPEDITED (15-DAY) N OT 193420USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
 

HYPOMENORRHOEA  
MENSTRUATION DELAYED  

6993602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2009 6993602 DIRECT N DS,RI 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S  
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Detailed Report
6930966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6930966 NON-EXPEDITED Y US-
BAYER-200914481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6956389 NON-EXPEDITED N HO,OT US-
BAYER-200916266NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 256 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

6987752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6987752 NON-EXPEDITED Y OT US-
BAYER-200919954NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER
METRORRHAGIA  

6988706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6988706 NON-EXPEDITED Y OT US-
BAYER-200919847NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
Medical device complication  
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Detailed Report
6988722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6988722 NON-EXPEDITED N OT US-
BAYER-200919856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
Medical device complication  

6994027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6994027 DIRECT N OT 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 1 TIME  
GAIT DISTURBANCE  
INFECTED CYST  

6995355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6995355 DIRECT N HO,DS,LT,OT,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE INTRA-UTERINE  
AMNESIA  
DYSPEPSIA  
FEELING ABNORMAL  
HOT FLUSH  
NIGHT SWEATS  
PALPITATIONS  
PANIC ATTACK  
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Detailed Report
6995357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2009 6995357 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 ?G PER DAY INTRA-

UTERINE
20 YR BAYER

ABDOMINAL PAIN  
ANXIETY  
DEPRESSION  
DIZZINESS  
HYPERTENSION  
MOOD ALTERED  
NAUSEA  
QUALITY OF LIFE DECREASED  
TENDERNESS  

6871654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2009 6871654 EXPEDITED (15-DAY) N OT US-
BAYER-200841559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
Medical device complication  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6937129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2009 6937129 NON-EXPEDITED N OT US-
BAYER-200914587NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation  
Medical device complication  

6989795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2009 6989795 NON-EXPEDITED N US-
BAYER-200917797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2009 6996140 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S  BAYER
ALOPECIA  
DEPRESSION  
DIZZINESS  
HAEMORRHAGE  
THYROID DISORDER  
TREMOR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6905684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6905684 NON-EXPEDITED N US-
BAYER-200841383NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POLLAKIURIA KEFLEX C 2 MTH
URETHRAL PAIN CIPROFLOXACIN

HYDROCHLORIDE
C 2 MTH

ABDOMINAL DISTENSION DOXYCYCLINE C 2 MTH
BLADDER PAIN FLAGYL C 2 MTH

6911979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6911979 NON-EXPEDITED N US-
BAYER-200841204NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
GENITAL DISCOMFORT ADVAIR HFA C  
GENITAL BURNING SENSATION DIFLUCAN C 3 DAY
PRURITUS  
VAGINAL DISCHARGE  

6912032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6912032 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200912904NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6962121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6962121 EXPEDITED (15-DAY) N OT CA-
BAYER-200917157NA

37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTERIAL THROMBOSIS MIRENA S INTRAUTERINE  BAYER

6967016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6967016 NON-EXPEDITED N US-
BAYER-200915421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

6991086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991086 NON-EXPEDITED Y US-
BAYER-200918154NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6991089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991089 NON-EXPEDITED Y US-
BAYER-200918150NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 182 DAY BAYER

6991095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991095 NON-EXPEDITED Y US-
BAYER-200918236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6991097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991097 EXPEDITED (15-DAY) Y DS FR-
BAYER-200919772GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA AREATA MIRENA S INTRAUTERINE  BAYER

6991098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991098 NON-EXPEDITED Y OT US-
BAYER-200919972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6991101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991101 NON-EXPEDITED N US-
BAYER-200918080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

6991103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6991103 NON-EXPEDITED N US-
BAYER-200918224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

6996087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6996087 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S REPLACED EVERY 5

YEARS
 

MATERNAL EXPOSURE DURING PREGNANCY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6996384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6996384 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
BACK PAIN  
FUNGAL INFECTION  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
PAIN  
VAGINAL HAEMORRHAGE  

6996390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 6996390 DIRECT N 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL IUD UP TO 5 YEARS

VAG
7 MTH BAYER

7303426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2009 7303426 EXPEDITED (15-DAY) N OT GB-TEVA-190475USA Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B S ORAL 24 HR DURAMED

Maternal exposure during pregnancy  
METRORRHAGIA  

6919091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6919091 NON-EXPEDITED Y OT US-
BAYER-200913526NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6929353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6929353 NON-EXPEDITED N US-
BAYER-200912501NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG.DAY

CONTINUOUS
 BAYER

6929355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6929355 NON-EXPEDITED N US-
BAYER-200912521NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA ZYRTEC C  
COMPLICATION OF DEVICE INSERTION  

6929366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6929366 NON-EXPEDITED N US-
BAYER-200914471NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER

6941299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6941299 NON-EXPEDITED N US-
BAYER-200913466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA UNSPECIFIED INGREDIENT C "TOOK ANTIBIOTICS A

FEW WEEKS AGO"
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992061 EXPEDITED (15-DAY) N HO NZ-
BAYER-200919837GPV

Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER

6992066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992066 NON-EXPEDITED N HO US-
BAYER-200920081NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992067 NON-EXPEDITED Y OT US-
BAYER-200920064NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992068 NON-EXPEDITED N OT US-
BAYER-200920103NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992071 EXPEDITED (15-DAY) N OT US-
BAYER-200920203NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LOSS OF CONSCIOUSNESS  
VISUAL IMPAIRMENT  

6992094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992094 NON-EXPEDITED N US-
BAYER-200914935NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992095 NON-EXPEDITED N US-
BAYER-200914972NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6992096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992096 NON-EXPEDITED N US-
BAYER-200915495NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992097 NON-EXPEDITED N US-
BAYER-200915318NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CO NTINUOUS  BAYER
AMENORRHOEA  

6992098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992098 NON-EXPEDITED N US-
BAYER-200915493NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992099 NON-EXPEDITED N US-
BAYER-200915323NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992100 NON-EXPEDITED N US-
BAYER-200915501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992101 NON-EXPEDITED N US-
BAYER-200915635NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992102 NON-EXPEDITED N US-
BAYER-200914799NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992103 NON-EXPEDITED N US-
BAYER-200915608NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
OVARIAN CYST  
VAGINAL DISCHARGE  

6992104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992104 NON-EXPEDITED N US-
BAYER-200915412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

6992106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992106 NON-EXPEDITED N US-
BAYER-200914971NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992108 NON-EXPEDITED N US-
BAYER-200915504NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992109 NON-EXPEDITED N US-
BAYER-200915611NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPEPSIA  
GLOSSODYNIA  

6992110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992110 NON-EXPEDITED N US-
BAYER-200915511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

6992111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992111 NON-EXPEDITED N US-
BAYER-200915516NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6992112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992112 NON-EXPEDITED N US-
BAYER-200915633NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOGLOBIN INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6992114 NON-EXPEDITED N US-
BAYER-200915612NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6997504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6997504 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRACAVERNOSA EVERY DAY INTRA

CORNUS
1 YR

BREAST PAIN  
EXPOSURE DURING BREAST FEEDING  
FATIGUE  
UTERINE PAIN  

6997830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6997830 DIRECT Y DS,LT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRA-CERVICAL EVERY 5 YEARS

INTRACERVICAL
 

DIZZINESS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6997877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6997877 DIRECT N 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRA-UTERINE  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
ASTHMA  
BACK PAIN  
BRONCHITIS  
CHEST DISCOMFORT  
DEPRESSION  
DRUG DEPENDENCE  
LIMB DISCOMFORT  
WEIGHT INCREASED  

6997924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6997924 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  

6998202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6998202 DIRECT N LT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S  
EYE SWELLING  
HYPERSENSITIVITY  
LIP SWELLING  
OBSTRUCTIVE AIRWAYS DISORDER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6998207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6998207 DIRECT N DS Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEBORRHOEA MIRENA S INTRAUTERINE INTRA-UTERINE  
ABORTION SPONTANEOUS  
ACNE  
ANGER  
ANXIETY  
BACK PAIN  
BREAST TENDERNESS  
DEPRESSION  
FEAR  
FLUID RETENTION  
HAIR DISORDER  
HAIR GROWTH ABNORMAL  
HYPERTENSION  
MATERNAL EXPOSURE DURING PREGNANCY  
MOOD SWINGS  
PANIC ATTACK  
SUICIDAL BEHAVIOUR  
WEIGHT LOSS POOR  

Page: 2,196 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6998213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6998213 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 1 INTRA-UTERINE  
ACNE  
BLOOD GLUCOSE INCREASED  
DEPRESSION  
FATIGUE  
MOOD SWINGS  
MUSCLE SPASMS  

6998214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2009 6998214 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  

6807043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6807043 NON-EXPEDITED Y HO,OT US-
BAYER-200837570NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 13 DAY BAYER
ABDOMINAL PAIN  

6901572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6901572 NON-EXPEDITED N OT US-
BAYER-200912000NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 824 DAY BAYER
Device dislocation  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6909169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6909169 NON-EXPEDITED N OT US-
BAYER-200912505NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
CHOLELITHIASIS  
NEPHROLITHIASIS  

6930808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6930808 NON-EXPEDITED Y OT US-
BAYER-200914379NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
HYPOAESTHESIA  
PAIN  
PROCEDURAL PAIN  
Product shape issue  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6945379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6945379 NON-EXPEDITED N HO,OT US-
BAYER-200915199NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ALOPECIA  
DYSPNOEA  
Medical device complication  
OXYGEN SATURATION DECREASED  
PRESYNCOPE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6950778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6950778 EXPEDITED (15-DAY) Y HO US-
BAYER-200915771NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PEPTIC ULCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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6961092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6961092 NON-EXPEDITED Y HO US-
BAYER-200916888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 9 MTH BAYER
AMNESIA  
ARTHRALGIA  
DEPRESSION  
DISTURBANCE IN ATTENTION  
MOOD SWINGS  
THYROIDITIS  
VAGINAL HAEMORRHAGE  

6969255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6969255 NON-EXPEDITED Y OT US-
BAYER-200918120NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
DYSFUNCTIONAL UTERINE BLEEDING  

6969257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6969257 NON-EXPEDITED Y OT US-
BAYER-200918051NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PELVIC PAIN  
PROCEDURAL PAIN  
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6973561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6973561 NON-EXPEDITED N HO,OT US-
BAYER-200918399NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  

6979394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6979394 EXPEDITED (15-DAY) N OT ES-
BAYER-200918527GPV

46 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER STAGE I MIRENA S INTRAUTERINE 1448 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
CITALOPRAM HYDROBROMIDE C ORAL  

6985236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6985236 EXPEDITED (15-DAY) N HO AU-
BAYER-200919217GPV

48 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
VIRAL INFECTION ZESTRIL C ORAL Total daily dose: 10 MG  
DIZZINESS TENORMIN C ORAL Total daily dose: 25 MG  
BALANCE DISORDER HERBAL TONIC (UNKNOWN

INGREDIENTS)
C 3 DAY

6991100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6991100 NON-EXPEDITED Y OT US-
BAYER-200919969NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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6993095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993095 NON-EXPEDITED N US-
BAYER-200918046NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6993096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993096 NON-EXPEDITED N US-
BAYER-200918069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER

6993097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993097 NON-EXPEDITED N US-
BAYER-200917461NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 185 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6993098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993098 NON-EXPEDITED N US-
BAYER-200918067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

6993108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993108 NON-EXPEDITED N US-
BAYER-200918219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 330 DAY BAYER
MENORRHAGIA  
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6993224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993224 NON-EXPEDITED N OT US-
BAYER-200920329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
INFECTION  
PYREXIA  

6993225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993225 NON-EXPEDITED N OT US-
BAYER-200920367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

6993226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993226 NON-EXPEDITED N OT US-
BAYER-200920368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6993232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 6993232 NON-EXPEDITED Y OT US-
BAYER-200920333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  2CD

MIRENA
 BAYER
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Detailed Report
7000794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2009 7000794 DIRECT Y OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S  
ALOPECIA  
AMNESIA  
DEPRESSION  
DISORIENTATION  
DIZZINESS  
GENERAL PHYSICAL HEALTH DETERIORATION  
METRORRHAGIA  
NERVOUSNESS  
PRURITUS  
URTICARIA  

6949399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6949399 NON-EXPEDITED N OT US-
BAYER-200915740NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication WELLBUTRIN C  
PELVIC PAIN BUSPAR C  
SMEAR CERVIX ABNORMAL VALTREX C  

ERODUS C  

6994172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994172 NON-EXPEDITED N US-
BAYER-200918477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRA-ARTICULAR CONTINUOUS  BAYER
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6994173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994173 NON-EXPEDITED N US-
BAYER-200918444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6994174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994174 NON-EXPEDITED N US-
BAYER-200918408NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6994176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994176 NON-EXPEDITED N PA-
BAYER-200918392NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 446 DAY BAYER

6994177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994177 NON-EXPEDITED Y US-
BAYER-200918543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6994178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 6994178 NON-EXPEDITED Y US-
BAYER-200918156NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,205 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7010533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2009 7010533 NON-EXPEDITED N HO,DS 191531USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT SEASONIQUE S ORAL ORAL  

6825699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6825699 NON-EXPEDITED N OT US-
BAYER-200839050NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS COMPLETE MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE ANTIDEPRESSANTS C  
Device expulsion  
VAGINAL HAEMORRHAGE  

6876047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6876047 NON-EXPEDITED Y HO US-
BAYER-200910241NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

6879354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6879354 NON-EXPEDITED Y OT US-
BAYER-200910593NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication NOR-QD C  

VITAMINS C  
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Detailed Report
6891483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6891483 NON-EXPEDITED Y OT US-
BAYER-200911442NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 1268 DAY BAYER

ABDOMINAL PAIN LOWER  
AMENORRHOEA  
Human chorionic gonadotropin increased  
PROCTALGIA  

6905762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6905762 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200912201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER
UTERINE RUPTURE  

6961121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6961121 EXPEDITED (15-DAY) Y OT US-
BAYER-200916917NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE  BAYER

6995296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995296 NON-EXPEDITED Y US-
BAYER-200918476NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
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6995297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995297 NON-EXPEDITED Y US-
BAYER-200918479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6995298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995298 NON-EXPEDITED Y US-
BAYER-200918541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6995299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995299 NON-EXPEDITED N US-
BAYER-200918441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6995341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995341 NON-EXPEDITED N OT US-
BAYER-200920442NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6995349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995349 NON-EXPEDITED N OT US-
BAYER-200920521NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6995350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 6995350 NON-EXPEDITED Y HO,OT US-
BAYER-200920399NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
ABDOMINAL PAIN CONCERTA C  
Medical device complication WELLBUTRIN C  

7001505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 7001505 DIRECT N 34 YR Female USA
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Detailed Report
7001505
Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  
ABDOMINAL DISTENSION  
ANXIETY  
ARTHRALGIA  
BLOOD OESTROGEN DECREASED  
BREAST MASS  
BREAST PAIN  
BURNING SENSATION  
CERVIX DISORDER  
DIZZINESS  
DYSPAREUNIA  
FATIGUE  
FEELING ABNORMAL  
FLATULENCE  
HUNGER  
HYPERPHAGIA  
HYPOGLYCAEMIA  
INFECTION  
IRRITABLE BOWEL SYNDROME  
MALAISE  
MEDICAL DEVICE COMPLICATION  
MEMORY IMPAIRMENT  
MUSCLE SPASMS  
MYALGIA  
PELVIC INFLAMMATORY DISEASE  
SUPPRESSED LACTATION  
TREMOR  
UNEVALUABLE EVENT  
VULVOVAGINAL PRURITUS  
WEIGHT INCREASED  
WEIGHT LOSS POOR  
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7002979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2009 7002979 DIRECT N DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE ONCE EVERY 5 YEARS

INTRA-UTERINE
 BAYER

ABNORMAL WEIGHT GAIN  
ANXIETY  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
INCREASED TENDENCY TO BRUISE  
INFLUENZA LIKE ILLNESS  
MOOD SWINGS  
MUSCLE TWITCHING  
MYALGIA  
NAUSEA  
PAIN  
PALPITATIONS  

6867998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6867998 NON-EXPEDITED N OT US-
BAYER-200841329NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
HEADACHE  
MIGRAINE  
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Detailed Report
6876082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6876082 EXPEDITED (15-DAY) N OT US-
BAYER-200910262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

6910880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6910880 NON-EXPEDITED N US-
BAYER-200912816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6916682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6916682 NON-EXPEDITED N OT US-
BAYER-200913407NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
Medical device complication  
PAIN  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  
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6920732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6920732 NON-EXPEDITED Y US-
BAYER-200912074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

6937137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6937137 NON-EXPEDITED N OT US-
BAYER-200914918NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6937139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6937139 NON-EXPEDITED Y OT US-
BAYER-200914833NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

6950965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6950965 NON-EXPEDITED N US-
BAYER-200913483NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRACARDIAC CONTINUOUS  BAYER
DEVICE BREAKAGE  
DYSPAREUNIA  
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6959759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6959759 NON-EXPEDITED N US-
BAYER-200914085NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROTEIN URINE PRESENT CLARITIN C ORAL  
ABDOMINAL PAIN UPPER  
HAEMATURIA  

6963541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6963541 NON-EXPEDITED Y OT US-
BAYER-200917382NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6995343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6995343 EXPEDITED (15-DAY) Y HO,OT HU-
BAYER-200920106GPV

34 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 132 DAY BAYER
CERVICAL LEUKOPLAKIA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

6996574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996574 NON-EXPEDITED Y OT US-
BAYER-200920734NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Medical device complication  
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6996575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996575 EXPEDITED (15-DAY) N OT BR-
BAYER-200916217LA

33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE COUMARIN\TROXERUTIN C ORAL  
ABDOMINAL PAIN PAROXETINE C ORAL Total daily dose: 20 MG

Unit dose: 20 MG
 

NAUSEA CLONAZEPAM C ORAL Total daily dose: 1 MG
Unit dose: 1 MG

 

VOMITING ASCORBIC ACID\BIOTIN
\CALCIUM PANTOTHENATE
\CALCIUM PHOSPHATE
\CYANOCOBALAMIN\FERROUS
SULFATE\MAGNESIUM SULFATE
\MANGANESE SULFATE
\PHOSPHORUS\POTASSIUM
IODATE\POTASSIUM SULFATE
\PYRIDOXINE HYDROCHLORIDE
\RETINOL\RIBOFLAVIN\SODIUM
FLUORIDE\THIAMINE MONONITR

C ORAL  

ABDOMINAL DISTENSION  
BREAST DISCHARGE  
BREAST SWELLING  
PHLEBITIS  
VAGINAL DISCHARGE  

6996576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996576 NON-EXPEDITED Y OT US-
BAYER-200920613NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
20 DAY BAYER
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Detailed Report
6996580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996580 EXPEDITED (15-DAY) Y OT CO-
BAYER-200916297LA

38 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 45 DAY BAYER
AMAUROSIS BOTULINUM TOXIN TYPE A C SUBCUTANEOUS 1 DAY
DIPLOPIA  
VAGINAL HAEMORRHAGE  
VISION BLURRED  

6996636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996636 NON-EXPEDITED Y US-
BAYER-200918609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOS  BAYER

6996637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996637 NON-EXPEDITED Y US-
BAYER-200918499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996639 NON-EXPEDITED N US-
BAYER-200918553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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Detailed Report
6996640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996640 NON-EXPEDITED N US-
BAYER-200918513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996641 NON-EXPEDITED Y US-
BAYER-200918618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996642 NON-EXPEDITED N US-
BAYER-200918613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6996644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996644 NON-EXPEDITED N US-
BAYER-200918522NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996645 NON-EXPEDITED N US-
BAYER-200918503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6996646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996646 NON-EXPEDITED N US-
BAYER-200918549NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996647 NON-EXPEDITED N US-
BAYER-200918605NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996648 NON-EXPEDITED N US-
BAYER-200919916NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
CHEST PAIN  
FATIGUE  
HUNGER  
MIGRAINE  
MOTION SICKNESS  
NAUSEA  

6996649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996649 NON-EXPEDITED N US-
BAYER-200918621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 30 MIN BAYER
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6996650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996650 NON-EXPEDITED N US-
BAYER-200919974NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

6996653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 6996653 NON-EXPEDITED N US-
BAYER-200920554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7002798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 7002798 DIRECT N RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER
BLOOD PRESSURE DECREASED  
MENORRHAGIA  
METRORRHAGIA  
THROMBOSIS  
WEIGHT INCREASED  

7003452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2009 7003452 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S  BAYER
ACNE  
SCAR  
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6895321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6895321 EXPEDITED (15-DAY) N OT US-
BAYER-200911223NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DILATATION VENTRICULAR MOTRIN C ORAL  
AMENORRHOEA  

6926857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6926857 NON-EXPEDITED Y OT US-
BAYER-200914118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6930803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6930803 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200914249NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
APHASIA  
DYSPHEMIA  

6941328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6941328 NON-EXPEDITED Y HO,OT US-
BAYER-200914676NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Device dislocation  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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6941329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6941329 NON-EXPEDITED N OT US-
BAYER-200914766NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

6945380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6945380 NON-EXPEDITED N OT US-
BAYER-200915238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

6945383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6945383 NON-EXPEDITED N OT US-
BAYER-200915138NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6948267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6948267 NON-EXPEDITED N OT US-
BAYER-200915302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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6959814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6959814 NON-EXPEDITED Y OT US-
BAYER-200916886NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

6962124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6962124 NON-EXPEDITED N OT US-
BAYER-200917205NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
PELVIC DISCOMFORT VITAMINS C  
ABDOMINAL TENDERNESS  
DIARRHOEA  
PYREXIA  

6997386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6997386 EXPEDITED (15-DAY) Y OT BE-
BAYER-200920567GPV

Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
Device expulsion  
MENORRHAGIA  

6997390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 6997390 NON-EXPEDITED Y OT US-
BAYER-200920681NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUATION DELAYED  
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Detailed Report
7005357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2009 7005357 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE INTRA-UTERINE  
BACK PAIN  
DEPRESSION  
DYSPAREUNIA  
FATIGUE  
HAEMORRHAGE  
LOSS OF LIBIDO  
MOOD SWINGS  
RESTLESSNESS  
WEIGHT INCREASED  

6956384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2009 6956384 NON-EXPEDITED Y OT US-
BAYER-200916300NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
VITAMINS C ORAL  
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Detailed Report
7006147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2009 7006147 DIRECT N 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
ACNE  
ARTHRALGIA  
ASTHENIA  
BACK PAIN  
BREAST ENLARGEMENT  
CYSTITIS  
NAUSEA  
NIGHT SWEATS  
PANIC ATTACK  
WEIGHT LOSS POOR  

7006180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2009 7006180 DIRECT N LT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S  BAYER
NAUSEA TOPAMAX C  
RASH LEXAPRO C  
ANAPHYLACTIC REACTION  
HEADACHE  

7303441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2009 7303441 EXPEDITED (15-DAY) N OT US-TEVA-194350USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL  DURAMED

Page: 2,224 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6956385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 6956385 NON-EXPEDITED N OT US-
BAYER-200916277NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 124 DAY BAYER
Medical device complication  

6963693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 6963693 NON-EXPEDITED N US-
BAYER-200915850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

6992057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 6992057 EXPEDITED (15-DAY) N HO,OT RU-
BAYER-200919756GPV

37 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER METASTATIC MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION TAXOL C  
DYSPNOEA EXERTIONAL CARBOPLATIN C  
ABDOMINAL ADHESIONS  
ASCITES  
HYDROTHORAX  
UTERINE LEIOMYOMA  
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7007045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 7007045 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  
ABDOMINAL PAIN LOWER  
FATIGUE  
HEADACHE  
VISION BLURRED  

7007224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 7007224 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S VAGINAL VAG  

7023649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2009 7023649 EXPEDITED (15-DAY) Y HO,OT US025595 22 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MODAFINIL S ORAL 100 MG (100 MG, 1 IN 1

D), ORAL, 200 MG (MG,
1 IN 1 D), ORAL, 300
MG (300 MG, 1 IN 1 D),
ORAL, 200 M

 

BLOOD PRESSURE ABNORMAL LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  

DRUG INTERACTION  
LOSS OF CONSCIOUSNESS  
MALAISE  
PALPITATIONS  
SINUS TACHYCARDIA  
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Detailed Report
6708963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6708963 NON-EXPEDITED N US-
BAYER-200827946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6725546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6725546 NON-EXPEDITED N US-
BAYER-200830264NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6913261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6913261 NON-EXPEDITED N US-
BAYER-200911666NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
VAGINISMUS MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM  

6930799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6930799 NON-EXPEDITED Y US-
BAYER-200914252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6941290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6941290 NON-EXPEDITED Y US-
BAYER-200914889NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 178 DAY BAYER
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Detailed Report
6941292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6941292 NON-EXPEDITED Y US-
BAYER-200915136NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6943865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6943865 NON-EXPEDITED Y US-
BAYER-200915086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 703 DAY BAYER

6948315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 6948315 NON-EXPEDITED N US-
BAYER-200913248NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEPRESSION  
MOOD ALTERED  
NERVOUSNESS  

7000449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 7000449 NON-EXPEDITED N US-
BAYER-200917758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  
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7000459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 7000459 NON-EXPEDITED N US-
BAYER-200916834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
ABDOMINAL DISTENSION  

7000460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 7000460 NON-EXPEDITED N US-
BAYER-200918944NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7000462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 7000462 NON-EXPEDITED N US-
BAYER-200918948NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7007355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2009 7007355 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
DISCOMFORT  
DIZZINESS  
IMPAIRED WORK ABILITY  
MOVEMENT DISORDER  
MUSCLE SPASMS  
NAUSEA  
PELVIC PAIN  
UTERINE PAIN  

6784562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6784562 EXPEDITED (15-DAY) N OT CA-
BAYER-200832909NA

27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE  BAYER

6784563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6784563 EXPEDITED (15-DAY) Y OT CA-
BAYER-200832908NA

25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 2 MTH BAYER
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6866930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6866930 EXPEDITED (15-DAY) Y OT GB-BAYER-
GB-2007-030150

53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/day, cont 1902 DAY BAYER
ANXIETY  
COMPLICATION OF DEVICE REMOVAL  
DEPRESSION  
Medical device complication  
PROCEDURAL PAIN  
SEXUAL DYSFUNCTION  

6890050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6890050 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910117BNE

50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
Product shape issue  

6912033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6912033 EXPEDITED (15-DAY) Y OT US-
BAYER-200913011NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VIRAL INFECTION  
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Detailed Report
6943632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6943632 NON-EXPEDITED N HO US-
BAYER-200915351NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
CHEST PAIN  
PROCEDURAL PAIN  

6947174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6947174 NON-EXPEDITED Y OT US-
BAYER-200915550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6947184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6947184 NON-EXPEDITED Y HO US-
BAYER-200915675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6947186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6947186 EXPEDITED (15-DAY) N OT US-
BAYER-200915643NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6948270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6948270 NON-EXPEDITED N OT US-
BAYER-200915681NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

6948271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6948271 NON-EXPEDITED Y OT US-
BAYER-200915930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

6949442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6949442 NON-EXPEDITED Y US-
BAYER-200913370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
BACK PAIN  
PANIC ATTACK  
RASH  
WEIGHT INCREASED  

Page: 2,233 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6950915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6950915 NON-EXPEDITED N US-
BAYER-200912958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
PAPILLOMA VIRAL INFECTION  
SMEAR CERVIX ABNORMAL  

6950925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6950925 NON-EXPEDITED N US-
BAYER-200913132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST OEDEMA  
DIZZINESS  
FLUID RETENTION  
MENORRHAGIA  
MUSCULOSKELETAL PAIN  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

6950942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6950942 NON-EXPEDITED N US-
BAYER-200913350NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER VITAMINS NOS C  
MOOD ALTERED IRON C  
BACK PAIN  
DIZZINESS  
HEADACHE  
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Detailed Report
6950944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6950944 NON-EXPEDITED N US-
BAYER-200913313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
CHILLS  
NIGHT SWEATS  
OVARIAN CYST  
UTERINE LEIOMYOMA  

6950964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6950964 NON-EXPEDITED N US-
BAYER-200913567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

6952766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6952766 NON-EXPEDITED Y OT US-
BAYER-200916012NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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Detailed Report
6962122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6962122 NON-EXPEDITED Y OT US-
BAYER-200917209NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLINDNESS TRANSIENT CELEXA C  
HEADACHE  

6968254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6968254 NON-EXPEDITED Y OT US-
BAYER-200917989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
ABDOMINAL PAIN LOWER SYNTHROID C  

6968258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6968258 NON-EXPEDITED Y OT US-
BAYER-200917840NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS 464 DAY BAYER

6976073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6976073 NON-EXPEDITED N HO,OT US-
BAYER-200918548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  
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Detailed Report
6998353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 6998353 EXPEDITED (15-DAY) Y OT US-
BAYER-200920522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC SHOCK SYNDROME MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7001790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001790 NON-EXPEDITED Y US-
BAYER-200917769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7001791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001791 NON-EXPEDITED Y US-
BAYER-200918234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7001792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001792 NON-EXPEDITED Y US-
BAYER-200918207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 MTH BAYER

7001808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001808 NON-EXPEDITED Y US-
BAYER-200918390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

Page: 2,237 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7001809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001809 NON-EXPEDITED Y US-
BAYER-200918230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 563 DAY BAYER

7001810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001810 NON-EXPEDITED Y US-
BAYER-200918406NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7001811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001811 NON-EXPEDITED Y US-
BAYER-200919886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7001814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001814 NON-EXPEDITED Y US-
BAYER-200921460NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7001817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001817 NON-EXPEDITED Y US-
BAYER-200921463NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
ASTHENIA  
FATIGUE  
STREPTOCOCCAL INFECTION  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

7001823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001823 NON-EXPEDITED Y US-
BAYER-200919884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7001824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001824 NON-EXPEDITED Y US-
BAYER-200918229NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 117 DAY BAYER

7001825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001825 NON-EXPEDITED Y US-
BAYER-200918177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 37 DAY BAYER
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Detailed Report
7001980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001980 EXPEDITED (15-DAY) N HO US-
BAYER-200921031NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  

7001981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001981 EXPEDITED (15-DAY) N OT US-
BAYER-200920970NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

WELLBUTRIN C  
ZOLOFT C  
NEXIUM C  
VITAMINS C  

7001983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001983 NON-EXPEDITED N OT US-
BAYER-200921035NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7001985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001985 EXPEDITED (15-DAY) N OT US-
BAYER-200920989NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA  
BACK PAIN  
BLINDNESS TRANSIENT  
HEADACHE  
MYALGIA  

7001989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001989 NON-EXPEDITED N OT US-
BAYER-200921033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7001999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7001999 EXPEDITED (15-DAY) N OT CA-
BAYER-200921250NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POOR WEIGHT GAIN NEONATAL MIRENA S INTRAUTERINE  BAYER
FEEDING DISORDER NEONATAL  
INFANTILE COLIC  
SUPPRESSED LACTATION  

7002003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7002003 NON-EXPEDITED N OT US-
BAYER-200921314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7009206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2009 7009206 DIRECT Y HO,LT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE LYBREL S ORAL 0NE TABLET DAILY PO

LESS THAN 2 YEARS
 WYETH

INTRACRANIAL VENOUS SINUS THROMBOSIS  
JUGULAR VEIN THROMBOSIS  
TRANSVERSE SINUS THROMBOSIS  

6792201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6792201 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200819173LA

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
MUSCLE SPASMS  

6892934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6892934 EXPEDITED (15-DAY) N OT US-
BAYER-200911690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6945378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6945378 NON-EXPEDITED N OT US-
BAYER-200913480NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE SYSTOLIC INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ADNEXA UTERI PAIN  
HYPOAESTHESIA  
MENSTRUAL DISORDER  
MIGRAINE  
PROCEDURAL PAIN  
RASH  
UTERINE SPASM  
WEIGHT DECREASED  

6952765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6952765 NON-EXPEDITED N HO,OT US-
BAYER-200916076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 16 MTH BAYER
Medical device complication  

6955305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6955305 NON-EXPEDITED Y OT US-
BAYER-200916524NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
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Detailed Report
6955306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6955306 EXPEDITED (15-DAY) N OT US-
BAYER-200916462NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA ASPIRIN S  BAYER

FOLIC ACID C ORAL 2 YR

6955312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6955312 NON-EXPEDITED N OT US-
BAYER-200916358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  

6956387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6956387 NON-EXPEDITED Y OT US-
BAYER-200916271NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6957683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6957683 NON-EXPEDITED Y OT US-
BAYER-200916430NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
Medical device complication  
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Detailed Report
6986588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 6986588 EXPEDITED (15-DAY) N US-
BAYER-200919496NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTINUCLEAR ANTIBODY POSITIVE MIRENA S INTRAUTERINE  BAYER

7001995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7001995 EXPEDITED (15-DAY) N OT CA-
BAYER-200921255NA

Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S  BAYER

7002874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002874 NON-EXPEDITED Y OT US-
BAYER-200921470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7002875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002875 NON-EXPEDITED Y HO US-
BAYER-200921473NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7002876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002876 NON-EXPEDITED Y OT US-
BAYER-200921505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7002879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002879 NON-EXPEDITED Y HO US-
BAYER-200921497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7002885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002885 NON-EXPEDITED N OT US-
BAYER-200921504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
PROCEDURAL PAIN  

7002889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002889 NON-EXPEDITED Y US-
BAYER-200917764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7002890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002890 NON-EXPEDITED Y US-
BAYER-200917761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7002892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002892 NON-EXPEDITED Y US-
BAYER-200917767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7002893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7002893 NON-EXPEDITED N US-
BAYER-200921158NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7009399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2009 7009399 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE ONE ONCE INTRA-

UTERINE
4 MTH BAYER

ABNORMAL BEHAVIOUR  
ANGER  
BACK PAIN  
COITAL BLEEDING  
DEPRESSION  
DYSPAREUNIA  
DYSSTASIA  
FATIGUE  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  
MENORRHAGIA  
METRORRHAGIA  
MOOD ALTERED  
MOVEMENT DISORDER  
WEIGHT INCREASED  
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Detailed Report
6844513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6844513 NON-EXPEDITED N US-
BAYER-200839015NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
ALOPECIA  
BACK PAIN  
Medical device complication  
MIGRAINE  
MOOD SWINGS  

6886434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6886434 NON-EXPEDITED N US-
BAYER-200840527NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL NAUSEA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6952492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6952492 NON-EXPEDITED Y US-
BAYER-200913134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOS  BAYER
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Detailed Report
6952503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6952503 NON-EXPEDITED N US-
BAYER-200913564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6952504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6952504 NON-EXPEDITED N US-
BAYER-200913744NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POLLAKIURIA  

6954359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6954359 NON-EXPEDITED N US-
BAYER-200913997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIRSUTISM MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6954364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6954364 NON-EXPEDITED N US-
BAYER-200913142NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 70 DAY BAYER
SMEAR CERVIX ABNORMAL  
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Detailed Report
6954391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6954391 NON-EXPEDITED N US-
BAYER-200914083NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ESCHERICHIA INFECTION PREDNISONE C  
STREPTOCOCCAL INFECTION METHOTREXATE C  

6977092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 6977092 NON-EXPEDITED Y US-
BAYER-200918658NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  
FATIGUE  

7001984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 7001984 EXPEDITED (15-DAY) N HO,LT DE-
BAYER-200918180GPV

30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION OF ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
CARDIOVASCULAR DISORDER  
COMPLICATION OF DEVICE REMOVAL  
HAEMORRHAGE  
HAEMORRHAGIC ANAEMIA  

7005212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 7005212 NON-EXPEDITED Y US-
BAYER-200921703NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PREGNANCY  
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Detailed Report
7010759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 7010759 DIRECT N HO,DS,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 6 YR BAYER
DEVICE DISLOCATION  
HAEMORRHAGE  
PAIN  
SCAR  
UTERINE DISORDER  
UTERINE RUPTURE  

7014881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2009 7014881 EXPEDITED (15-DAY) DE TPH-00182 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE LEVONORGESTREL S ORAL ORAL  
DIARRHOEA  
PAIN  
VOMITING  

6894142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 6894142 NON-EXPEDITED Y OT US-
BAYER-200911218NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6896607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 6896607 NON-EXPEDITED N US-
BAYER-200841253NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
MENTAL DISORDER  
WEIGHT INCREASED  

7006385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 7006385 NON-EXPEDITED N OT US-
BAYER-200921668NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
PAIN  

7006412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 7006412 NON-EXPEDITED Y US-
BAYER-200918638NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7006413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 7006413 NON-EXPEDITED N US-
BAYER-200919344NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BACK DISORDER  
DECREASED APPETITE  
METRORRHAGIA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7010896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2009 7010896 DIRECT Y DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
DEVICE DISLOCATION  
HAEMORRHAGE  
UTERINE RUPTURE  

6719641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6719641 NON-EXPEDITED Y HO,OT US-
BAYER-200829684NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE DAILY CONTINUOUS 274 DAY BAYER
AMENORRHOEA DESOGEN C ORAL  
Medical device complication AMBIEN C ORAL  
HAEMORRHOIDS DESOGESTREL C ORAL  
BACK INJURY IBUPROFEN C ORAL Total daily dose: 2400

MG  Unit dose: 200 MG
 

BACK PAIN  
Device dislocation  
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Detailed Report
6729361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6729361 NON-EXPEDITED N US-
BAYER-200824502NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6729367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6729367 NON-EXPEDITED N US-
BAYER-200824414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6802296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6802296 EXPEDITED (15-DAY) N HO BR-
BAYER-200819675LA

30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
39 DAY BAYER

CRYING  
EMOTIONAL DISTRESS  
FLATULENCE  
HAEMORRHAGIC OVARIAN CYST  
HALLUCINATION  
OVARIAN TORSION  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  
UTERINE DISORDER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6963535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6963535 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200917536NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE SYNTHROID C  
ABDOMINAL PAIN LOWER  
ALANINE AMINOTRANSFERASE INCREASED  
AMENORRHOEA  
ASPARTATE AMINOTRANSFERASE INCREASED  
BLOOD ALKALINE PHOSPHATASE INCREASED  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
ENDOMETRITIS  
HEPATITIS C  
LIMB DISCOMFORT  
NAUSEA  
PYREXIA  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  

6963699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6963699 NON-EXPEDITED N US-
BAYER-200916776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FATIGUE  
Haemorrhage in pregnancy  
MALAISE  
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Detailed Report
6987761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 6987761 NON-EXPEDITED N US-
BAYER-200918912NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
METRORRHAGIA PROVIGIL C  
VAGINAL HAEMORRHAGE LEXAPRO C  
ABDOMINAL PAIN LOWER LAMICTAL C  

ASMANEX C INHALATION  
CLARITIN C NON-DROWSY  
AMBIEN C  
KLONOPIN C  
ALBUTEROL C INHALATION  
FLONASE C  

7007647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007647 NON-EXPEDITED Y OT FR-
BAYER-200918185GPV

27 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 3 YR BAYER
AMENORRHOEA  
DIZZINESS  
PELVIC PAIN  
PROCEDURAL PAIN  
WEIGHT INCREASED  
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Detailed Report
7007650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007650 EXPEDITED (15-DAY) N OT US-
BAYER-200921501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METABOLIC SYNDROME MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FULL BLOOD COUNT ABNORMAL LITHIUM C  
HEPATIC ENZYME INCREASED LISINOPRIL C  
METRORRHAGIA LAMICTAL C  
ABDOMINAL DISTENSION METFORMIN HYDROCHLORIDE C  
MOOD SWINGS BYETTA C  
ALTERED VISUAL DEPTH PERCEPTION  
BLOOD GLUCOSE ABNORMAL  
DIARRHOEA  
INNER EAR DISORDER  
SALIVARY HYPERSECRETION  
WEIGHT INCREASED  

7007654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007654 EXPEDITED (15-DAY) N OT DE-
BAYER-200921584GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE  BAYER
GLOSSODYNIA  
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Detailed Report
7007695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007695 NON-EXPEDITED N US-
BAYER-200919115NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

RASH PRURITIC  

7007710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007710 NON-EXPEDITED Y US-
BAYER-200919951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOS  BAYER

7007711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007711 NON-EXPEDITED N US-
BAYER-200919508NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
POST PROCEDURAL HAEMORRHAGE  
PRURITUS GENITAL  
VAGINAL DISCHARGE  
VULVOVAGINAL MYCOTIC INFECTION  

7007712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007712 NON-EXPEDITED Y US-
BAYER-200919957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7007715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007715 NON-EXPEDITED Y US-
BAYER-200919956NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7007716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007716 NON-EXPEDITED Y US-
BAYER-200919931NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7007718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007718 NON-EXPEDITED Y US-
BAYER-200919953NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7007720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007720 NON-EXPEDITED N US-
BAYER-200920137NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
PAIN LOESTRIN FE 1/20 28 DAY C ORAL  
ABDOMINAL PAIN UPPER  
ALOPECIA  
AMENORRHOEA  
HEADACHE  
NAUSEA  
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Detailed Report
7007722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007722 NON-EXPEDITED Y US-
BAYER-200919890NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7007723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007723 NON-EXPEDITED N US-
BAYER-200919769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

7007726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7007726 NON-EXPEDITED Y US-
BAYER-200919894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7012158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7012158 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
ANXIETY  
CRYING  
DEPRESSION  
DYSPAREUNIA  
FATIGUE  
HAEMORRHAGE  
HAIR TEXTURE ABNORMAL  
HYPOAESTHESIA  
INSOMNIA  
LOSS OF LIBIDO  
MENORRHAGIA  
MIGRAINE WITH AURA  
MOOD ALTERED  
PAIN  
PARAESTHESIA  
SKIN DISORDER  
WEIGHT INCREASED  

7012171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7012171 DIRECT N DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE UNKNOWN CONSTANT

INTRA-UTERINE
 BAYER

DEVICE DISLOCATION  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  
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Detailed Report
7013988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7013988 DIRECT Y DS,LT,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA STAGE 0 MIRENA S  

7014907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2009 7014907 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B S  
BLOOD FOLLICLE STIMULATING HORMONE
DECREASED

 

VICTIM OF ABUSE  

6956388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 6956388 NON-EXPEDITED Y OT US-
BAYER-200916303NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
PAIN  

6992060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 6992060 EXPEDITED (15-DAY) Y OT US-
BAYER-200920046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7008592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 7008592 EXPEDITED (15-DAY) N HO US-
BAYER-200921742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER RECURRENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7008594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 7008594 NON-EXPEDITED Y OT US-
BAYER-200921713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 236 DAY BAYER

7008595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 7008595 NON-EXPEDITED Y OT US-
BAYER-200921710NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7008596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 7008596 NON-EXPEDITED N OT US-
BAYER-200921805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
PELVIC PAIN  

7008599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2009 7008599 NON-EXPEDITED Y OT US-
BAYER-200921903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6873715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 6873715 EXPEDITED (15-DAY) Y OT SE-
BAYER-200833445GPV

35 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOCARCINOMA OF THE CERVIX MIRENA S INTRAUTERINE 49 DAY BAYER

6958690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 6958690 NON-EXPEDITED N OT US-
BAYER-200916812NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

7009502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009502 NON-EXPEDITED N OT US-
BAYER-200921886NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
Medical device complication  

7009504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009504 EXPEDITED (15-DAY) N OT US-
BAYER-200915684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCLERITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CONJUNCTIVITIS  
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Detailed Report
7009505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009505 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200921911NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED NOT NAMED C  
ABDOMINAL PAIN LOWER  
BEDRIDDEN  
IRRITABILITY  
LOSS OF LIBIDO  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

7009506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009506 NON-EXPEDITED Y OT US-
BAYER-200921938NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7009508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009508 NON-EXPEDITED Y OT US-
BAYER-200921881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PAIN  

7009509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009509 NON-EXPEDITED Y OT US-
BAYER-200921883NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7009522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009522 NON-EXPEDITED N US-
BAYER-200915483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT DECREASED  

7009523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009523 NON-EXPEDITED N US-
BAYER-200915478NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7009524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009524 NON-EXPEDITED Y US-
BAYER-200915711NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7009525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009525 NON-EXPEDITED N US-
BAYER-200915482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7009526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009526 NON-EXPEDITED N US-
BAYER-200915480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7009527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009527 NON-EXPEDITED N US-
BAYER-200915680NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ZOLOFT C  
SIMVASTATIN C  

7009528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009528 NON-EXPEDITED N US-
BAYER-200915485NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7009529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009529 NON-EXPEDITED N US-
BAYER-200915678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER MIRENA S INTRAUTERINE CONTINUOUS 21 MTH BAYER
AMENORRHOEA  
ANXIETY  
BREAST TENDERNESS  
DEPRESSION  
FATIGUE  
HEADACHE  
INSOMNIA  
NAUSEA  
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Detailed Report
7009530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7009530 NON-EXPEDITED N US-
BAYER-200915619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7971526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2009 7971526 EXPEDITED (15-DAY) Y HO US-
WATSON-2009-03822

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS LEVORA S ORAL 4 tablets, single  WATSON

6649373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6649373 NON-EXPEDITED Y US-
BAYER-200821893NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 83 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6651703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6651703 NON-EXPEDITED N US-
BAYER-200822024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
65 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6699487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6699487 NON-EXPEDITED N US-
BAYER-200827371NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

AMENORRHOEA  

6779381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6779381 NON-EXPEDITED N US-
BAYER-200834243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 622 DAY BAYER

6815860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6815860 EXPEDITED (15-DAY) OT TPH-00116 20 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 1 MTH

ABDOMINAL PAIN  
CHEST PAIN  
HYPOMENORRHOEA  

6930779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6930779 NON-EXPEDITED N HO US-
BAYER-200914411NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 558 DAY BAYER
HEADACHE  
Medical device complication  
PELVIC PAIN  
RASH  
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Detailed Report
6937111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6937111 EXPEDITED (15-DAY) N HO US-
BAYER-200913404NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
DISTURBANCE IN ATTENTION  
LIBIDO DECREASED  
POSTPARTUM DEPRESSION  
PROCEDURAL PAIN  
TINNITUS  
VISION BLURRED  

6962127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6962127 NON-EXPEDITED Y OT US-
BAYER-200917234NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6976084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6976084 NON-EXPEDITED Y HO US-
BAYER-200918545NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN  

6976089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6976089 NON-EXPEDITED N OT US-
BAYER-200918497NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

Page: 2,272 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6986643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6986643 NON-EXPEDITED N US-
BAYER-200915790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
ANGER  
MENSTRUATION DELAYED  

6992065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 6992065 NON-EXPEDITED N OT US-
BAYER-200920053NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 113 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7008598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7008598 EXPEDITED (15-DAY) N HO,OT AU-
BAYER-200921505GPV

32 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 37 DAY BAYER
BLOOD PRESSURE IMMEASURABLE  
Medical device complication  
METRORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7010782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010782 EXPEDITED (15-DAY) N HO GB-
BAYER-200911890BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENCEPHALITIS MIRENA S INTRAUTERINE 2 MTH BAYER
PARAESTHESIA  

7010783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010783 EXPEDITED (15-DAY) OT JP-
BAYER-200910806BYL

43 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE CONT. 396 DAY BAYER
METRORRHAGIA CEFCAPENE PIVOXIL

HYDROCHLORIDE
C ORAL Total daily dose: 300

MG  Unit dose: 100 MG
2 DAY

LOXOPROFEN C ORAL Total daily dose: 1 DF 1 DAY
LANIRAPID C ORAL Total daily dose: 0.1 MG

Unit dose: 0.1 MG
154 DAY

ASPIRIN C ORAL Total daily dose: 100
MG  Unit dose: 100 MG

306 DAY

7010809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010809 NON-EXPEDITED Y OT US-
BAYER-200921998NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
DIZZINESS  
PRESYNCOPE  
PROCEDURAL PAIN  
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Detailed Report
7010811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010811 NON-EXPEDITED N OT US-
BAYER-200921951NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
OEDEMA PERIPHERAL  

7010816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010816 NON-EXPEDITED Y OT US-
BAYER-200922047NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7010941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010941 NON-EXPEDITED N US-
BAYER-200915557NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS  

7010942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010942 NON-EXPEDITED N US-
BAYER-200915068NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 99 DAY BAYER
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Detailed Report
7010943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010943 NON-EXPEDITED N US-
BAYER-200915598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010944 NON-EXPEDITED Y US-
BAYER-200915210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7010945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010945 NON-EXPEDITED N US-
BAYER-200915094NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 438 DAY BAYER
Device expulsion  

7010946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010946 NON-EXPEDITED N US-
BAYER-200915107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,276 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7010947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010947 NON-EXPEDITED N US-
BAYER-200915594NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

7010950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010950 NON-EXPEDITED Y US-
BAYER-200915084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010952 NON-EXPEDITED N US-
BAYER-200915558NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
Medical device complication  
MENSTRUATION DELAYED  

7010953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010953 NON-EXPEDITED N US-
BAYER-200915532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7010954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010954 NON-EXPEDITED N US-
BAYER-200915586NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7010955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010955 NON-EXPEDITED N US-
BAYER-200915077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 138 DAY BAYER

7010956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010956 NON-EXPEDITED N US-
BAYER-200915278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7010957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010957 NON-EXPEDITED N US-
BAYER-200915716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010958 NON-EXPEDITED N US-
BAYER-200915690NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
Medical device complication  
NAUSEA  
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Detailed Report
7010959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010959 NON-EXPEDITED N US-
BAYER-200918265NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010960 NON-EXPEDITED N US-
BAYER-200918261NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010961 NON-EXPEDITED N US-
BAYER-200915658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

7010962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010962 NON-EXPEDITED Y US-
BAYER-200915195NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 82 DAY BAYER
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Detailed Report
7010963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010963 NON-EXPEDITED N US-
BAYER-200915560NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
DIARRHOEA  
PELVIC PAIN  

7010964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010964 NON-EXPEDITED N US-
BAYER-200915649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010965 NON-EXPEDITED N US-
BAYER-200915936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010966 NON-EXPEDITED N US-
BAYER-200915538NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED  
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Detailed Report
7010967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010967 NON-EXPEDITED N US-
BAYER-200915736NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010968 NON-EXPEDITED N US-
BAYER-200918403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER

7010969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010969 NON-EXPEDITED N US-
BAYER-200915754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S  BAYER

7010970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010970 NON-EXPEDITED N US-
BAYER-200915933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
VAGINAL HAEMORRHAGE  

7010971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010971 NON-EXPEDITED N US-
BAYER-200915749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINOUS  BAYER
ANOVULATORY CYCLE  
POLYMENORRHOEA  
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Detailed Report
7010972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010972 NON-EXPEDITED N US-
BAYER-200915922NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010973 NON-EXPEDITED N US-
BAYER-200915780NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010974 NON-EXPEDITED N US-
BAYER-200918263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010975 NON-EXPEDITED N US-
BAYER-200918204NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010976 NON-EXPEDITED N US-
BAYER-200915745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7010977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010977 NON-EXPEDITED N US-
BAYER-200918200NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010979 NON-EXPEDITED N US-
BAYER-200915757NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINITIS BACTERIAL  
VULVOVAGINAL MYCOTIC INFECTION  

7010980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010980 NON-EXPEDITED N US-
BAYER-200915919NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
AMENORRHOEA  

7010981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010981 NON-EXPEDITED N US-
BAYER-200915772NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  

Page: 2,283 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7010982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010982 NON-EXPEDITED N US-
BAYER-200915778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCLE SPASMS  

7010983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010983 NON-EXPEDITED N US-
BAYER-200918400NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINOUS  BAYER
ABDOMINAL PAIN LOWER  

7010984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010984 NON-EXPEDITED N US-
BAYER-200916141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010985 NON-EXPEDITED N US-
BAYER-200919157NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 58 DAY BAYER

7010986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010986 NON-EXPEDITED N US-
BAYER-200915830NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 39 MTH BAYER
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Detailed Report
7010989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010989 NON-EXPEDITED N US-
BAYER-200919982NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7010991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010991 NON-EXPEDITED N US-
BAYER-200919908NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7010993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010993 NON-EXPEDITED N US-
BAYER-200919266NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MENORRHAGIA  

7010996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7010996 NON-EXPEDITED N US-
BAYER-200918249NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
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7011001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7011001 NON-EXPEDITED N US-
BAYER-200920029NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

7016495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7016495 DIRECT N LT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  BAYER

7016944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7016944 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PORTIA S ORAL 1 TABLET DAILY PO  BARR
PRODUCT SUBSTITUTION ISSUE  

7023021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7023021 EXPEDITED (15-DAY) HO TPH-00183 < 1 DAY Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY DISORDER ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL 7 MTH

GASTROOESOPHAGEAL REFLUX DISEASE TEGRETOL (CARBAMAZEPIN) C  
CAESAREAN SECTION FLUOXETINE C  
FATIGUE ALPRAZOLAM C  
VOMITING ATENOLOL C  
MATERNAL DRUGS AFFECTING FOETUS  
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7300700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7300700 NON-EXPEDITED Y US-
BAYER-200917884NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED ULTRAVIST S INTRAVENOUS Total daily dose: 500 ML

Unit dose: 80 ML
 BAYER

ERYTHEMA ULTRAVIST S ORAL  BAYER
LYBREL S  
DORYX C  
RITALIN LA C  

7303429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2009 7303429 EXPEDITED (15-DAY) N OT US-TEVA-195288USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE TYLENOL C ORAL  

6630059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 6630059 NON-EXPEDITED Y US-
BAYER-200819438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
43 DAY BAYER

Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
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6649341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 6649341 NON-EXPEDITED N US-
BAYER-200821719NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
31 DAY BAYER

UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 UG/DAY
CONTINUOUS

 BAYER

VAGINAL HAEMORRHAGE EFFEXOR C  

6705986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 6705986 NON-EXPEDITED N US-
BAYER-200821000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 32 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 6992059 NON-EXPEDITED N OT US-
BAYER-200920036NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 98 DAY BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
MEDICAL DEVICE DISCOMFORT  
VAGINITIS BACTERIAL  
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7011978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7011978 NON-EXPEDITED N OT US-
BAYER-200921707NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
BLOOD PRESSURE DECREASED  
BREAST TENDERNESS  
FLUID RETENTION  
HYPERAESTHESIA  
WEIGHT INCREASED  

7011981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7011981 EXPEDITED (15-DAY) Y OT US-
BAYER-200922224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER TRANSPLANT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7011982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7011982 NON-EXPEDITED N HO,OT US-
BAYER-200922211NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7012007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7012007 NON-EXPEDITED N US-
BAYER-200920038NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7017312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7017312 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 PILL 1X DAY MOUTH

ORAL 047
 

ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
CHROMATURIA  
DECREASED APPETITE  
GASTROINTESTINAL PAIN  
GASTROOESOPHAGEAL REFLUX DISEASE  
HEADACHE  
OSTEOARTHRITIS  
PRODUCT SUBSTITUTION ISSUE  
WEIGHT DECREASED  

7017837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2009 7017837 DIRECT N HO 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL MIRENA S INTRAUTERINE ONE IUD STEADY

FLOW INTRA-UTERINE
 

OVARIAN CYST RUPTURED  

6714779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 6714779 NON-EXPEDITED Y OT US-
BAYER-200829083NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation  
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Detailed Report
6962184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 6962184 NON-EXPEDITED N US-
BAYER-200914612NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR HYPERAEMIA MIRENA S INTRAUTERINE CONTINOUS  BAYER
EYE DISORDER  
EYE PRURITUS  

6963646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 6963646 NON-EXPEDITED Y US-
BAYER-200914611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

6986582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 6986582 NON-EXPEDITED Y OT US-
BAYER-200919390NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
PAIN FLONASE C  

6986626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 6986626 NON-EXPEDITED N US-
BAYER-200917213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7013564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013564 NON-EXPEDITED N US-
BAYER-200913952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7013566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013566 NON-EXPEDITED Y US-
BAYER-200913118NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE CONTRACEPTION  BAYER
RASH  

7013570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013570 NON-EXPEDITED N US-
BAYER-200920402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7013571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013571 NON-EXPEDITED N US-
BAYER-200920242NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7013572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013572 NON-EXPEDITED Y US-
BAYER-200920235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INCREASED APPETITE  
MOOD ALTERED  
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Detailed Report
7013574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013574 NON-EXPEDITED Y US-
BAYER-200920245NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIOPSY CERVIX MIRENA S  BAYER
Device expulsion  

7013579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013579 NON-EXPEDITED Y US-
BAYER-200919935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7013585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7013585 NON-EXPEDITED N US-
BAYER-200915036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7022635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7022635 DIRECT Y HO 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S 1 MTH BAYER
ABDOMINAL DISCOMFORT  
DEPRESSION  
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Detailed Report
7022757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7022757 DIRECT Y HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S  
ABDOMINAL PAIN LOWER  
CERVICITIS  
CHILLS  
DECREASED APPETITE  
HOT FLUSH  
INSOMNIA  
INTRAUTERINE INFECTION  

7303437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7303437 EXPEDITED (15-DAY) N OT US-TEVA-196219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL  DURAMED
SYNCOPE ALPRAZOLAM S  
VOMITING UNSPECIFIED INGREDIENT S  

7303446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2009 7303446 NON-EXPEDITED Y CA,OT US-TEVA-033817 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1 Tablet, q12hr  DURAMED
CONGENITAL ANOMALY  
DRUG INEFFECTIVE  
FOETAL HEART RATE ABNORMAL  
Maternal exposure during pregnancy  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7014619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2009 7014619 NON-EXPEDITED Y OT US-
BAYER-200922302NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6901565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6901565 NON-EXPEDITED N OT US-
BAYER-200912053NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
PROCEDURAL PAIN  

6930811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6930811 NON-EXPEDITED Y OT US-
BAYER-200914387NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
FALL  

6931959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6931959 NON-EXPEDITED N HO US-
BAYER-200914374NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6935829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6935829 EXPEDITED (15-DAY) N HO US-
BAYER-200914631NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGITIS MIRENA S INTRAUTERINE CINTINUOUS  BAYER
DISCOMFORT  
PAIN  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DRYNESS  

6942636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6942636 EXPEDITED (15-DAY) N OT AT-
BAYER-200915880GPV

42 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
MIRENA S INTRAUTERINE ALL IN ALL 10 YEARS 3 MTH BAYER

6943630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6943630 NON-EXPEDITED Y HO,OT US-
BAYER-200915409NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER

6957682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6957682 EXPEDITED (15-DAY) N HO,OT AT-
BAYER-200916954GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE  BAYER
HYPERPROLACTINAEMIA  
PROLACTINOMA  
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Detailed Report
6959826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6959826 NON-EXPEDITED N OT US-
BAYER-200917221NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
URINARY TRACT INFECTION ANTIBIOTICS C  
Medical device complication DOXYCYCLINE HYCLATE C  

SULFAMETHOXAZOLE
\TRIMETHOPRIM

C  

NAPROXEN C  
VICODIN C  
CIPROFLOXACIN C  

6976088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6976088 NON-EXPEDITED N OT US-
BAYER-200918542NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

6986583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6986583 NON-EXPEDITED N HO,OT US-
BAYER-200919546NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PELVIC DISCOMFORT  
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Detailed Report
6991102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6991102 NON-EXPEDITED Y US-
BAYER-200918057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

6997391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6997391 NON-EXPEDITED N HO US-
BAYER-200920688NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6997413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 6997413 NON-EXPEDITED N US-
BAYER-200920797NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7001992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7001992 NON-EXPEDITED N HO,OT US-
BAYER-200921159NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
Medical device complication  
OVARIAN CYST RUPTURED  
VAGINAL HAEMORRHAGE  

Page: 2,298 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7001994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7001994 NON-EXPEDITED N OT US-
BAYER-200920938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
Medical device complication  

7002882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7002882 NON-EXPEDITED Y OT US-
BAYER-200921578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 263 DAY BAYER

7015908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015908 NON-EXPEDITED N US-
BAYER-200921746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK DISORDER MIRENA S INTRAUTERINE CONTINUOUS 2135 DAY BAYER

7015910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015910 NON-EXPEDITED N US-
BAYER-200919981NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7015914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015914 NON-EXPEDITED N HO US-
BAYER-200922458NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7015915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015915 NON-EXPEDITED N US-
BAYER-200916507NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7015916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015916 NON-EXPEDITED N US-
BAYER-200919731NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 51 DAY BAYER

7015917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015917 NON-EXPEDITED N US-
BAYER-200921948NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PROLACTIN INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST DISCHARGE  
DIZZINESS  
LETHARGY  
NAUSEA  
VOMITING  

7015920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015920 NON-EXPEDITED N US-
BAYER-200922150NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 265 DAY BAYER
VAGINAL HAEMORRHAGE PROZAC C  
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7015921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015921 NON-EXPEDITED N US-
BAYER-200921750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
VOMITING  

7015923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015923 NON-EXPEDITED N OT US-
BAYER-200922470NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7015926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015926 NON-EXPEDITED Y US-
BAYER-200921943NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

7015927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015927 NON-EXPEDITED N US-
BAYER-200921823NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE RELATED INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7015929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015929 EXPEDITED (15-DAY) N OT US-
BAYER-200922553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUS SYSTEM DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7015930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015930 NON-EXPEDITED N US-
BAYER-200922569NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7015933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015933 NON-EXPEDITED N OT US-
BAYER-200922934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

7015935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015935 NON-EXPEDITED N US-
BAYER-200922721NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERNATIONAL NORMALISED RATIO
DECREASED

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

COUMADIN C ORAL  
DARVOCET C  

7015936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7015936 NON-EXPEDITED N US-
BAYER-200922443NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7023742 DIRECT N DS,OT,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 5 YEAR DOSE  
EMOTIONAL DISTRESS  
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Detailed Report
7030342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7030342 DIRECT N DS,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
AMNESIA  
BACK PAIN  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
DEPRESSION  
JOINT SWELLING  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MIGRAINE  
MOOD SWINGS  
OEDEMA PERIPHERAL  
RASH  
URINARY TRACT INFECTION  

7303428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7303428 EXPEDITED (15-DAY) N OT US-TEVA-196665USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

UTERINE HAEMORRHAGE  
VAGINAL DISCHARGE  
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Detailed Report
7303431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2009 7303431 EXPEDITED (15-DAY) N OT US-TEVA-196560USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
Maternal exposure during pregnancy  
PREGNANCY  

6668410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6668410 EXPEDITED (15-DAY) N OT FR-
BAYER-200820125GPV

27 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS MIRENA S INTRAUTERINE 6 MTH BAYER

6738041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6738041 NON-EXPEDITED Y US-
BAYER-200829140NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LIBIDO DECREASED  
MENSTRUATION DELAYED  
SEXUAL DYSFUNCTION  
VAGINAL HAEMORRHAGE  

6804678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6804678 EXPEDITED (15-DAY) Y OT FR-
BAYER-200829548GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6855276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6855276 NON-EXPEDITED N US-
BAYER-200839256NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
Haemorrhage in pregnancy  

6874696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6874696 EXPEDITED (15-DAY) N OT GB-
BAYER-200910001BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6920731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6920731 NON-EXPEDITED N US-
BAYER-200912019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6930809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6930809 NON-EXPEDITED N OT US-
BAYER-200914678NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
PAIN  
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Detailed Report
6943867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6943867 NON-EXPEDITED N US-
BAYER-200914933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6952513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6952513 NON-EXPEDITED N US-
BAYER-200913789NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

6954366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6954366 NON-EXPEDITED N US-
BAYER-200913995NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 62 MTH BAYER
MUSCLE TIGHTNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED LEXAPRO C  
ARTHRALGIA EFFEXOR C  
Hypoaesthesia VALTREX C  
PARAESTHESIA VITAMINS NOS C  
HEADACHE  
LIBIDO DECREASED  
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Detailed Report
6962194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6962194 NON-EXPEDITED N US-
BAYER-200914628NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  

6976074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6976074 NON-EXPEDITED Y HO,OT US-
BAYER-200918494NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

6979395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6979395 NON-EXPEDITED Y OT US-
BAYER-200918928NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 39 DAY BAYER
PELVIC PAIN  

6983828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6983828 NON-EXPEDITED Y US-
BAYER-200915285NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 5 YR BAYER

6996638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 6996638 NON-EXPEDITED N US-
BAYER-200918601NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
7000424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7000424 NON-EXPEDITED Y OT US-
BAYER-200920487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7017105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017105 EXPEDITED (15-DAY) Y OT FR-
BAYER-200922394GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAGET'S DISEASE OF THE BREAST MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
OLIGOMENORRHOEA  

7017106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017106 NON-EXPEDITED N OT US-
BAYER-200922713NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication ASACOL C  

7017107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017107 EXPEDITED (15-DAY) N OT CA-
BAYER-200922711NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

INH C  
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Detailed Report
7017108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017108 NON-EXPEDITED N OT US-
BAYER-200922623NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
Medical device complication  
PROCEDURAL PAIN  

7017109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017109 NON-EXPEDITED N OT US-
BAYER-200922661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PROCEDURAL PAIN  

7017113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017113 NON-EXPEDITED N OT US-
BAYER-200922956NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
Medical device complication  
MEDICAL DEVICE PAIN  
NAUSEA  
NECK PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7017114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017114 EXPEDITED (15-DAY) N OT US-
BAYER-200922155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS NONINFECTIVE MIRENA S INTRAUTERINE  BAYER

7017116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017116 NON-EXPEDITED Y OT US-
BAYER-200922933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 5 YR BAYER

7017244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017244 NON-EXPEDITED Y US-
BAYER-200916142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7017245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017245 NON-EXPEDITED Y US-
BAYER-200915970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7017246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017246 NON-EXPEDITED Y US-
BAYER-200915326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 8 DAY BAYER
PAIN  
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Detailed Report
7017248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017248 NON-EXPEDITED Y US-
BAYER-200919676NA

62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS
(REPLACEMENT UNIT)

 BAYER

7017249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017249 NON-EXPEDITED N US-
BAYER-200919707NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7017250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017250 NON-EXPEDITED N US-
BAYER-200915591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7017251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017251 NON-EXPEDITED N US-
BAYER-200915429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7017258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017258 NON-EXPEDITED N US-
BAYER-200920610NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7017259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017259 NON-EXPEDITED N US-
BAYER-200920543NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7017260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7017260 NON-EXPEDITED Y US-
BAYER-200920944NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OESTRADIOL DECREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
9 MTH BAYER

HOT FLUSH  
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Detailed Report
7031034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2009 7031034 EXPEDITED (15-DAY) N HO,OT TPH-00038 36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 6 MTH

DRUG INEFFECTIVE DICLOFENAC (DICLOFENAC
[DICLOFENAC])

C  

PRE-ECLAMPSIA CEPHALEXIN C  
HEADACHE ACETAMINOPHEN C  
INFERTILITY FEMALE  
MATERNAL EXPOSURE DURING PREGNANCY  
SWELLING  
VOMITING  

6760098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 6760098 EXPEDITED (15-DAY) Y HO,OT BR-
BAYER-200817826LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Medical device complication FLUOXETINE HCL C ORAL  
NEPHROLITHIASIS SIBUTRAMINE C ORAL  
AMENORRHOEA  
CALCULUS URETERIC  
NEPHROCALCINOSIS  
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Detailed Report
6890051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 6890051 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200829674GPV

35 YR Female LBN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HAEMATOSALPINX  
OVARIAN CYST TORSION  
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Detailed Report
6910369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 6910369 NON-EXPEDITED N US-
BAYER-200911393NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 610 DAY BAYER
DEVICE BREAKAGE AMBIEN CR C ORAL Total daily dose: 12.5

MG
 

VAGINAL HAEMORRHAGE VERSAMIST C  
Toxicity to various agents ERYTHROMYCIN C ORAL Total daily dose: 500

MG
 

Device expulsion MULTI-VITAMIN C  
PAIN VIVELLE DOT C TRANSDERMAL  
METRORRHAGIA XANAX C  
ABDOMINAL PAIN LOWER  
ANGER  
BREAST TENDERNESS  
DEPRESSED MOOD  
HOT FLUSH  
IRRITABILITY  
MENOPAUSAL SYMPTOMS  
MOOD SWINGS  
NIGHT SWEATS  
PROCEDURAL PAIN  
SELF ESTEEM DECREASED  
SLEEP DISORDER  
WEIGHT INCREASED  

7000420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7000420 EXPEDITED (15-DAY) N CA DE-
BAYER-200921185GPV

10 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA CONGENITAL MIRENA S TRANSPLACENTAL  BAYER
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Detailed Report
7006383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7006383 EXPEDITED (15-DAY) N OT US-
BAYER-200921697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7021723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021723 NON-EXPEDITED N US-
BAYER-200916323NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA AMOXICILLIN C 20 DAY

7021741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021741 NON-EXPEDITED Y US-
BAYER-200915460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7021742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021742 NON-EXPEDITED N US-
BAYER-200916685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POOR QUALITY SLEEP MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS  

7021744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021744 NON-EXPEDITED Y US-
BAYER-200917802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7021747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021747 NON-EXPEDITED N US-
BAYER-200919014NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 62 DAY BAYER
Medical device complication  
PROCEDURAL PAIN  

7021748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021748 NON-EXPEDITED Y US-
BAYER-200917805NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 297 DAY BAYER

7021822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021822 NON-EXPEDITED N US-
BAYER-200915484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7021823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021823 NON-EXPEDITED N US-
BAYER-200915462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7021824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021824 NON-EXPEDITED N US-
BAYER-200916675NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 111 DAY BAYER

UNSPECIFIED INGREDIENT C  
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Detailed Report
7021825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021825 NON-EXPEDITED Y US-
BAYER-200920743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 304 DAY BAYER
VAGINAL HAEMORRHAGE  

7021826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021826 NON-EXPEDITED Y US-
BAYER-200915637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7021828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021828 NON-EXPEDITED Y US-
BAYER-200919096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7021931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021931 EXPEDITED (15-DAY) N HO US-
BAYER-200922969NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 2 MTH BAYER
ADVERSE DRUG REACTION  
HEADACHE  
IMPAIRED WORK ABILITY  
INCOHERENT  
NAUSEA  
PARANOIA  
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Detailed Report
7021933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021933 EXPEDITED (15-DAY) N OT US-
BAYER-200922840NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER

7021937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021937 NON-EXPEDITED Y US-
BAYER-200915010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7021939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021939 NON-EXPEDITED N US-
BAYER-200915654NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7021940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021940 NON-EXPEDITED Y US-
BAYER-200915964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7021941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021941 NON-EXPEDITED Y US-
BAYER-200918624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE C ONTINUOS  BAYER
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Detailed Report
7021942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021942 NON-EXPEDITED N US-
BAYER-200919458NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 145 DAY BAYER

7021949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7021949 EXPEDITED (15-DAY) Y OT US-TEVA-197834USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION CRYSELLE S ORAL  DURAMED
DEPRESSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  

ANGER  
ANXIETY  
HEADACHE  
NAUSEA  
PARANOIA  

7303427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2009 7303427 EXPEDITED (15-DAY) N OT US-TEVA-196367USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
ABDOMINAL DISTENSION  
DRUG INEFFECTIVE  
ECTOPIC PREGNANCY  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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6693941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6693941 EXPEDITED (15-DAY) Y OT US-
BAYER-200827225NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 277 DAY BAYER
COMPLICATION OF PREGNANCY  
Haemorrhage in pregnancy  
MALAISE  
PELVIC PAIN  
PRE-ECLAMPSIA  
PREMATURE BABY  

6703747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6703747 NON-EXPEDITED N US-
BAYER-200827550NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6761213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6761213 NON-EXPEDITED Y US-
BAYER-200832858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  
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6885989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6885989 NON-EXPEDITED N US-
BAYER-200841379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
NAUSEA  
WEIGHT INCREASED  

6961213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6961213 NON-EXPEDITED N US-
BAYER-200914900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
DIZZINESS  
FATIGUE  

6961215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6961215 NON-EXPEDITED N US-
BAYER-200914903NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
PAIN  
UTERINE DISORDER  
VAGINAL HAEMORRHAGE  
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6967033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6967033 NON-EXPEDITED N US-
BAYER-200915866NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

6986629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6986629 NON-EXPEDITED N US-
BAYER-200915507NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ANTIHYPERTENSIVES C  

6991092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6991092 NON-EXPEDITED N US-
BAYER-200917941NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST PAIN  
OLIGOMENORRHOEA  
WEIGHT INCREASED  

6995340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 6995340 EXPEDITED (15-DAY) Y HO,OT BR-
BAYER-200916295LA

59 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES INSIPIDUS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7011307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7011307 EXPEDITED (15-DAY) Y OT 1000006380 42 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE ESCITALOPRAM OXALATE S ORAL 10 MG (10 MG, 1 IN 1

D), ORAL
 

HAEMOGLOBIN DECREASED ESCITALOPRAM OXALATE S ORAL 5 MG (5 MG, 1 IN 1 D),
ORAL

 

COELIAC DISEASE MIRENA S INTRAUTERINE (52 MG), I.U.  
BLOOD IRON DECREASED  
MEDICAL DEVICE COMPLICATION  

7022947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7022947 NON-EXPEDITED Y OT US-
BAYER-200923073NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023049 NON-EXPEDITED N US-
BAYER-200915715NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7023050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023050 NON-EXPEDITED N US-
BAYER-200915479NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER
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Detailed Report
7023051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023051 NON-EXPEDITED Y US-
BAYER-200915721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023052 NON-EXPEDITED N US-
BAYER-200915760NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 121 DAY BAYER
AMENORRHOEA  

7023053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023053 NON-EXPEDITED Y US-
BAYER-200915722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023054 NON-EXPEDITED N US-
BAYER-200915885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023055 NON-EXPEDITED N US-
BAYER-200915908NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7023056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023056 NON-EXPEDITED N US-
BAYER-200915881NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 MTH BAYER
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7023057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023057 NON-EXPEDITED N US-
BAYER-200915994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7023058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023058 NON-EXPEDITED N US-
BAYER-200915787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 102 DAY BAYER

7023059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023059 NON-EXPEDITED N US-
BAYER-200915804NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7023060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023060 NON-EXPEDITED N US-
BAYER-200915990NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 161 DAY BAYER

7023061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023061 NON-EXPEDITED N US-
BAYER-200915669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 85 DAY BAYER

7023062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023062 NON-EXPEDITED Y US-
BAYER-200915821NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7023063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023063 NON-EXPEDITED N US-
BAYER-200916073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER
ABDOMINAL PAIN LOWER  

7023064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023064 NON-EXPEDITED N US-
BAYER-200916002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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Detailed Report
7023065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023065 NON-EXPEDITED N US-
BAYER-200916075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER

7023066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023066 NON-EXPEDITED N US-
BAYER-200915874NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7023067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023067 NON-EXPEDITED N US-
BAYER-200915901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 262 WEEK BAYER

7023068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023068 NON-EXPEDITED N US-
BAYER-200915999NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7023069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023069 NON-EXPEDITED N US-
BAYER-200915886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,328 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7023070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023070 NON-EXPEDITED N US-
BAYER-200915904NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7023071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023071 NON-EXPEDITED N US-
BAYER-200915860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023073 NON-EXPEDITED N US-
BAYER-200915898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7023074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023074 NON-EXPEDITED N US-
BAYER-200915945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7023075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023075 NON-EXPEDITED N US-
BAYER-200916042NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER
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Detailed Report
7023076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023076 NON-EXPEDITED N US-
BAYER-200916082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023077 NON-EXPEDITED N US-
BAYER-200915883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 85 DAY BAYER

7023078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023078 NON-EXPEDITED N US-
BAYER-200915902NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7023079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023079 NON-EXPEDITED Y US-
BAYER-200915896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7023080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023080 NON-EXPEDITED Y US-
BAYER-200915810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7023081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023081 NON-EXPEDITED Y US-
BAYER-200915815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7023082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023082 NON-EXPEDITED N US-
BAYER-200916190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER

7023083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023083 NON-EXPEDITED N US-
BAYER-200916341NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DEPRESSION  
PAIN  
VAGINAL HAEMORRHAGE  

7023086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023086 NON-EXPEDITED N US-
BAYER-200916307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
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Detailed Report
7023089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023089 NON-EXPEDITED Y US-
BAYER-200916086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7023090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023090 NON-EXPEDITED N US-
BAYER-200916145NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7023091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023091 NON-EXPEDITED Y US-
BAYER-200916151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7023093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023093 NON-EXPEDITED Y US-
BAYER-200916175NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINEOUS 43 DAY BAYER

7023095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023095 NON-EXPEDITED N US-
BAYER-200916313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7023096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023096 NON-EXPEDITED N US-
BAYER-200916449NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7023097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023097 NON-EXPEDITED Y US-
BAYER-200916186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINEOUS 28 DAY BAYER

7023098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023098 NON-EXPEDITED N US-
BAYER-200916336NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  

7023099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023099 NON-EXPEDITED Y US-
BAYER-200916143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7023100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023100 NON-EXPEDITED N US-
BAYER-200916293NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE CYSTIC  

Page: 2,333 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7023101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023101 NON-EXPEDITED N US-
BAYER-200916442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER

7023105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023105 NON-EXPEDITED Y US-
BAYER-200916215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER

7023106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023106 NON-EXPEDITED Y US-
BAYER-200916210NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7023107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023107 NON-EXPEDITED N US-
BAYER-200920912NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
LETHARGY  
MALAISE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7023110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023110 NON-EXPEDITED N US-
BAYER-200916361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
CHILLS  
PAIN  
PYREXIA  
VAGINAL HAEMORRHAGE  

7023111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2009 7023111 NON-EXPEDITED N US-
BAYER-200920918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC HAEMATOMA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
COITAL BLEEDING  

6687518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6687518 NON-EXPEDITED N US-
BAYER-200825608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST URINE POSITIVE MIRENA S INTRAUTERINE 20  MCG/DAY

CONTINUOUS
 BAYER
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Detailed Report
6744683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6744683 EXPEDITED (15-DAY) N OT US-
BAYER-200831974NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
NO ADVERSE EVENT  
PROCEDURAL PAIN  

6800996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6800996 EXPEDITED (15-DAY) N BR-
BAYER-200819647LA

31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 MTH BAYER

ABDOMINAL PAIN  
FLATULENCE  
HAEMORRHOIDAL HAEMORRHAGE  
Medical device complication  
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Detailed Report
6825647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6825647 NON-EXPEDITED N OT US-
BAYER-200839261NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 25 MTH BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
BEDRIDDEN  
CHEST PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEPRESSION  
DEVICE BREAKAGE  
DYSPAREUNIA  
FATIGUE  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

Medical device complication  
PAIN  
PLEURISY  
UTERINE PAIN  

6881674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6881674 EXPEDITED (15-DAY) N OT US-
BAYER-200840457NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA  
LYMPHADENOPATHY  
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Detailed Report
6892937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6892937 EXPEDITED (15-DAY) N OT US-
BAYER-200911049NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA MIRENA S INTRAUTERINE CONTINUOUS 37 DAY BAYER
CONSTIPATION LOVENOX C  
NAUSEA ATENOLOL C  
PELVIC PAIN ALBUTEROL C  
VOMITING ADVAIR HFA C  
WEIGHT INCREASED ZOFRAN C  
IRRITABILITY KYTRIL C  

VICODIN C  

6934987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6934987 EXPEDITED (15-DAY) Y OT US-
BAYER-200914681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6942640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6942640 EXPEDITED (15-DAY) N HO US-
BAYER-200915142NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
CERVIX DISORDER  
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Detailed Report
6954077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6954077 NON-EXPEDITED Y OT US-
BAYER-200915950NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

6969253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6969253 NON-EXPEDITED Y OT US-
BAYER-200917960NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN  
Medical device complication  

6980515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6980515 NON-EXPEDITED N OT US-
BAYER-200919078NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
PAIN  

6993220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6993220 NON-EXPEDITED Y OT US-
BAYER-200920206NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6996581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 6996581 NON-EXPEDITED Y OT US-
BAYER-200920691NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7002878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7002878 EXPEDITED (15-DAY) Y OT US-
BAYER-200921502NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

POSTICTAL HEADACHE MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

MIGRAINE TOPAMAX C ORAL  
NAUSEA VITAMINS C ORAL  
Device expulsion  

7024433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024433 EXPEDITED (15-DAY) Y OT BE-
BAYER-200922819GPV

32 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 3 YR BAYER
Haemorrhage in pregnancy MINOCYCLINE HYDROCHLORIDE C  
RETROPLACENTAL HAEMATOMA  

7024434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024434 NON-EXPEDITED Y OT US-
BAYER-200923217NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7024435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024435 NON-EXPEDITED Y OT US-
BAYER-200923267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7024487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024487 NON-EXPEDITED N US-
BAYER-200915979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024488 NON-EXPEDITED Y US-
BAYER-200915796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024489 NON-EXPEDITED Y US-
BAYER-200915335NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 111 DAY BAYER

7024490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024490 NON-EXPEDITED Y US-
BAYER-200915879NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
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Detailed Report
7024491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024491 NON-EXPEDITED N US-
BAYER-200915949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024492 NON-EXPEDITED Y US-
BAYER-200915331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER

7024493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024493 NON-EXPEDITED Y US-
BAYER-200915887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

7024494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024494 NON-EXPEDITED Y US-
BAYER-200915951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7024495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024495 NON-EXPEDITED N US-
BAYER-200915943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
NAUSEA  
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Detailed Report
7024497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024497 NON-EXPEDITED Y US-
BAYER-200915876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024498 NON-EXPEDITED Y US-
BAYER-200915332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7024499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024499 NON-EXPEDITED N US-
BAYER-200916496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER

7024500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024500 NON-EXPEDITED N US-
BAYER-200915946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
ABNORMAL BEHAVIOUR  

7024501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024501 NON-EXPEDITED N US-
BAYER-200915698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
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Detailed Report
7024502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024502 NON-EXPEDITED N US-
BAYER-200915893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024503 NON-EXPEDITED N US-
BAYER-200916621NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS 52 DAY BAYER
ABDOMINAL DISTENSION  
FLATULENCE  
IRRITABILITY  
JOINT SWELLING  
LIBIDO DECREASED  
OEDEMA PERIPHERAL  

7024506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024506 NON-EXPEDITED N US-
BAYER-200916233NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
Medical device complication  

7024507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024507 NON-EXPEDITED N US-
BAYER-200916205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  
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Detailed Report
7024508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024508 NON-EXPEDITED N US-
BAYER-200916617NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
HYPOAESTHESIA  
VAGINAL HAEMORRHAGE  

7024509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024509 NON-EXPEDITED N US-
BAYER-200916284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 55 DAY BAYER

7024510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024510 NON-EXPEDITED N US-
BAYER-200916437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024511 NON-EXPEDITED N US-
BAYER-200916458NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
7024514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024514 NON-EXPEDITED N US-
BAYER-200916460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024515 NON-EXPEDITED N US-
BAYER-200916503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024521 NON-EXPEDITED Y US-
BAYER-200916202NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7024522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024522 NON-EXPEDITED N US-
BAYER-200916463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7024523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024523 NON-EXPEDITED N US-
BAYER-200916227NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA  
HEADACHE  
LIBIDO DECREASED  

7024524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024524 NON-EXPEDITED N US-
BAYER-200916338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024525 NON-EXPEDITED N US-
BAYER-200916295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 122 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024526 NON-EXPEDITED N US-
BAYER-200916286NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7024527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024527 NON-EXPEDITED Y US-
BAYER-200916196NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7024536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024536 NON-EXPEDITED N US-
BAYER-200918293NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024537 NON-EXPEDITED N US-
BAYER-200916451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024538 NON-EXPEDITED Y US-
BAYER-200916200NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024539 NON-EXPEDITED N US-
BAYER-200916231NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
7024540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024540 NON-EXPEDITED N US-
BAYER-200918254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7024541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024541 NON-EXPEDITED N US-
BAYER-200917849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024543 NON-EXPEDITED N US-
BAYER-200916790NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024544 NON-EXPEDITED N US-
BAYER-200917466NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 127 DAY BAYER

7024545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024545 NON-EXPEDITED N US-
BAYER-200917384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 162 DAY BAYER
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7024550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024550 NON-EXPEDITED N US-
BAYER-200917334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 674 DAY BAYER

7024551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024551 NON-EXPEDITED N US-
BAYER-200917375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7024553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024553 NON-EXPEDITED N US-
BAYER-200916787NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7024554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024554 NON-EXPEDITED Y US-
BAYER-200918295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024555 NON-EXPEDITED N US-
BAYER-200918709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
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7024556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024556 NON-EXPEDITED N US-
BAYER-200917337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7024557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024557 NON-EXPEDITED N US-
BAYER-200917740NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7024558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024558 NON-EXPEDITED Y US-
BAYER-200917585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 235 DAY BAYER

7024559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024559 NON-EXPEDITED N US-
BAYER-200917330NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7024564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024564 NON-EXPEDITED Y US-
BAYER-200917220NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 127 DAY BAYER
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7024565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024565 NON-EXPEDITED Y US-
BAYER-200918732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7024566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024566 NON-EXPEDITED N US-
BAYER-200916798NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7024567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024567 NON-EXPEDITED Y US-
BAYER-200918472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 128 DAY BAYER

7024568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024568 NON-EXPEDITED N US-
BAYER-200917344NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

7024569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024569 NON-EXPEDITED N US-
BAYER-200917372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
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7024570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024570 NON-EXPEDITED N US-
BAYER-200917812NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024572 NON-EXPEDITED N US-
BAYER-200917218NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7024573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024573 NON-EXPEDITED N US-
BAYER-200918172NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 218 DAY BAYER

7024574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024574 NON-EXPEDITED Y US-
BAYER-200917200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER

7024577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024577 NON-EXPEDITED Y US-
BAYER-200919290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
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7024578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024578 NON-EXPEDITED N US-
BAYER-200919356NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

RASH ERYTHEMATOUS  

7024580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024580 NON-EXPEDITED N US-
BAYER-200920516NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER

7024582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024582 NON-EXPEDITED Y US-
BAYER-200923095NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7024583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024583 NON-EXPEDITED Y US-
BAYER-200918830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
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7024585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024585 NON-EXPEDITED Y US-
BAYER-200919373NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER

7024587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024587 NON-EXPEDITED Y US-
BAYER-200918713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 155 DAY BAYER

7024588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7024588 NON-EXPEDITED N US-
BAYER-200918733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7030195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7030195 DIRECT N DS 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRA-CERVICAL ONE TIME

INTRACERVICAL
 

DEVICE DISLOCATION  
UTERINE RUPTURE  

7030288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7030288 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE INTRA-UTERINE  
HAEMORRHAGE  
PARAESTHESIA  
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7303434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2009 7303434 EXPEDITED (15-DAY) N OT US-TEVA-197535USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL  DURAMED
MENSTRUATION IRREGULAR  

6700911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 6700911 EXPEDITED (15-DAY) HO DE-BAYER-
DE-2007-026998

25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE 20 µg/day, cont 506 DAY BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 20 µG/DAY, CONT  BAYER
ABDOMINAL PAIN LOWER DIENOGEST S ORAL Total daily dose: 1 DF  
AMENORRHOEA  

6707311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 6707311 NON-EXPEDITED Y US-
BAYER-200822823NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 UG\ DAYS

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LIDOCAINE C  

6969256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 6969256 EXPEDITED (15-DAY) Y HO,LT DE-
BAYER-200918105GPV

53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 2345 DAY BAYER
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7025464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025464 EXPEDITED (15-DAY) Y HO GB-
BAYER-200912171BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE  BAYER

7025636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025636 NON-EXPEDITED N US-
BAYER-200916170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7025637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025637 NON-EXPEDITED N US-
BAYER-200915330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7025638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025638 NON-EXPEDITED N US-
BAYER-200916185NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025641 NON-EXPEDITED N US-
BAYER-200916191NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7025642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025642 NON-EXPEDITED N US-
BAYER-200916147NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025643 NON-EXPEDITED Y US-
BAYER-200916226NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 81 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 48 DAY BAYER

7025644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025644 NON-EXPEDITED N US-
BAYER-200916467NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025645 NON-EXPEDITED N US-
BAYER-200916101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BONE CYST MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN UPPER  

7025647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025647 NON-EXPEDITED N US-
BAYER-200916149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7025648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025648 NON-EXPEDITED N US-
BAYER-200916072NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication ESTROGEN NOS C  

7025649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025649 NON-EXPEDITED N US-
BAYER-200915413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7025650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025650 NON-EXPEDITED N US-
BAYER-200916182NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
MENORRHAGIA  

7025651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025651 NON-EXPEDITED Y US-
BAYER-200916152NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7025652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025652 NON-EXPEDITED Y US-
BAYER-200916153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025653 NON-EXPEDITED Y US-
BAYER-200916222NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

7025654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025654 NON-EXPEDITED N US-
BAYER-200916146NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
ASTHENIA  
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
NAUSEA  
OEDEMA PERIPHERAL  
POST PROCEDURAL HAEMORRHAGE  
TREMOR  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
7025659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025659 NON-EXPEDITED N US-
BAYER-200916493NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7025660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025660 NON-EXPEDITED N US-
BAYER-200916091NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025661 NON-EXPEDITED N US-
BAYER-200917381NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7025662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025662 NON-EXPEDITED Y US-
BAYER-200917847NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
ABDOMINAL PAIN LOWER  

7025664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025664 NON-EXPEDITED N US-
BAYER-200916160NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER
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7025665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025665 NON-EXPEDITED Y US-
BAYER-200916543NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025667 NON-EXPEDITED Y US-
BAYER-200923309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
MENORRHAGIA  

7025668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025668 NON-EXPEDITED Y US-
BAYER-200918162NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7025670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025670 NON-EXPEDITED N US-
BAYER-200916622NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7025671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025671 NON-EXPEDITED N US-
BAYER-200918947NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7025672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025672 NON-EXPEDITED N US-
BAYER-200918715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025673 NON-EXPEDITED N US-
BAYER-200921044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  BAYER
HYPOMENORRHOEA  
MALAISE  
MENORRHAGIA  

7025674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025674 NON-EXPEDITED N US-
BAYER-200918712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7025676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025676 NON-EXPEDITED Y US-
BAYER-200917339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7025677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025677 NON-EXPEDITED Y US-
BAYER-200917575NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

NEURONTIN C  
HEPSERA C  
CYMBALTA C  
GABITRIL C  

7025678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025678 NON-EXPEDITED N US-
BAYER-200918729NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025679 NON-EXPEDITED Y US-
BAYER-200917741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025680 NON-EXPEDITED N US-
BAYER-200916535NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS 1091 DAY BAYER
ARTHRALGIA  
HYPOAESTHESIA  
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Detailed Report
7025681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025681 NON-EXPEDITED N US-
BAYER-200917743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
Device expulsion SYNTHROID C  

IRON C  
ASCORBIC ACID C  

7025682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025682 NON-EXPEDITED N US-
BAYER-200916862NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7025683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025683 NON-EXPEDITED N US-
BAYER-200916540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025684 NON-EXPEDITED N US-
BAYER-200918170NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

Page: 2,365 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7025685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7025685 NON-EXPEDITED Y US-
BAYER-200918253NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER
DISCOMFORT  

7032583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7032583 DIRECT Y DS 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S  
CONTRAINDICATION TO MEDICAL TREATMENT  
DEVICE DISLOCATION  
PELVIC PAIN  

7032781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7032781 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S  

7036460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2009 7036460 EXPEDITED (15-DAY) Y HO,OT TPH-00186 21 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF ORAL  

CEREBRAL ARTERY OCCLUSION  
HEAD DISCOMFORT  
HEMIANOPIA HOMONYMOUS  
HEMIPARESIS  
ILLUSION  
QUADRIPLEGIA  
VOMITING  
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6705763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6705763 NON-EXPEDITED Y OT US-
BAYER-200827984NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
142 DAY BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

6717600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6717600 NON-EXPEDITED US-
BAYER-200829385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  

6765672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6765672 NON-EXPEDITED N US-
BAYER-200833712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

6945384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6945384 EXPEDITED (15-DAY) N OT US-
BAYER-200915293NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S  BAYER

Page: 2,367 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6955318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6955318 EXPEDITED (15-DAY) N OT US-
BAYER-200916588NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  

6961202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6961202 NON-EXPEDITED N US-
BAYER-200914541NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
CHILLS  
VAGINAL DISCHARGE  
VOMITING  

6973560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6973560 NON-EXPEDITED Y OT US-
BAYER-200918274NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

6973562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 6973562 NON-EXPEDITED Y OT US-
BAYER-200918278NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7026554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026554 EXPEDITED (15-DAY) N OT US-
BAYER-200923220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7026557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026557 NON-EXPEDITED N OT US-
BAYER-200923227NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 37 MTH BAYER
POST PROCEDURAL HAEMORRHAGE  

7026559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026559 EXPEDITED (15-DAY) N OT US-
BAYER-200923425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAL CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7026562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026562 NON-EXPEDITED Y HO,OT US-
BAYER-200923476NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7026563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026563 EXPEDITED (15-DAY) N OT US-
BAYER-200923454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 3 MTH BAYER
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7026565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026565 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200923458NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BREAST DISCHARGE  
GASTROOESOPHAGEAL REFLUX DISEASE  
NIGHTMARE  

7026570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026570 NON-EXPEDITED N US-
BAYER-200917966NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  

7026573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026573 NON-EXPEDITED N US-
BAYER-200916791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 334 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7026574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026574 NON-EXPEDITED N US-
BAYER-200920022NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7026575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026575 NON-EXPEDITED N US-
BAYER-200915440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER

7026581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026581 NON-EXPEDITED N US-
BAYER-200918641NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7026582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026582 NON-EXPEDITED N US-
BAYER-200921127NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INSTABILITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7026583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026583 NON-EXPEDITED N US-
BAYER-200920574NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7026584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026584 NON-EXPEDITED N US-
BAYER-200923468NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
LIBIDO DECREASED  
ONYCHOCLASIS  
WEIGHT INCREASED  

7026585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026585 NON-EXPEDITED N US-
BAYER-200916156NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7026587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026587 NON-EXPEDITED N US-
BAYER-200923824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
PROCEDURAL VOMITING  
PRURITUS GENITAL  
SELF ESTEEM DECREASED  
SEXUAL DYSFUNCTION  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
7026589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7026589 NON-EXPEDITED N US-
BAYER-200923687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7033778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7033778 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
ASTHENIA  
DIZZINESS  
FEELING ABNORMAL  
HAEMORRHAGE  
HYPOAESTHESIA  

7042521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2009 7042521 DIRECT N RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 1 INTRA-UTERINE  BAYER
DEPRESSION SUICIDAL  

6956383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 6956383 EXPEDITED (15-DAY) Y OT AT-
BAYER-200916960GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROLACTINOMA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7005195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7005195 EXPEDITED (15-DAY) Y OT GB-
BAYER-200911852BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7027537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027537 EXPEDITED (15-DAY) N HO NZ-
BAYER-200922855GPV

Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE 86 DAY BAYER
PELVIC INFECTION  
PNEUMOCOCCAL SEPSIS  

7027540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027540 NON-EXPEDITED N OT US-
BAYER-200923548NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA IRON C  
ASTHENIA  
DIZZINESS  
FATIGUE  
MENOMETRORRHAGIA  
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Detailed Report
7027541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027541 NON-EXPEDITED N HO US-
BAYER-200923651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
METRORRHAGIA  

7027542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027542 EXPEDITED (15-DAY) Y OT US-
BAYER-200923559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC LESION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7027545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027545 EXPEDITED (15-DAY) Y HO RU-
BAYER-200922887GPV

39 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER

7027546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027546 NON-EXPEDITED Y OT US-
BAYER-200923553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  
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Detailed Report
7027547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027547 NON-EXPEDITED Y OT US-
BAYER-200923459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL ADHESIONS  

7027552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027552 NON-EXPEDITED N US-
BAYER-200916048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOS  BAYER
ABDOMINAL PAIN LOWER  

7027555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027555 NON-EXPEDITED N US-
BAYER-200921187NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7027558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027558 NON-EXPEDITED Y US-
BAYER-200921345NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7027559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027559 NON-EXPEDITED N US-
BAYER-200917731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7027564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2009 7027564 NON-EXPEDITED Y US-
BAYER-200917524NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
Medical device complication  

6744330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6744330 NON-EXPEDITED Y OT US-
BAYER-200831614NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
FOETAL HEART RATE ABNORMAL  
Medical device complication  

6910876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6910876 NON-EXPEDITED Y OT US-
BAYER-200911307NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRITIS MIRENA S INTRAUTERINE  BAYER
ANXIETY  
ARTHRALGIA  
HEADACHE  
JOINT STIFFNESS  
MOOD ALTERED  
PANIC ATTACK  
UTERINE DISORDER  
VAGINAL HAEMORRHAGE  
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Detailed Report
6947190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6947190 NON-EXPEDITED Y OT US-
BAYER-200915609NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL COMPLICATION  

6961116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6961116 NON-EXPEDITED N HO,OT US-
BAYER-200917105NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 18 MTH BAYER

6961194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6961194 NON-EXPEDITED N US-
BAYER-200914762NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6979398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6979398 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200919178GPV

57 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE  BAYER

6980511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 6980511 EXPEDITED (15-DAY) N HO,OT CA-
BAYER-200919101NA

38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
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Detailed Report
7029305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029305 NON-EXPEDITED N OT US-
BAYER-200923812NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7029307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029307 EXPEDITED (15-DAY) Y OT US-
BAYER-200923692NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ADNEXA UTERI PAIN  
FEELING ABNORMAL  
HYPOMENORRHOEA  
Medical device complication  
SMEAR CERVIX ABNORMAL  

7029343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029343 EXPEDITED (15-DAY) N OT US-
BAYER-200923685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7029351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029351 EXPEDITED (15-DAY) N OT US-
BAYER-200923426NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMYOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN ALPRAZOLAM C  
UTERINE LEIOMYOMA ALBUTEROL C  
ARTHRALGIA OMEPRAZOLE C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BACK PAIN  
COMPLICATION OF DEVICE INSERTION  
ENDOMETRIAL DISORDER  
HYPERHIDROSIS  
NO ADVERSE EVENT  
OVARIAN ENLARGEMENT  
PAIN IN EXTREMITY  
PYREXIA  
UTERINE ENLARGEMENT  
VAGINAL HAEMORRHAGE  

7029412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029412 NON-EXPEDITED Y US-
BAYER-200921590NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7029414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029414 NON-EXPEDITED N US-
BAYER-200917345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7029415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029415 NON-EXPEDITED N US-
BAYER-200921651NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7029418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029418 NON-EXPEDITED N US-
BAYER-200921809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7029421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029421 NON-EXPEDITED N US-
BAYER-200920514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7029422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029422 NON-EXPEDITED N US-
BAYER-200917340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7029423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029423 NON-EXPEDITED Y US-
BAYER-200921420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7029424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029424 NON-EXPEDITED N US-
BAYER-200920995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 97 DAY BAYER

7029425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029425 NON-EXPEDITED Y US-
BAYER-200920121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

7029426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029426 NON-EXPEDITED N US-
BAYER-200920991NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 350 DAY BAYER

7029427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029427 NON-EXPEDITED N US-
BAYER-200920031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
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Detailed Report
7029428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029428 NON-EXPEDITED N US-
BAYER-200921794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7029429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029429 NON-EXPEDITED Y US-
BAYER-200920864NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 246 DAY BAYER

7029431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029431 NON-EXPEDITED Y US-
BAYER-200919097NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7029433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029433 NON-EXPEDITED N US-
BAYER-200917355NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7029436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029436 NON-EXPEDITED N US-
BAYER-200921686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7029439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2009 7029439 NON-EXPEDITED Y US-
BAYER-200923450NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
FATIGUE  
NAUSEA  

6916665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 6916665 NON-EXPEDITED N US-
BAYER-200913482NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE CONTINUOUS 12 MTH BAYER
AMENORRHOEA  
Medical device complication  
PAIN  

7030202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030202 NON-EXPEDITED N OT US-
BAYER-200923541NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

LARGE INTESTINE PERFORATION BETASERON C  
ABDOMINAL PAIN LOWER  
Medical device complication  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7030215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030215 NON-EXPEDITED N US-
BAYER-200916837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  

7030216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030216 NON-EXPEDITED N US-
BAYER-200916686NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7030217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030217 NON-EXPEDITED N US-
BAYER-200916240NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7030218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030218 NON-EXPEDITED N US-
BAYER-200919638NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 100 DAY BAYER

Page: 2,385 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7030219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030219 NON-EXPEDITED N US-
BAYER-200916851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7030222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030222 NON-EXPEDITED N US-
BAYER-200917107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S ORAL  BAYER

7030226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030226 NON-EXPEDITED N US-
BAYER-200916690NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7030227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030227 NON-EXPEDITED N US-
BAYER-200916793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7030228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030228 NON-EXPEDITED Y US-
BAYER-200919164NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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Detailed Report
7030229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030229 NON-EXPEDITED N US-
BAYER-200916688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7030230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030230 NON-EXPEDITED Y US-
BAYER-200915977NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MEDICAL DEVICE COMPLICATION  

7030231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030231 NON-EXPEDITED N US-
BAYER-200915713NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 516 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7030233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030233 NON-EXPEDITED N US-
BAYER-200919719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 48 DAY BAYER
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Detailed Report
7030234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030234 NON-EXPEDITED N US-
BAYER-200923992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7030235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7030235 NON-EXPEDITED N US-
BAYER-200919721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 113 DAY BAYER

7031153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7031153 NON-EXPEDITED Y US-
BAYER-200917348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7038643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7038643 DIRECT Y 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

APPLICATION SITE REACTION  
PRODUCT SUBSTITUTION ISSUE  
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Detailed Report
7039470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2009 7039470 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S  
ACNE CYSTIC  
AFFECTIVE DISORDER  
AGITATION  
BREAST PAIN  
ECZEMA  
FATIGUE  
HAIR GROWTH ABNORMAL  
HAIR TEXTURE ABNORMAL  
LIBIDO DECREASED  
WEIGHT INCREASED  

6081423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6081423 EXPEDITED (15-DAY) Y DS,OT A-CH2006-12481 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY TRACLEER S ORAL 125 MG, BID, ORAL ;

ORAL
 

CAESAREAN SECTION LEVONORGESTREL S  
PREMATURE BABY OMEPRAZOLE S  
THERAPEUTIC RESPONSE DECREASED ASPIRIN LYSINE S  
DRUG INTERACTION  
MATERNAL EXPOSURE BEFORE PREGNANCY  
PREGNANCY ON CONTRACEPTIVE  
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Detailed Report
6713789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6713789 NON-EXPEDITED N US-
BAYER-200829211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

Device expulsion  
Medical device complication  

6891540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6891540 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200841704NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACUTE MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE CONTINUOUS 154 DAY BAYER
ARTERIOSPASM CORONARY  
CORONARY ARTERY DISEASE  
VAGINAL HAEMORRHAGE  

6900252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6900252 EXPEDITED (15-DAY) N OT DK-
BAYER-200912013GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

6907873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6907873 EXPEDITED (15-DAY) N OT DK-
BAYER-200913168GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6923164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6923164 NON-EXPEDITED N HO US-
BAYER-200913639NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 853 DAY BAYER
ABDOMINAL PAIN  

6929343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6929343 NON-EXPEDITED N HO,OT US-
BAYER-200914354NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6945381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6945381 NON-EXPEDITED N HO US-
BAYER-200915203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

6948264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6948264 NON-EXPEDITED N OT US-
BAYER-200915775NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
UNEVALUABLE EVENT  
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Detailed Report
6950775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6950775 NON-EXPEDITED N OT US-
BAYER-200916346NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

6952763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6952763 NON-EXPEDITED N OT US-
BAYER-200916034NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
DEVICE MALFUNCTION  
Haemorrhage in pregnancy  

6952771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6952771 NON-EXPEDITED N OT US-
BAYER-200915997NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 592 DAY BAYER

6954073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6954073 EXPEDITED (15-DAY) N OT US-
BAYER-200915911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOMA VIRAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6958686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6958686 NON-EXPEDITED N HO,OT US-
BAYER-200916581NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN VITAMINS C  
ABDOMINAL PAIN  
DIARRHOEA  
Medical device complication  
PAINFUL DEFAECATION  
VOMITING  

6976072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6976072 NON-EXPEDITED Y HO US-
BAYER-200918665NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
Device expulsion  
Medical device complication  

6978368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6978368 EXPEDITED (15-DAY) Y HO US-
BAYER-200918842NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6980507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6980507 NON-EXPEDITED N OT US-
BAYER-200919225NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN SERTRALINE C ORAL  
Medical device complication  

6980514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6980514 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200919100NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6985234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6985234 NON-EXPEDITED N OT US-
BAYER-200919316NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6997385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 6997385 NON-EXPEDITED N OT US-
BAYER-200920694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

Page: 2,394 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7002005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7002005 NON-EXPEDITED N HO,OT US-
BAYER-200921494NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER

VITAMINS C ORAL  

7011976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7011976 NON-EXPEDITED Y OT US-
BAYER-200922120NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7011977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7011977 NON-EXPEDITED N OT US-
BAYER-200922144NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER
DYSMENORRHOEA  
HYDROMETRA  
OVARIAN CYST  
PAIN  
VAGINAL HAEMORRHAGE  

7029293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7029293 EXPEDITED (15-DAY) N OT GB-
BAYER-200912219BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
BONE PAIN MIRENA S  BAYER
PAIN IN EXTREMITY  
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Detailed Report
7032022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032022 NON-EXPEDITED N OT US-
BAYER-200923633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYSTECTOMY MIRENA S INTRAUTERINE CONTINUOSE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

7032024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032024 EXPEDITED (15-DAY) Y OT NL-
BAYER-200923139GPV

48 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS SUPERFICIAL MIRENA S INTRAUTERINE  BAYER
BREAST CANCER  

7032027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032027 NON-EXPEDITED Y OT US-
BAYER-200924025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 242 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

7032036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032036 NON-EXPEDITED N UZ-
BAYER-200919136NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
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Detailed Report
7032037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032037 NON-EXPEDITED N US-
BAYER-200919072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 25 DAY BAYER

7032038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032038 NON-EXPEDITED Y US-
BAYER-200919029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7032039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032039 NON-EXPEDITED Y US-
BAYER-200918509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7032040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032040 NON-EXPEDITED Y US-
BAYER-200919105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 168 DAY BAYER

7032041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032041 NON-EXPEDITED N US-
BAYER-200919024NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7032042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032042 NON-EXPEDITED Y US-
BAYER-200919068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7032043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032043 NON-EXPEDITED Y US-
BAYER-200919836NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7032044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032044 NON-EXPEDITED Y US-
BAYER-200919516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7032046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032046 NON-EXPEDITED N US-
BAYER-200919154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 261 DAY BAYER

7032047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032047 NON-EXPEDITED Y US-
BAYER-200919711NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 259 DAY BAYER
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Detailed Report
7032048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032048 NON-EXPEDITED N US-
BAYER-200923488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7032049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032049 NON-EXPEDITED Y US-
BAYER-200919600NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7032050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032050 NON-EXPEDITED Y US-
BAYER-200921104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 310 DAY BAYER
ABDOMINAL PAIN  

7032051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032051 NON-EXPEDITED Y US-
BAYER-200919165NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 413 DAY BAYER

7032052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032052 NON-EXPEDITED Y US-
BAYER-200922561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
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7032053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032053 NON-EXPEDITED Y US-
BAYER-200919159NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7032054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032054 NON-EXPEDITED Y US-
BAYER-200919702NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7032055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032055 NON-EXPEDITED Y US-
BAYER-200919569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7032057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032057 NON-EXPEDITED Y US-
BAYER-200919632NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER

7032058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7032058 NON-EXPEDITED Y US-
BAYER-200919713NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
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Detailed Report
7040272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7040272 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVE COMPRESSION MIRENA S INTRAUTERINE N/A CONTINUOUS

RELEASE INTRA-
UTERINE

 BAYER

ABDOMINAL DISTENSION  
CARPAL TUNNEL SYNDROME  
CONDITION AGGRAVATED  
CRYING  
DISTURBANCE IN ATTENTION  
FATIGUE  
GRIP STRENGTH DECREASED  
HYPERTENSION  
HYPERVENTILATION  
LACTATION DISORDER  
LIBIDO DECREASED  
MENTAL DISORDER  
PRURITUS  
RASH MACULAR  

7041652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7041652 DIRECT N HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S  
OVARIAN CYST  
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7042258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2009 7042258 EXPEDITED (15-DAY) Y HO,OT A-CH2009-25764 < 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY TRACLEER S TRANSPLACENTAL 125 MG, BID,

TRANSPLACENTAL ;
TRANSPLACENTAL

 

DEVELOPMENTAL DELAY OMEPRAZOLE S  
FOETAL ARRHYTHMIA ASPIRIN LYSINE S  
FOETAL HYPOKINESIA LEVONORGESTREL S  
CAESAREAN SECTION  
MATERNAL DRUGS AFFECTING FOETUS  
NEONATAL RESPIRATORY DISTRESS
SYNDROME

 

6946727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 6946727 NON-EXPEDITED N OT US-
BAYER-200915292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6948266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 6948266 NON-EXPEDITED N OT US-
BAYER-200915782NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 331 DAY BAYER

6978367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 6978367 NON-EXPEDITED Y OT US-
BAYER-200918833NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1206 DAY BAYER
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Detailed Report
6993228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 6993228 NON-EXPEDITED Y OT US-
BAYER-200920365NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 1053 DAY BAYER
GENITAL HAEMORRHAGE CELEXA C  
Medical device complication  

7006379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7006379 NON-EXPEDITED Y HO,OT US-
BAYER-200921632NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
Medical device complication AZITHROMYCIN C 250 MG 1ST DOSE

PRIOR TO INSERTION
AND 2ND DOSE POST
INSERTION

 

CLEOCIN C  

7011980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7011980 NON-EXPEDITED Y HO,OT US-
BAYER-200922132NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
PAIN VITAMINS C  
Medical device complication  
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Detailed Report
7015925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7015925 EXPEDITED (15-DAY) N OT US-
BAYER-200922432NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BLOOD URINE PRESENT THYROID MEDICATION NOS C  
Medical device complication VITAMINS C  
WEIGHT INCREASED ALDACTONE C  
ACNE ANTIBIOTICS NOS C  
BACK PAIN  

7015928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7015928 NON-EXPEDITED N OT US-
BAYER-200922425NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYSTECTOMY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion LITHIUM C  

EFFEXOR C  
TOPROL XL C  

7017112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7017112 NON-EXPEDITED Y OT US-
BAYER-200922966NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication MULTI-VITAMIN C ORAL 1 DAILY  
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Detailed Report
7021816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7021816 EXPEDITED (15-DAY) Y OT GB-
BAYER-200912005BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
NEUROGENIC SHOCK  

7033007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033007 EXPEDITED (15-DAY) Y OT US-
BAYER-200924078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLINDNESS UNILATERAL MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7033009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033009 NON-EXPEDITED Y OT US-
BAYER-200924486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  

7033011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033011 EXPEDITED (15-DAY) Y OT US-
BAYER-200924176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST HYPERPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7033020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033020 NON-EXPEDITED Y OT US-
BAYER-200924216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENORRHAGIA  

7033021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033021 NON-EXPEDITED Y OT US-
BAYER-200924211NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7033023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033023 NON-EXPEDITED N HO US-
BAYER-200924393NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
OVARIAN ENLARGEMENT  

7033043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033043 NON-EXPEDITED Y US-
BAYER-200919362NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
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Detailed Report
7033045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033045 NON-EXPEDITED N US-
BAYER-200920191NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7033047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033047 NON-EXPEDITED Y US-
BAYER-200919364NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7033048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033048 NON-EXPEDITED Y US-
BAYER-200919471NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7033050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033050 NON-EXPEDITED Y US-
BAYER-200920409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7033052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033052 NON-EXPEDITED Y US-
BAYER-200919456NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
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Detailed Report
7033054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033054 NON-EXPEDITED Y US-
BAYER-200919387NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS  BAYER

7033055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033055 NON-EXPEDITED Y US-
BAYER-200924166NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 MTH BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7033056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033056 NON-EXPEDITED Y US-
BAYER-200919450NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 37 DAY BAYER

7033057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033057 NON-EXPEDITED Y US-
BAYER-200919377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 597 DAY BAYER

7033058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033058 NON-EXPEDITED N US-
BAYER-200919481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 291 DAY BAYER
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Detailed Report
7033059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033059 NON-EXPEDITED Y US-
BAYER-200919478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

7033060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033060 NON-EXPEDITED Y US-
BAYER-200919233NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

7033063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2009 7033063 NON-EXPEDITED N US-
BAYER-200924443NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

6976085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 6976085 NON-EXPEDITED Y OT US-
BAYER-200918700NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
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Detailed Report
6996582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 6996582 NON-EXPEDITED N OT US-
BAYER-200920737NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034248 NON-EXPEDITED Y OT US-
BAYER-200924405NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7034250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034250 NON-EXPEDITED Y HO US-
BAYER-200924105NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER
Medical device complication  

7034257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034257 NON-EXPEDITED Y OT US-
BAYER-200924213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Device dislocation  
Medical device complication  
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Detailed Report
7034309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034309 NON-EXPEDITED N US-
BAYER-200917207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034311 NON-EXPEDITED N US-
BAYER-200916839NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034313 NON-EXPEDITED N US-
BAYER-200916677NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7034317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034317 NON-EXPEDITED N US-
BAYER-200916665NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE CONTINUOUS 76 MTH BAYER
AMENORRHOEA  
NO ADVERSE EVENT  

7034319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034319 NON-EXPEDITED N US-
BAYER-200917231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7034320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034320 NON-EXPEDITED N US-
BAYER-200916695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7034325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034325 NON-EXPEDITED Y US-
BAYER-200919145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  

7034326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034326 NON-EXPEDITED Y US-
BAYER-200921978NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7034327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034327 NON-EXPEDITED N US-
BAYER-200919150NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7034328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034328 NON-EXPEDITED Y US-
BAYER-200921740NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  

7034329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034329 NON-EXPEDITED N US-
BAYER-200921913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOS  BAYER
METRORRHAGIA  

7034331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034331 NON-EXPEDITED Y US-
BAYER-200919293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034332 NON-EXPEDITED Y US-
BAYER-200919276NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
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Detailed Report
7034333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034333 NON-EXPEDITED N US-
BAYER-200921982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE WEIGHT LOSS MEDICATION C 2 MTH
AMENORRHOEA  

7034334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034334 NON-EXPEDITED Y US-
BAYER-200919175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034335 NON-EXPEDITED N US-
BAYER-200922068NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7034336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034336 NON-EXPEDITED Y US-
BAYER-200919457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7034338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7034338 NON-EXPEDITED Y US-
BAYER-200921990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 MTH BAYER
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Detailed Report
7042088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2009 7042088 DIRECT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
ABDOMINAL PAIN  
ALOPECIA  
COMPLICATION OF DEVICE REMOVAL  
MEDICAL DEVICE COMPLICATION  
OVARIAN CYST  

6941295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 6941295 NON-EXPEDITED N US-
BAYER-200915134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6949434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 6949434 NON-EXPEDITED N US-
BAYER-200915390NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6992069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 6992069 NON-EXPEDITED N OT US-
BAYER-200920069NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

ZOLOFT C ORAL Total daily dose: 50 MG  
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Detailed Report
7035507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7035507 EXPEDITED (15-DAY) N OT US-
BAYER-200924383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
NAUSEA  
PROCEDURAL COMPLICATION  
VAGINAL HAEMORRHAGE  

7035510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7035510 EXPEDITED (15-DAY) N OT CN-
BAYER-200923909GPV

26 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
OCCULT BLOOD POSITIVE  

7035516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7035516 NON-EXPEDITED N US-
BAYER-200922243NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7035517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7035517 NON-EXPEDITED Y US-
BAYER-200922283NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
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Detailed Report
7044628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7044628 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
ABDOMINAL PAIN  
HYPOTHYROIDISM  

7044755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7044755 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL VAG  
ACNE  
ALOPECIA  
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Detailed Report
7045008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7045008 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE EVERY 5 YEARS

INTRA-UTERINE
 

ACNE  
AMNESIA  
ARTHRALGIA  
BREAST TENDERNESS  
COITAL BLEEDING  
CONDITION AGGRAVATED  
DYSPAREUNIA  
FEELING ABNORMAL  
HYPOAESTHESIA  
LIBIDO DECREASED  
MENSTRUATION IRREGULAR  
MIGRAINE  
MUSCLE SPASMS  
PARANOIA  
POSTPARTUM DEPRESSION  
PSYCHOTIC DISORDER  
SELF ESTEEM DECREASED  
SOCIAL AVOIDANT BEHAVIOUR  
WEIGHT INCREASED  

7047731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7047731 EXPEDITED (15-DAY) Y HO,LT TPH-00191 42 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 20 YR
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Detailed Report
7303433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2009 7303433 EXPEDITED (15-DAY) N OT CA-TEVA-199576USA 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6692821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 6692821 NON-EXPEDITED Y US-
BAYER-200827265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

6792246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 6792246 NON-EXPEDITED N US-
BAYER-200834605NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
NAUSEA VITAMINS C  
BREAST TENDERNESS  
FATIGUE  
Medical device complication  

6956431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 6956431 NON-EXPEDITED Y US-
BAYER-200916099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6963533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 6963533 EXPEDITED (15-DAY) N HO,LT,OT AT-
BAYER-200917532GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE 4 YR BAYER
OVARIAN CYST  

6993231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 6993231 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200920234NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLOOD GLUCOSE DECREASED RETIN-A C  
AMENORRHOEA  
DEHYDRATION  
GASTROOESOPHAGEAL REFLUX DISEASE  
NAUSEA  
PELVIC PAIN  
WEIGHT DECREASED  

7010785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7010785 EXPEDITED (15-DAY) N HO,OT NO-
BAYER-200921628GPV

47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE  BAYER
PARAESTHESIA ESTRADERM C  

ESTRADERM C  
ESTRADIOL C TRANSDERMAL  
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Detailed Report
7017097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7017097 EXPEDITED (15-DAY) Y OT IE-
BAYER-200912037BNE

21 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 252 DAY BAYER
ANGIOEDEMA  
RASH  

7036834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7036834 NON-EXPEDITED Y OT US-
BAYER-200924512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UNEVALUABLE EVENT  

7036850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7036850 EXPEDITED (15-DAY) Y OT US-
BAYER-200924670NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7046884 DIRECT N DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
7047107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7047107 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
ALOPECIA  
DEPRESSION  
LIBIDO DECREASED  
VISUAL IMPAIRMENT  

7047366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7047366 DIRECT Y DS 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
OVARIAN CYST  

7047892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7047892 DIRECT Y OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPHONIA SEASONIQUE S ORAL ONE TABLET ONCE

DAILY PO
 DURAMED
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Detailed Report
7047901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7047901 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
ALOPECIA  
ANXIETY  
CONTUSION  
DEPRESSION  
DIZZINESS  
HYPOAESTHESIA  
LOSS OF CONSCIOUSNESS  

7303435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2009 7303435 EXPEDITED (15-DAY) N OT US-TEVA-199616USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INCOMPLETE PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6694276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6694276 NON-EXPEDITED Y US-
BAYER-200826867NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER
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Detailed Report
6720655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6720655 NON-EXPEDITED N US-
BAYER-200829289NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE DAILY CONTINUOUS 14 DAY BAYER
NO ADVERSE EVENT  

6732571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6732571 NON-EXPEDITED Y US-
BAYER-200830163NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6766735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6766735 NON-EXPEDITED N US-
BAYER-200831695NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
AMENORRHOEA  
Device expulsion  
FEELING ABNORMAL  
Medical device complication  
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Detailed Report
6979538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6979538 EXPEDITED (15-DAY) OT TPH-00169 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOLOGICAL MALIGNANCY LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL 6 YR

ASTHENIA  
HYPERSOMNIA  
LUNG CANCER METASTATIC  
PANCREATIC CARCINOMA METASTATIC  
TREATMENT NONCOMPLIANCE  
WHITE BLOOD CELL COUNT DECREASED  

7038517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7038517 EXPEDITED (15-DAY) N OT US-
BAYER-200924587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPHEMIA  
MYALGIA  

7038518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7038518 EXPEDITED (15-DAY) N OT US-
BAYER-200924438NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD ALDOSTERONE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLOOD SODIUM DECREASED YAZ S ORAL  BAYER
DIZZINESS  
ENDOMETRIOSIS ABLATION  
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Detailed Report
7044686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7044686 DIRECT N DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S  
DEVICE DISLOCATION  
MUSCLE SPASMS  
UTERINE RUPTURE  

7046218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7046218 DIRECT N HO 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
DEVICE DISLOCATION  

7046326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7046326 DIRECT N LT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART INJURY AVIANE S CAPLETS BLISTER

PACK
10 MTH BARR

PALPITATIONS MESTONON C  
VENTRICULAR EXTRASYSTOLES ASMOURTHYROID C  

FLOVENT C  

7047103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 7047103 DIRECT N LT,RI 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION AVIANE S ORAL 1 PILL DAILY 3 WEEKS

ON, 1 OFF PO
 TEVA

VENTRICULAR EXTRASYSTOLES  
VENTRICULAR TACHYCARDIA  
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Detailed Report
6790157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 6790157 EXPEDITED (15-DAY) N OT BR-
BAYER-200819069LA

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OTOSCLEROSIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 YR BAYER

DEAFNESS LUVOX CR C ORAL Unit dose: 100 MG  
TINNITUS  

6946726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 6946726 EXPEDITED (15-DAY) Y HO SE-
BAYER-200915869GPV

45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JUGULAR VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

KAVEPENIN C  
CAFFEINE C  

6988707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 6988707 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200919507GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
CHEST PAIN  
COR PULMONALE  
DYSPNOEA AT REST  
OEDEMA PERIPHERAL  
PERFORMANCE STATUS DECREASED  
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Detailed Report
7039581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 7039581 EXPEDITED (15-DAY) Y DE US-TEVA-036691 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS SEASONIQUE S  DURAMED
CEREBRAL THROMBOSIS LYBREL S  

7039617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 7039617 EXPEDITED (15-DAY) N OT US-
BAYER-200924826NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS 37 DAY BAYER
ABNORMAL BEHAVIOUR  
CONFUSIONAL STATE  
DISORIENTATION  
DIZZINESS  
HEADACHE  
INAPPROPRIATE AFFECT  
PRURITUS  
SKIN WARM  
STARING  
URTICARIA  
VAGINAL HAEMORRHAGE  

7039620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 7039620 NON-EXPEDITED Y OT US-
BAYER-200924811NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
7047851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 7047851 DIRECT N HO,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  
PALPITATIONS  
PANIC ATTACK  
VERTIGO  

7047917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 7047917 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL LOSEASONIQUE S ORAL 1 PILL PER DAY PO  DURAMED
VULVOVAGINAL DRYNESS  
VULVOVAGINAL PRURITUS  

6661140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6661140 NON-EXPEDITED Y HO US-
BAYER-200824905NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
59 DAY BAYER

Medical device complication  
PAIN  

6671917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6671917 NON-EXPEDITED Y OT US-
BAYER-200825728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6742989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6742989 NON-EXPEDITED Y OT US-
BAYER-200831668NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE DAILY CONTINUOUS 281 DAY BAYER

6954406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6954406 NON-EXPEDITED N US-
BAYER-200914165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6956382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6956382 NON-EXPEDITED N OT US-
BAYER-200916270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
UTERINE DISORDER  

6981683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6981683 EXPEDITED (15-DAY) OT FR-
AVENTIS-200911596FR

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death LANTUS S SUBCUTANEOUS  AVENTIS
Maternal exposure during pregnancy NEURONTIN S ORAL  

LEVONORGESTREL S ORAL  
HUMALOG S SUBCUTANEOUS  
INSULIN HUMAN NOS S SUBCUTANEOUS  
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Detailed Report
6983824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6983824 NON-EXPEDITED N US-
BAYER-200912357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYARTHRITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6986617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6986617 NON-EXPEDITED N US-
BAYER-200914787NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEPRESSION  
VAGINAL HAEMORRHAGE  

6987759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6987759 NON-EXPEDITED N US-
BAYER-200915497NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
HEADACHE  

6987760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6987760 NON-EXPEDITED N US-
BAYER-200918812NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOLLUSCUM CONTAGIOSUM MIRENA S INTRAUTERINE CONTINUOUS 212 DAY BAYER
HYPOMENORRHOEA  
VAGINAL DISCHARGE  
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Detailed Report
6987765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6987765 NON-EXPEDITED N US-
BAYER-200919810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER

6996573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6996573 EXPEDITED (15-DAY) N OT US-
BAYER-200920693NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 6996652 NON-EXPEDITED Y US-
BAYER-200918702NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
VAGINAL HAEMORRHAGE  

7000461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7000461 NON-EXPEDITED N US-
BAYER-200918855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7005211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7005211 NON-EXPEDITED N US-
BAYER-200917661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

CLIMARA PRO S TRANSDERMAL CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7010990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7010990 NON-EXPEDITED N US-
BAYER-200919978NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
HYDROMETRA  
PAIN  

7015931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7015931 NON-EXPEDITED N US-
BAYER-200922491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7024431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7024431 EXPEDITED (15-DAY) N US-
BAYER-200923215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
NORMAL

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7041273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041273 EXPEDITED (15-DAY) N OT DE-
BAYER-200915304GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMNIOTIC CAVITY INFECTION  
MECONIUM IN AMNIOTIC FLUID  
PREMATURE RUPTURE OF MEMBRANES  
UTERINE CONTRACTIONS DURING
PREGNANCY
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Detailed Report
7041275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041275 EXPEDITED (15-DAY) N HO DE-
BAYER-200817960GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE Total daily dose: 20 µG 5 MTH BAYER
MIGRAINE NOVALGIN C  
ABDOMINAL PAIN DICLOFENAC SODIUM C  
OVARIAN CYST SPIRONOLACTONE C  
DRY EYE ZOLMITRIPTAN C  
EYE IRRITATION CETYLPYRIDINIUM CHLORIDE

\TYROTHRICIN
C  

ACNE  
BREAST PAIN  
BURNING SENSATION  
ECZEMA  
EYE PAIN  
FUNGAL INFECTION  
GINGIVAL PAIN  
Gingivitis  
MUSCLE SPASMS  
NIPPLE PAIN  
OEDEMA PERIPHERAL  
OVULATION PAIN  
PAIN  
PAIN IN EXTREMITY  
PRURITUS  
SKIN BURNING SENSATION  
SKIN DISORDER  
THELITIS  
UTERINE LEIOMYOMA  
VAGINAL DISCHARGE  
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Detailed Report
7041283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041283 NON-EXPEDITED Y OT US-
BAYER-200925203NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PAIN  
POST PROCEDURAL DISCHARGE  

7041285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041285 EXPEDITED (15-DAY) Y OT US-
BAYER-200925039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCHIZOPHRENIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PSYCHOTIC DISORDER  

7041286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041286 EXPEDITED (15-DAY) Y DE,OT DE-
BAYER-200924434GPV

< 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
FOETAL HEART RATE ABNORMAL  

7041363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041363 NON-EXPEDITED N US-
BAYER-200916287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
7041367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041367 NON-EXPEDITED N US-
BAYER-200919986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7041368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041368 NON-EXPEDITED Y US-
BAYER-200920003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 249 DAY BAYER

7041369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041369 NON-EXPEDITED N US-
BAYER-200919002NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7041370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041370 NON-EXPEDITED N US-
BAYER-200922030NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041371 NON-EXPEDITED N US-
BAYER-200919143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
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Detailed Report
7041372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041372 NON-EXPEDITED N US-
BAYER-200921947NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041373 NON-EXPEDITED N US-
BAYER-200921280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 235 DAY BAYER

7041374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041374 NON-EXPEDITED N US-
BAYER-200919915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041375 NON-EXPEDITED Y US-
BAYER-200919041NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALBUTEROL C  
NEBULIZER C  
DRISDOL C  
VITAMINS C  
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Detailed Report
7041376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041376 NON-EXPEDITED N US-
BAYER-200922072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041377 NON-EXPEDITED N US-
BAYER-200920421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041379 NON-EXPEDITED N US-
BAYER-200921989NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
ABDOMINAL PAIN LOWER  

7041380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041380 NON-EXPEDITED N US-
BAYER-200919538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7041381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041381 NON-EXPEDITED N US-
BAYER-200922178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7041382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041382 NON-EXPEDITED N US-
BAYER-200922015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041383 NON-EXPEDITED N US-
BAYER-200920017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

7041384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041384 NON-EXPEDITED N US-
BAYER-200920019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7041385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041385 NON-EXPEDITED N US-
BAYER-200919255NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7041386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041386 NON-EXPEDITED N US-
BAYER-200920021NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
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Detailed Report
7041387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041387 NON-EXPEDITED N US-
BAYER-200920002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7041389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041389 NON-EXPEDITED N US-
BAYER-200922424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041390 NON-EXPEDITED N US-
BAYER-200922422NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7041391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041391 NON-EXPEDITED N US-
BAYER-200922285NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041392 NON-EXPEDITED Y US-
BAYER-200922483NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 474 DAY BAYER
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Detailed Report
7041395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041395 NON-EXPEDITED N US-
BAYER-200922477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041396 NON-EXPEDITED N US-
BAYER-200922462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041397 NON-EXPEDITED N US-
BAYER-200919146NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 81 DAY BAYER

7041398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041398 NON-EXPEDITED N US-
BAYER-200922568NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7041400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041400 NON-EXPEDITED N US-
BAYER-200922454NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
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Detailed Report
7041401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041401 NON-EXPEDITED N US-
BAYER-200922290NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041402 NON-EXPEDITED N US-
BAYER-200922291NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041403 NON-EXPEDITED Y US-
BAYER-200922304NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 181 DAY BAYER

7041404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041404 NON-EXPEDITED N US-
BAYER-200922584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041405 NON-EXPEDITED N US-
BAYER-200922286NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,443 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7041406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041406 NON-EXPEDITED Y US-
BAYER-200922440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7041407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041407 NON-EXPEDITED N US-
BAYER-200922234NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7041421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041421 NON-EXPEDITED N US-
BAYER-200922758NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7041422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041422 NON-EXPEDITED N US-
BAYER-200922475NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7041424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041424 NON-EXPEDITED N US-
BAYER-200922316NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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Detailed Report
7041425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041425 NON-EXPEDITED Y US-
BAYER-200922447NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7041426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041426 NON-EXPEDITED N US-
BAYER-200922575NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 65 DAY BAYER

7041427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041427 NON-EXPEDITED N US-
BAYER-200922179NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041428 NON-EXPEDITED Y US-
BAYER-200922455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7041429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041429 NON-EXPEDITED N US-
BAYER-200922691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7041430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041430 NON-EXPEDITED N US-
BAYER-200922582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041431 NON-EXPEDITED N US-
BAYER-200922612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

7041432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041432 NON-EXPEDITED N US-
BAYER-200922609NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041433 NON-EXPEDITED N US-
BAYER-200922781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

7041434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041434 NON-EXPEDITED Y US-
BAYER-200922843NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
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Detailed Report
7041435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041435 NON-EXPEDITED N US-
BAYER-200922926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7041436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041436 NON-EXPEDITED Y US-
BAYER-200922764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7041437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041437 NON-EXPEDITED N US-
BAYER-200922911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7041438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041438 NON-EXPEDITED N US-
BAYER-200922762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7041439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041439 NON-EXPEDITED N US-
BAYER-200922856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7041440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041440 NON-EXPEDITED N US-
BAYER-200922634NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

7041441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041441 NON-EXPEDITED N US-
BAYER-200922766NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7041442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041442 NON-EXPEDITED N US-
BAYER-200922808NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

7041443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041443 NON-EXPEDITED N US-
BAYER-200922605NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 30 MTH BAYER
POST PROCEDURAL HAEMORRHAGE  

7041445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041445 NON-EXPEDITED N US-
BAYER-200922893NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

Page: 2,448 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7041446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041446 NON-EXPEDITED N US-
BAYER-200922848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTUIOUS  BAYER

7041448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041448 NON-EXPEDITED N US-
BAYER-200922700NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7041449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041449 NON-EXPEDITED N US-
BAYER-200922718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  BAYER

7041451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041451 NON-EXPEDITED N US-
BAYER-200925034NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
7041457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041457 NON-EXPEDITED N US-
BAYER-200924683NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
COUGH  
CYSTITIS  
INFLUENZA LIKE ILLNESS  
MALAISE  
VAGINAL HAEMORRHAGE  

7041459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041459 NON-EXPEDITED N US-
BAYER-200923657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7041798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2009 7041798 EXPEDITED (15-DAY) Y OT CA-TEVA-193994USA 17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL one daily  DURAMED

PREGNANCY ON ORAL CONTRACEPTIVE  
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6688879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6688879 NON-EXPEDITED Y OT US-
BAYER-200826926NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

6698257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6698257 EXPEDITED (15-DAY) Y HO PL-
BAYER-200821863GPV

Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE MIRENA S INTRAUTERINE 17 DAY BAYER
Device expulsion  
METRORRHAGIA  

6822998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6822998 EXPEDITED (15-DAY) N OT FR-
BAYER-200830851GPV

51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 4 YR BAYER

6947169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6947169 NON-EXPEDITED Y OT US-
BAYER-200915653NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 540 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
6955309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6955309 NON-EXPEDITED N OT US-
BAYER-200916420NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 248 DAY BAYER

6955310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6955310 NON-EXPEDITED Y OT US-
BAYER-200916422NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ADNEXA UTERI MASS  

6959819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6959819 NON-EXPEDITED N HO,OT US-
BAYER-200916833NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6962113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6962113 NON-EXPEDITED N HO US-
BAYER-200916914NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 25 MTH BAYER
ABORTION SPONTANEOUS LAMOTRIGINE C  
Haemorrhage in pregnancy  
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Detailed Report
6962120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6962120 NON-EXPEDITED N OT US-
BAYER-200916930NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6962125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6962125 NON-EXPEDITED Y OT US-
BAYER-200917150NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 150 DAY BAYER

ECTOPIC PREGNANCY  
OVARIAN CYST  

6997380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 6997380 EXPEDITED (15-DAY) Y DE GB-
BAYER-200911636BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASPHYXIA MIRENA S INTRAUTERINE  BAYER
COMPLETED SUICIDE  
DEPRESSION  

7024424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7024424 NON-EXPEDITED N HO,OT US-
BAYER-200923014NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
Medical device complication  
PELVIC PAIN  
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Detailed Report
7033018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7033018 EXPEDITED (15-DAY) N OT DE-
BAYER-200923518GPV

27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression MIRENA S INTRAUTERINE 5 YR BAYER
Panic attack BELLA HEXAL S 1 YR
Acne  
Anxiety  
Crying  
Derealisation  
Diarrhoea  
Dizziness  
Hypoaesthesia  
Jealous delusion  
Palpitations  
Pruritus  
Restlessness  
Somnolence  
Thought broadcasting  

7042435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042435 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2005154125

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE PROVERA S ORAL  PFIZER

MEDROXYPROGESTERONE
\MEDROXYPROGESTERONE
ACETATE

S ORAL  PFIZER

PREMARIN S  
PREMPRO S  
PREVEN EMERGENCY
CONTRACEPTIVE KIT

S UNK  
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Detailed Report
7042626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042626 NON-EXPEDITED N US-
BAYER-200919138NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7042627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042627 NON-EXPEDITED Y US-
BAYER-200920012NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7042628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042628 NON-EXPEDITED N US-
BAYER-200924872NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
COLPOSCOPY ABNORMAL  
Device expulsion  
SMEAR CERVIX ABNORMAL  
UTERINE POLYP  

7042630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042630 NON-EXPEDITED Y US-
BAYER-200922706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7042676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042676 EXPEDITED (15-DAY) Y OT DE-
BAYER-200924537GPV

40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 67 MTH BAYER
ARTHRALGIA  
DEPRESSION  
FATIGUE  
FUNGAL INFECTION  
HYPERHIDROSIS  
MIGRAINE  
OEDEMA  
PALPITATIONS  
PANIC ATTACK  
SLEEP DISORDER  
WEIGHT INCREASED  

7042677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042677 EXPEDITED (15-DAY) N HO US-
BAYER-200925038NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL ARTERY EMBOLISM MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
HEADACHE  
PULMONARY THROMBOSIS  
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Detailed Report
7042678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042678 EXPEDITED (15-DAY) N HO BR-
BAYER-200917881LA

32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

AMENORRHOEA  
PROCEDURAL PAIN  
URINARY TRACT INFECTION  

7042686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042686 NON-EXPEDITED N OT US-
BAYER-200925107NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7042687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042687 NON-EXPEDITED Y OT US-
BAYER-200925108NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7042692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7042692 NON-EXPEDITED N OT US-
BAYER-200925069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7049236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7049236 DIRECT N 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER MIRENA S  
ANGER  
DEPRESSED MOOD  
EMOTIONAL DISORDER  
HOT FLUSH  
LOSS OF LIBIDO  
MOOD ALTERED  
SKIN ODOUR ABNORMAL  
WEIGHT INCREASED  

7050443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2009 7050443 DIRECT Y HO,DS,LT,OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S VAGINAL 1 VAG  
ABDOMINAL PAIN UPPER  
CAESAREAN SECTION  
CRYING  
ECTOPIC PREGNANCY  
HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
MATERNAL EXPOSURE DURING PREGNANCY  
MUSCLE SPASMS  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  
TUBAL RUPTURE  
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Detailed Report
6910863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 6910863 NON-EXPEDITED Y HO,OT US-
BAYER-200912814NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FLANK PAIN  
Medical device complication  
MUSCLE SPASMS  
OVARIAN CYST  
PAIN  
PELVIC PAIN  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  

6987764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 6987764 NON-EXPEDITED N US-
BAYER-200919809NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN LESION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA DEXEDRINE C  
PROCEDURAL PAIN SPIRONOLACTONE C  

LORATADINE C  

7036835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7036835 EXPEDITED (15-DAY) N OT US-
BAYER-200924468NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
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Detailed Report
7044001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044001 NON-EXPEDITED N US-
BAYER-200919083NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S  BAYER

7044002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044002 NON-EXPEDITED N US-
BAYER-200916694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7044003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044003 NON-EXPEDITED N US-
BAYER-200916071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7044004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044004 NON-EXPEDITED N US-
BAYER-200916065NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
BACK PAIN  
BREAST TENDERNESS  
CARPAL TUNNEL SYNDROME  
HEADACHE  
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Detailed Report
7044005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044005 NON-EXPEDITED N US-
BAYER-200919547NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7044006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044006 NON-EXPEDITED N US-
BAYER-200916067NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7044007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044007 NON-EXPEDITED N US-
BAYER-200916069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7044008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044008 NON-EXPEDITED N US-
BAYER-200919511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7044016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044016 NON-EXPEDITED Y US-
BAYER-200919703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7044017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044017 NON-EXPEDITED N US-
BAYER-200916499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7044020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044020 NON-EXPEDITED N US-
BAYER-200916064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  

7044021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044021 NON-EXPEDITED N US-
BAYER-200916005NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7044023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044023 NON-EXPEDITED N US-
BAYER-200919557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
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7044024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044024 NON-EXPEDITED N US-
BAYER-200919142NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7044026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044026 NON-EXPEDITED N US-
BAYER-200921393NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1072 DAY BAYER
VAGINAL HAEMORRHAGE  

7044027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044027 NON-EXPEDITED N US-
BAYER-200920033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER

7044028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044028 NON-EXPEDITED N US-
BAYER-200922776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7044030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044030 NON-EXPEDITED Y OT US-
BAYER-200925263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE As used: 20 µG  BAYER
PAIN  

7044032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044032 NON-EXPEDITED N US-
BAYER-200920030NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7044038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044038 NON-EXPEDITED N US-
BAYER-200920127NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7044039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044039 NON-EXPEDITED N US-
BAYER-200920349NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 198 DAY BAYER

7044041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044041 NON-EXPEDITED N US-
BAYER-200919559NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7044042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044042 NON-EXPEDITED N OT US-
BAYER-200925237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7044043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044043 NON-EXPEDITED N US-
BAYER-200921305NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
VAGINAL HAEMORRHAGE  

7044045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7044045 NON-EXPEDITED Y US-
BAYER-200920362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7050389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2009 7050389 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S VAGINAL 1 VAG  
DEVICE FAILURE  
PRODUCT QUALITY ISSUE  
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6885981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 6885981 NON-EXPEDITED N US-
BAYER-200841268NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

6950926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 6950926 NON-EXPEDITED N US-
BAYER-200912775NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
CRYING  
DEPRESSED MOOD  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  

6986634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 6986634 NON-EXPEDITED N US-
BAYER-200915793NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED CELEXA C ORAL 20 MG/DAY  

TOPROL XL C ORAL 50 MG Q AM AND 25
MG HS
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6989796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 6989796 NON-EXPEDITED N US-
BAYER-200916249NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OLIGOMENORRHOEA AMOXICILLIN C  
HYPOMENORRHOEA  

7007708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7007708 NON-EXPEDITED N US-
BAYER-200919800NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7012008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7012008 NON-EXPEDITED N US-
BAYER-200920057NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
INFECTION  
MENORRHAGIA  
PROCEDURAL PAIN  
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7027538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7027538 EXPEDITED (15-DAY) Y OT DE-
BAYER-200922902GPV

16 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIPLOPIA LEVONORGESTREL S ORAL Total daily dose: 1 DF  BAYER
DIZZINESS  
HEADACHE  
MIGRAINE  
TREMOR  

7045147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045147 EXPEDITED (15-DAY) N OT FR-
BAYER-200924863GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

7045150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045150 EXPEDITED (15-DAY) N OT FR-
BAYER-200924851GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

7045151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045151 EXPEDITED (15-DAY) N OT FR-
BAYER-200924841GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
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7045214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045214 NON-EXPEDITED N US-
BAYER-200916441NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
UNEVALUABLE EVENT  

7045217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045217 NON-EXPEDITED N US-
BAYER-200916564NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

METRORRHAGIA  

7045218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045218 NON-EXPEDITED N US-
BAYER-200916085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

VITAMINS C  
ASPIRIN C ORAL  

7045220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045220 NON-EXPEDITED N US-
BAYER-200916154NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7045225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045225 NON-EXPEDITED N US-
BAYER-200916148NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 12 MTH BAYER
Device expulsion  
Medical device complication  

7045228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045228 NON-EXPEDITED N US-
BAYER-200916229NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045230 NON-EXPEDITED N US-
BAYER-200922944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER

7045231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045231 NON-EXPEDITED N US-
BAYER-200919595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

7045233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045233 NON-EXPEDITED N US-
BAYER-200923158NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
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Detailed Report
7045235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045235 NON-EXPEDITED N US-
BAYER-200917641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045237 NON-EXPEDITED N US-
BAYER-200922997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7045239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045239 NON-EXPEDITED N US-
BAYER-200923184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045240 NON-EXPEDITED N US-
BAYER-200922943NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045241 NON-EXPEDITED N US-
BAYER-200923110NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 291 DAY BAYER
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Detailed Report
7045243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045243 NON-EXPEDITED N US-
BAYER-200923150NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045244 NON-EXPEDITED N US-
BAYER-200923155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER

7045245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045245 NON-EXPEDITED Y US-
BAYER-200923386NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7045246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045246 NON-EXPEDITED N US-
BAYER-200923159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045248 NON-EXPEDITED N US-
BAYER-200923070NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7045249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045249 NON-EXPEDITED Y US-
BAYER-200922699NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

EXCEDRIN MIGRAINE C  

7045251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7045251 NON-EXPEDITED N US-
BAYER-200923615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7051655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7051655 DIRECT Y LT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S 5 YETAR PLAN  
ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7051771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7051771 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
ABDOMINAL DISTENSION  
ARTHRALGIA  
ARTHROPATHY  
CRYING  
DIZZINESS  
FATIGUE  
MUSCULAR WEAKNESS  
WEIGHT ABNORMAL  

7303436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2009 7303436 EXPEDITED (15-DAY) N HO,OT US-TEVA-200828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B S ORAL  DURAMED
MENSTRUATION IRREGULAR  

6714773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6714773 NON-EXPEDITED US-
BAYER-200828836NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY, CONTINUOUS  BAYER
MENSTRUATION DELAYED  

6948335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6948335 NON-EXPEDITED N US-
BAYER-200915551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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6956419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6956419 NON-EXPEDITED Y US-
BAYER-200916096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 16 MTH BAYER
Device expulsion  

6959765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6959765 NON-EXPEDITED N US-
BAYER-200916403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6959768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6959768 NON-EXPEDITED N US-
BAYER-200916459NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

6961221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6961221 NON-EXPEDITED N US-
BAYER-200916576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 6963688 NON-EXPEDITED N US-
BAYER-200917228NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7001816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7001816 NON-EXPEDITED N US-
BAYER-200920922NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7027548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7027548 NON-EXPEDITED N HO,OT US-
BAYER-200923665NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
ABDOMINAL PAIN NUVARING C VAGINAL  

7046949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046949 NON-EXPEDITED N US-
BAYER-200916434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7046952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046952 NON-EXPEDITED Y US-
BAYER-200919685NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
Device expulsion  

7046954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046954 NON-EXPEDITED N US-
BAYER-200917204NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7046955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046955 NON-EXPEDITED N US-
BAYER-200920113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7046956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046956 NON-EXPEDITED N US-
BAYER-200923186NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046957 NON-EXPEDITED N US-
BAYER-200921193NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7046958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046958 NON-EXPEDITED Y US-
BAYER-200923046NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ANXIETY  
BACK PAIN  
FEELING ABNORMAL  
PAIN IN JAW  
WEIGHT INCREASED  
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7046959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046959 NON-EXPEDITED Y US-
BAYER-200920097NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7046960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046960 NON-EXPEDITED N US-
BAYER-200922917NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCULOSKELETAL STIFFNESS VITAMINS C  
VAGINAL HAEMORRHAGE  

7046962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046962 NON-EXPEDITED N US-
BAYER-200923048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE  BAYER
LIBIDO DECREASED  
VULVOVAGINAL DRYNESS  

7046964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046964 NON-EXPEDITED N US-
BAYER-200917202NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Freedom of Information Act (FOIA) 

Detailed Report
7046966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046966 NON-EXPEDITED N US-
BAYER-200922885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
ABDOMINAL DISTENSION  
IRRITABILITY  

7046968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046968 NON-EXPEDITED N US-
BAYER-200923069NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046969 NON-EXPEDITED N US-
BAYER-200923191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046971 NON-EXPEDITED N US-
BAYER-200916751NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  

7046973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046973 NON-EXPEDITED N US-
BAYER-200923593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7046975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046975 NON-EXPEDITED N US-
BAYER-200922846NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7046978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046978 NON-EXPEDITED N US-
BAYER-200923228NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
PAIN  

7046979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046979 NON-EXPEDITED Y US-
BAYER-200923383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046980 NON-EXPEDITED Y US-
BAYER-200923519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7046982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046982 NON-EXPEDITED N US-
BAYER-200923256NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7046983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046983 NON-EXPEDITED N US-
BAYER-200923331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
Medical device complication  

7046984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046984 NON-EXPEDITED N US-
BAYER-200923707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

7046985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046985 NON-EXPEDITED N US-
BAYER-200923253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046986 NON-EXPEDITED N US-
BAYER-200925065NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
ABDOMINAL PAIN LOWER  
ANAEMIA  
DIZZINESS  
MENSTRUAL DISORDER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7046987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046987 NON-EXPEDITED N US-
BAYER-200923225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PREGNANCY  

7046988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046988 NON-EXPEDITED Y US-
BAYER-200923702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7046989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046989 NON-EXPEDITED Y US-
BAYER-200924069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 59 DAY BAYER

7046990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046990 NON-EXPEDITED Y US-
BAYER-200923518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7046994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2009 7046994 NON-EXPEDITED Y US-
BAYER-200923939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6684987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 6684987 NON-EXPEDITED N US-
BAYER-200824184NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
VAGINITIS BACTERIAL  

6876081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 6876081 NON-EXPEDITED N US-
BAYER-200841157NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

6992105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 6992105 NON-EXPEDITED N US-
BAYER-200915521NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT GAIN POOR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7007693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7007693 NON-EXPEDITED N US-
BAYER-200918463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LABILE BLOOD PRESSURE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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Detailed Report
7045247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7045247 NON-EXPEDITED Y OT US-
BAYER-200921207NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7048205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048205 NON-EXPEDITED N OT US-
BAYER-200925772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7048207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048207 NON-EXPEDITED N HO,OT US-
BAYER-200925819NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BACK PAIN  
Medical device complication  
PELVIC PAIN  

7048208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048208 NON-EXPEDITED N OT US-
BAYER-200925436NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER
Medical device complication  
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048366 NON-EXPEDITED N US-
BAYER-200917535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048367 NON-EXPEDITED Y US-
BAYER-200917507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048368 NON-EXPEDITED N US-
BAYER-200917491NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048369 NON-EXPEDITED N US-
BAYER-200919025NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7048370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048370 NON-EXPEDITED Y US-
BAYER-200918030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048371 NON-EXPEDITED Y US-
BAYER-200917739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal erythema MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048372 NON-EXPEDITED Y US-
BAYER-200919610NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048373 NON-EXPEDITED Y US-
BAYER-200919536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 5 WEEK BAYER

7048374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048374 NON-EXPEDITED N US-
BAYER-200919692NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048375 NON-EXPEDITED N US-
BAYER-200919086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 36 DAY BAYER
VAGINAL HAEMORRHAGE  

7048376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048376 NON-EXPEDITED N US-
BAYER-200919303NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7048380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048380 NON-EXPEDITED Y US-
BAYER-200919604NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7048381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048381 NON-EXPEDITED Y US-
BAYER-200918872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 WEEK BAYER

7048382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048382 NON-EXPEDITED N US-
BAYER-200918696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048383 NON-EXPEDITED Y US-
BAYER-200919571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 89 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048385 NON-EXPEDITED Y US-
BAYER-200919747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048386 NON-EXPEDITED Y US-
BAYER-200918478NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7048387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048387 NON-EXPEDITED N US-
BAYER-200919634NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7048388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048388 NON-EXPEDITED N US-
BAYER-200919697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 15 DAY BAYER
MEDICAL DEVICE PAIN  
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Detailed Report
7048389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048389 NON-EXPEDITED N US-
BAYER-200919077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048390 NON-EXPEDITED Y US-
BAYER-200918864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7048392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048392 NON-EXPEDITED N US-
BAYER-200923276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048393 NON-EXPEDITED Y US-
BAYER-200917660NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7048394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048394 NON-EXPEDITED N US-
BAYER-200923254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048395 NON-EXPEDITED N US-
BAYER-200920006NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048396 NON-EXPEDITED N US-
BAYER-200919801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048397 NON-EXPEDITED N US-
BAYER-200918847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

7048398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048398 NON-EXPEDITED N US-
BAYER-200919277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 1 DAY BAYER

7048399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048399 NON-EXPEDITED N US-
BAYER-200920024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
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Detailed Report
7048400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048400 NON-EXPEDITED Y US-
BAYER-200923410NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048401 NON-EXPEDITED N US-
BAYER-200920158NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7048402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048402 NON-EXPEDITED N US-
BAYER-200922686NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7048403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048403 NON-EXPEDITED Y US-
BAYER-200920005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 119 DAY BAYER

7048404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048404 NON-EXPEDITED N US-
BAYER-200923401NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7048405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048405 NON-EXPEDITED N US-
BAYER-200919987NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048406 NON-EXPEDITED Y US-
BAYER-200920994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1126 DAY BAYER

7048407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048407 NON-EXPEDITED Y US-
BAYER-200920000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7048408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048408 NON-EXPEDITED N US-
BAYER-200923279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7048412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048412 NON-EXPEDITED N US-
BAYER-200920009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7048413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048413 NON-EXPEDITED N US-
BAYER-200923226NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7048415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048415 NON-EXPEDITED N US-
BAYER-200923232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
VAGINAL HAEMORRHAGE  

7048416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048416 NON-EXPEDITED Y US-
BAYER-200923413NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048417 NON-EXPEDITED Y US-
BAYER-200920114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048418 NON-EXPEDITED N US-
BAYER-200920417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048419 NON-EXPEDITED N US-
BAYER-200923277NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER
Device expulsion  

7048421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048421 NON-EXPEDITED N US-
BAYER-200923741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7048422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048422 NON-EXPEDITED Y US-
BAYER-200923489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048423 NON-EXPEDITED N US-
BAYER-200923752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 274 DAY BAYER

7048424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048424 NON-EXPEDITED N US-
BAYER-200923748NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7048425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048425 NON-EXPEDITED Y US-
BAYER-200923517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 35 DAY BAYER

7048426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048426 NON-EXPEDITED Y US-
BAYER-200923536NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7048427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048427 NON-EXPEDITED N US-
BAYER-200923711NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048428 NON-EXPEDITED N US-
BAYER-200923594NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 230 DAY BAYER

7048430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048430 NON-EXPEDITED Y US-
BAYER-200923523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7048431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048431 NON-EXPEDITED N US-
BAYER-200923744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7048432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048432 NON-EXPEDITED N US-
BAYER-200923516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7048433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048433 NON-EXPEDITED N US-
BAYER-200923740NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 WEEK BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048434 NON-EXPEDITED N US-
BAYER-200923592NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7048436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048436 NON-EXPEDITED N US-
BAYER-200923530NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048437 NON-EXPEDITED Y US-
BAYER-200923739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048438 NON-EXPEDITED N US-
BAYER-200923699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7048439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048439 NON-EXPEDITED Y US-
BAYER-200923521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048441 NON-EXPEDITED N US-
BAYER-200923859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7048442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048442 NON-EXPEDITED Y US-
BAYER-200923830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7048443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048443 NON-EXPEDITED N US-
BAYER-200923721NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048444 NON-EXPEDITED Y US-
BAYER-200923758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048445 NON-EXPEDITED Y US-
BAYER-200923716NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048446 NON-EXPEDITED Y US-
BAYER-200924037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048447 NON-EXPEDITED N US-
BAYER-200923555NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
FUNGAL INFECTION  
PRURITUS  
VAGINAL DISCHARGE  

7048448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048448 NON-EXPEDITED N US-
BAYER-200923481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

7048450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048450 NON-EXPEDITED N US-
BAYER-200923714NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048452 NON-EXPEDITED N US-
BAYER-200923838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048453 NON-EXPEDITED N US-
BAYER-200923882NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048454 NON-EXPEDITED N US-
BAYER-200924349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048455 NON-EXPEDITED Y US-
BAYER-200923770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7048456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048456 NON-EXPEDITED N US-
BAYER-200923756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048457 NON-EXPEDITED Y US-
BAYER-200923754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048458 NON-EXPEDITED Y US-
BAYER-200923817NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

7048459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048459 NON-EXPEDITED N US-
BAYER-200925347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER

7048460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048460 NON-EXPEDITED N US-
BAYER-200923829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7048466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048466 NON-EXPEDITED N US-
BAYER-200923879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7048467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048467 NON-EXPEDITED Y US-
BAYER-200923759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7048468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048468 NON-EXPEDITED Y US-
BAYER-200923833NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER

7048487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048487 NON-EXPEDITED N US-
BAYER-200916810NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

OVARIAN CYST  

7048495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048495 NON-EXPEDITED N US-
BAYER-200917196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7048496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048496 NON-EXPEDITED N US-
BAYER-200916802NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048499 NON-EXPEDITED N US-
BAYER-200917191NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  

7048501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048501 NON-EXPEDITED N US-
BAYER-200917189NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048506 NON-EXPEDITED N US-
BAYER-200917462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048508 NON-EXPEDITED N US-
BAYER-200917471NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048509 NON-EXPEDITED N US-
BAYER-200917425NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048511 NON-EXPEDITED N US-
BAYER-200917423NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE CYANOCOBALAMIN C  

7048513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048513 NON-EXPEDITED N US-
BAYER-200917297NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

7048515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048515 NON-EXPEDITED N US-
BAYER-200919135NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

NO ADVERSE EVENT  

7048516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048516 NON-EXPEDITED N US-
BAYER-200917211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048517 NON-EXPEDITED N US-
BAYER-200917248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048518 NON-EXPEDITED N US-
BAYER-200917373NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048519 NON-EXPEDITED N US-
BAYER-200918315NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 MTH BAYER
DYSPAREUNIA  
NAUSEA  
VOMITING  

7048520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048520 NON-EXPEDITED N US-
BAYER-200917581NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7048521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048521 NON-EXPEDITED N US-
BAYER-200917456NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST ENLARGEMENT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7048522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048522 NON-EXPEDITED N US-
BAYER-200917451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048523 NON-EXPEDITED N US-
BAYER-200917335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PAIN  
PALPITATIONS  
VAGINAL HAEMORRHAGE  

7048528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048528 NON-EXPEDITED N US-
BAYER-200917460NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7048529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048529 NON-EXPEDITED N US-
BAYER-200917455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 13 MTH BAYER
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Detailed Report
7048530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048530 NON-EXPEDITED N US-
BAYER-200917583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048531 NON-EXPEDITED N US-
BAYER-200917280NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
MUSCLE SPASMS SYNTHROID C  

7048532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048532 NON-EXPEDITED N US-
BAYER-200917432NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7048533 NON-EXPEDITED N US-
BAYER-200917428NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
VAGINISMUS  
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Detailed Report
7055619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7055619 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE INTRA-UTERINE  
AMENORRHOEA  
COLD SWEAT  
FATIGUE  
METRORRHAGIA  

7058282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2009 7058282 EXPEDITED (15-DAY) N OT GXBR2009US01510 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PHENTERMINE

HYDROCHLORIDE
S ORAL AS REQUIRED, ORAL  

POLLAKIURIA PLAN B S ORAL 0.75 MG, QD2SDO,
ORAL; 0.75 MG, ORAL

 

BREAST TENDERNESS  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  
VAGINAL HAEMORRHAGE  

6777984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 6777984 NON-EXPEDITED N US-
BAYER-200830825NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 5 YR BAYER
Medical device complication  
PROCEDURAL PAIN  
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6928283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 6928283 NON-EXPEDITED Y US-
BAYER-200912696NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER
INFECTION  

7049376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049376 NON-EXPEDITED N US-
BAYER-200917165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA CLIMARA PRO S TRANSDERMAL 4.4 MG-1.39 MG

CONTINUOUS
 BAYER

7049377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049377 NON-EXPEDITED N US-
BAYER-200919423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 99 DAY BAYER
DYSMENORRHOEA  

7049379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049379 NON-EXPEDITED Y US-
BAYER-200920164NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
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7049381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049381 NON-EXPEDITED Y US-
BAYER-200919384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 1 DAY BAYER

7049382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049382 NON-EXPEDITED N US-
BAYER-200918311NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S PARTNER GETTING

CUT BY MIRENA
THREADS

 BAYER

7049384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049384 NON-EXPEDITED N US-
BAYER-200918707NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7049388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049388 NON-EXPEDITED N US-
BAYER-200918009NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7049389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049389 NON-EXPEDITED Y US-
BAYER-200920188NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
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7049390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049390 NON-EXPEDITED N US-
BAYER-200917332NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

6 MTH BAYER

7049392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049392 NON-EXPEDITED N US-
BAYER-200919163NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 35 DAY BAYER

7049393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049393 NON-EXPEDITED N US-
BAYER-200920156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7049396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049396 NON-EXPEDITED N US-
BAYER-200918015NA

63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

BLADDER DISCOMFORT CLIMARA PRO S TRANSDERMAL 0.045/0.015MG
CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

ABDOMINAL PAIN LOWER  
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Detailed Report
7049397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049397 NON-EXPEDITED N PR-
BAYER-200917572NA

Male PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7049398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049398 NON-EXPEDITED N US-
BAYER-200918942NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7049399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049399 NON-EXPEDITED N US-
BAYER-200917648NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7049400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049400 NON-EXPEDITED N US-
BAYER-200917776NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER

7049401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049401 NON-EXPEDITED N US-
BAYER-200920172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,512 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7049402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049402 NON-EXPEDITED N US-
BAYER-200919020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 25 DAY BAYER
ABDOMINAL PAIN  
GENITAL DISCHARGE  
PAIN  
VAGINAL HAEMORRHAGE  

7049403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049403 NON-EXPEDITED N US-
BAYER-200919400NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 32 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7049404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049404 NON-EXPEDITED N US-
BAYER-200918996NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE  BAYER
VULVOVAGINAL PAIN  

7049408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049408 NON-EXPEDITED N US-
BAYER-200921915NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 25 DAY BAYER
VAGINAL HAEMORRHAGE  
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7049409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049409 NON-EXPEDITED N US-
BAYER-200922471NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7049410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049410 NON-EXPEDITED N US-
BAYER-200922063NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7049411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049411 NON-EXPEDITED N US-
BAYER-200920291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7049412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049412 NON-EXPEDITED N US-
BAYER-200924234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7049413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049413 NON-EXPEDITED N US-
BAYER-200923152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
7049414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7049414 NON-EXPEDITED N US-
BAYER-200922540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

DRY SKIN  
HAIR TEXTURE ABNORMAL  
NAUSEA  
VOMITING  

7054966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2009 7054966 DIRECT N DS 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6967028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 6967028 NON-EXPEDITED N US-
BAYER-200915571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIDDLE INSOMNIA CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

MEMORY IMPAIRMENT  
NIGHT SWEATS  

Page: 2,515 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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7050671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050671 NON-EXPEDITED N US-
BAYER-200917760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050673 NON-EXPEDITED N US-
BAYER-200917772NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7050678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050678 NON-EXPEDITED N US-
BAYER-200917755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050683 NON-EXPEDITED N US-
BAYER-200917746NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOS  BAYER

7050692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050692 NON-EXPEDITED N US-
BAYER-200918175NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7050695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050695 NON-EXPEDITED N US-
BAYER-200918008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
CHEST PAIN  
Medical device complication  

7050696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050696 NON-EXPEDITED N US-
BAYER-200918005NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7050699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050699 NON-EXPEDITED N US-
BAYER-200917854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050700 NON-EXPEDITED N US-
BAYER-200918300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7050704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050704 NON-EXPEDITED N US-
BAYER-200918077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT  

7050705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050705 NON-EXPEDITED N US-
BAYER-200918169NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN IN EXTREMITY  
PROCEDURAL PAIN  
VOMITING  

7050707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050707 NON-EXPEDITED N US-
BAYER-200918013NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ULCER CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7050708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050708 NON-EXPEDITED N US-
BAYER-200918197NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7050711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050711 NON-EXPEDITED N US-
BAYER-200918285NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
PYREXIA  

7050712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050712 NON-EXPEDITED N US-
BAYER-200918298NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7050714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050714 NON-EXPEDITED N US-
BAYER-200918319NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BREAST PAIN  
MENSTRUATION DELAYED  
WEIGHT INCREASED  

7050716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050716 NON-EXPEDITED N US-
BAYER-200918180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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7050718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050718 NON-EXPEDITED N US-
BAYER-200918024NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

2 YR BAYER

BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG
CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7050719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050719 NON-EXPEDITED N US-
BAYER-200918006NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
RASH  
VAGINAL HAEMORRHAGE  

7050727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050727 NON-EXPEDITED N US-
BAYER-200918325NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 21 MTH BAYER
BREAST TENDERNESS  
HEADACHE  
MOOD ALTERED  
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7050728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050728 NON-EXPEDITED N US-
BAYER-200919802NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7050731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050731 NON-EXPEDITED N US-
BAYER-200918695NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED  

7050732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050732 NON-EXPEDITED N US-
BAYER-200919566NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
ANXIETY  
NAUSEA  

7050734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050734 NON-EXPEDITED N US-
BAYER-200918964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7050736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050736 NON-EXPEDITED N US-
BAYER-200919087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050737 NON-EXPEDITED N US-
BAYER-200919642NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

7050738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050738 NON-EXPEDITED N US-
BAYER-200919898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7050743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050743 NON-EXPEDITED N US-
BAYER-200919903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER

7050744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050744 NON-EXPEDITED Y US-
BAYER-200918895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COUGH  
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Detailed Report
7050745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050745 NON-EXPEDITED N US-
BAYER-200918528NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050746 NON-EXPEDITED N US-
BAYER-200920180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

PROGESTERONE C  

7050748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050748 NON-EXPEDITED N US-
BAYER-200919082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
MENSTRUATION DELAYED  

7050749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050749 NON-EXPEDITED N US-
BAYER-200919921NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER
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7050750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050750 NON-EXPEDITED N US-
BAYER-200918436NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 594 DAY BAYER
MENSTRUATION DELAYED  

7050751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050751 NON-EXPEDITED N US-
BAYER-200920446NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050752 NON-EXPEDITED N US-
BAYER-200918515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE CYSTIC  

7050754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050754 NON-EXPEDITED N US-
BAYER-200921533NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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7050755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050755 NON-EXPEDITED N US-
BAYER-200918998NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER

7050756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050756 NON-EXPEDITED N US-
BAYER-200920176NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7050761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050761 NON-EXPEDITED N US-
BAYER-200923954NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7050763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050763 NON-EXPEDITED N US-
BAYER-200920027NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7050767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050767 NON-EXPEDITED N US-
BAYER-200920171NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 MTH BAYER
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7050774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050774 NON-EXPEDITED N US-
BAYER-200920418NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7050776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050776 NON-EXPEDITED N US-
BAYER-200920410NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  

7050783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050783 NON-EXPEDITED N US-
BAYER-200917222NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOS  BAYER

7050788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050788 NON-EXPEDITED N US-
BAYER-200917458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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7050789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050789 NON-EXPEDITED N US-
BAYER-200917463NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050791 NON-EXPEDITED N PR-
BAYER-200917570NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7050794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050794 NON-EXPEDITED N US-
BAYER-200917483NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

7050796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050796 NON-EXPEDITED Y US-
BAYER-200916159NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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7050797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050797 NON-EXPEDITED N US-
BAYER-200917504NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050798 NON-EXPEDITED N US-
BAYER-200917306NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7050799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050799 NON-EXPEDITED N US-
BAYER-200917533NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DIZZINESS ORAL CONTRACEPTIVE NOS C  
FATIGUE  

7050800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050800 NON-EXPEDITED N US-
BAYER-200917651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7050802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050802 NON-EXPEDITED N US-
BAYER-200917683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7050803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050803 NON-EXPEDITED N US-
BAYER-200918342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7050804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050804 NON-EXPEDITED N US-
BAYER-200917493NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7050811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7050811 NON-EXPEDITED N US-
BAYER-200918078NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7059056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2009 7059056 DIRECT N DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
BACK PAIN  
PELVIC PAIN  
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6795371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6795371 NON-EXPEDITED Y HO,OT US-
BAYER-200836164NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 175 DAY BAYER

6795382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6795382 NON-EXPEDITED N HO,OT US-
BAYER-200836163NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER

6795383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6795383 NON-EXPEDITED N HO,OT US-
BAYER-200836165NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 52 DAY BAYER

6795391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6795391 NON-EXPEDITED Y OT US-
BAYER-200836166NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE DAILY CONTINUOUS 390 DAY BAYER

6909109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6909109 NON-EXPEDITED N US-
BAYER-200910466NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 334 DAY BAYER
Medical device complication DEPAKOTE C  
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6963531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6963531 NON-EXPEDITED Y OT US-
BAYER-200917151NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
UNINTENDED PREGNANCY  

6963694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6963694 NON-EXPEDITED N OT US-
BAYER-200917206NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
Device dislocation  

6968256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6968256 NON-EXPEDITED N OT US-
BAYER-200917625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6969249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6969249 NON-EXPEDITED N OT US-
BAYER-200917921NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

BREAST TENDERNESS  
FATIGUE  
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6971265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6971265 NON-EXPEDITED Y HO,OT US-
BAYER-200917936NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1531 DAY BAYER
Device dislocation MULTI-VITAMIN C ORAL Total daily dose: 1 DF  

6972367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6972367 NON-EXPEDITED N OT US-
BAYER-200918489NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE NEVER STARTED  BAYER

6977025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6977025 NON-EXPEDITED N OT US-
BAYER-200918430NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6977028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6977028 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200918672NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GASTRITIS  
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6977030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6977030 EXPEDITED (15-DAY) N OT US-
BAYER-200918555NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTOPEXY MIRENA S INTRAUTERINE CONTINUOUS 136 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6980508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6980508 NON-EXPEDITED N HO,OT US-
BAYER-200918898NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

6980512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6980512 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200919076NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Device dislocation  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

6981638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6981638 NON-EXPEDITED N OT US-
BAYER-200919329NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 1058 DAY BAYER
ABDOMINAL PAIN ASACOL C  
PAIN LITHIUM CARBONATE C  
DEVICE BREAKAGE  
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6987753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6987753 NON-EXPEDITED N HO US-
BAYER-200919368NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 513 DAY BAYER
FLANK PAIN  
NEPHROLITHIASIS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6988705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6988705 NON-EXPEDITED Y OT US-
BAYER-200920084NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6988719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6988719 NON-EXPEDITED Y OT US-
BAYER-200919643NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 298 DAY BAYER
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  
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6988723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6988723 NON-EXPEDITED N OT US-
BAYER-200918062NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE VALIUM C  
PROCEDURAL PAIN AMBIEN C  
Medical device complication TRAMADOL HYDROCHLORIDE C  
ABDOMINAL PAIN UPPER  
BACK PAIN  
CYST RUPTURE  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  
WEIGHT DECREASED  

6992113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6992113 NON-EXPEDITED N OT US-
BAYER-200918433NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 1076 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER TYLENOL C  

6996643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 6996643 NON-EXPEDITED N US-
BAYER-200920549NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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7006378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7006378 NON-EXPEDITED N OT US-
BAYER-200921677NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BLADDER DISORDER  
Medical device complication  
OVARIAN CYST  
PAIN  

7050532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7050532 NON-EXPEDITED N OT US-
BAYER-200926410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

COPPER-CONTAINING
INTRAUTERINE DEVICE (IUD)

S  

7052006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052006 NON-EXPEDITED N HO US-
BAYER-200925821NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7052007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052007 NON-EXPEDITED N OT US-
BAYER-200925605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
1 YR BAYER

ABDOMINAL PAIN LOWER  
BREAST PAIN  
FATIGUE  
UTERINE PAIN  

7052008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052008 NON-EXPEDITED N OT US-
BAYER-200925915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER

7052010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052010 EXPEDITED (15-DAY) N OT US-
BAYER-200925546NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ROAD TRAFFIC ACCIDENT LEVOTHYROXINE SODIUM C  
FATIGUE LEVOTHYROXINE SODIUM C  
BLOOD THYROID STIMULATING HORMONE
DECREASED

NIFEDIPINE C  

BACK PAIN AMITIZA C  
AMENORRHOEA  
GAIT DISTURBANCE  
OVARIAN CYST  
SMEAR CERVIX ABNORMAL  
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7052073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052073 NON-EXPEDITED N US-
BAYER-200915325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 443 DAY BAYER

7052076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052076 NON-EXPEDITED N US-
BAYER-200918183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUIOUS  BAYER
ABDOMINAL PAIN  

7052077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052077 NON-EXPEDITED N US-
BAYER-200918309NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052078 NON-EXPEDITED N US-
BAYER-200915316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052079 NON-EXPEDITED N US-
BAYER-200918410NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 365 DAY BAYER
VAGINAL INFECTION  
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7052081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052081 NON-EXPEDITED N US-
BAYER-200915322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052085 NON-EXPEDITED N US-
BAYER-200918174NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BREAST PAIN  
FATIGUE  
NAUSEA  
PAIN  

7052092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052092 NON-EXPEDITED N US-
BAYER-200918178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7052094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052094 NON-EXPEDITED N US-
BAYER-200918299NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
DIZZINESS  
HEADACHE  
MIGRAINE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VISION BLURRED  

7052096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052096 NON-EXPEDITED N US-
BAYER-200918438NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 151 DAY BAYER
VAGINAL HAEMORRHAGE  

7052098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052098 NON-EXPEDITED N US-
BAYER-200918631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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Detailed Report
7052099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052099 NON-EXPEDITED N US-
BAYER-200918416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 64 MTH BAYER

7052100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052100 NON-EXPEDITED N US-
BAYER-200918558NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7052101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052101 NON-EXPEDITED N US-
BAYER-200918443NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7052103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052103 NON-EXPEDITED N US-
BAYER-200918312NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINAL PRURITUS  
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Detailed Report
7052105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052105 NON-EXPEDITED N US-
BAYER-200918524NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
ANXIETY  
DEPRESSION  
EMOTIONAL DISORDER  
HOT FLUSH  
MENSTRUATION IRREGULAR  
MIGRAINE  

7052106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052106 NON-EXPEDITED N US-
BAYER-200918628NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN MIDOL S  

7052108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052108 NON-EXPEDITED N US-
BAYER-200918637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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Detailed Report
7052109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052109 NON-EXPEDITED N US-
BAYER-200918512NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

7052111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052111 NON-EXPEDITED N US-
BAYER-200918632NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7052114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052114 NON-EXPEDITED N US-
BAYER-200918510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

7052115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052115 NON-EXPEDITED N US-
BAYER-200918634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

APPLICATION SITE ERYTHEMA  
APPLICATION SITE HYPERSENSITIVITY  
APPLICATION SITE PRURITUS  
APPLICATION SITE VESICLES  
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Detailed Report
7052121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052121 NON-EXPEDITED N US-
BAYER-200918633NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7052123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052123 NON-EXPEDITED N US-
BAYER-200918557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
BREAST MASS  
NAUSEA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7052124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052124 NON-EXPEDITED N US-
BAYER-200918629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

7052126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052126 NON-EXPEDITED N US-
BAYER-200919403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
2 YR BAYER
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Detailed Report
7052129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052129 NON-EXPEDITED N US-
BAYER-200918682NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052131 NON-EXPEDITED Y US-
BAYER-200919690NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7052133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052133 NON-EXPEDITED N US-
BAYER-200918862NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER

7052138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052138 NON-EXPEDITED N US-
BAYER-200918698NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
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Detailed Report
7052141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052141 NON-EXPEDITED N US-
BAYER-200919394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AFFECTIVE DISORDER  
AFFECT LABILITY  

7052142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052142 NON-EXPEDITED N US-
BAYER-200918845NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S  BAYER
PENILE PAIN  

7052143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052143 NON-EXPEDITED N US-
BAYER-200919406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7052144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052144 NON-EXPEDITED N US-
BAYER-200918836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
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Detailed Report
7052145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052145 NON-EXPEDITED N US-
BAYER-200918844NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7052148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052148 NON-EXPEDITED N US-
BAYER-200923975NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
DYSURIA  

7052149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052149 NON-EXPEDITED N US-
BAYER-200918848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7052150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052150 NON-EXPEDITED N US-
BAYER-200923951NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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7052151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052151 NON-EXPEDITED N US-
BAYER-200919679NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
Device expulsion  

7052153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052153 NON-EXPEDITED N US-
BAYER-200919001NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7052156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052156 NON-EXPEDITED Y US-
BAYER-200924241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
Device expulsion  
PROCEDURAL PAIN  

7052158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052158 NON-EXPEDITED N US-
BAYER-200923894NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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Detailed Report
7052159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052159 NON-EXPEDITED N US-
BAYER-200923942NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7052160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052160 NON-EXPEDITED Y US-
BAYER-200923904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

7052163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052163 NON-EXPEDITED Y US-
BAYER-200923964NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7052166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052166 NON-EXPEDITED N US-
BAYER-200923895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 25 DAY BAYER

7052167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052167 NON-EXPEDITED Y US-
BAYER-200924305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
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Detailed Report
7052168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052168 NON-EXPEDITED N US-
BAYER-200924308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052169 NON-EXPEDITED Y US-
BAYER-200926460NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

7052170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052170 NON-EXPEDITED Y US-
BAYER-200923949NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7052178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052178 NON-EXPEDITED Y US-
BAYER-200923937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOS  BAYER

7052179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052179 NON-EXPEDITED Y US-
BAYER-200923957NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER
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Detailed Report
7052180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052180 NON-EXPEDITED N US-
BAYER-200923901NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 213 DAY BAYER

7052181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052181 NON-EXPEDITED N US-
BAYER-200923935NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052184 NON-EXPEDITED N US-
BAYER-200923955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052185 NON-EXPEDITED N US-
BAYER-200923835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052186 NON-EXPEDITED N US-
BAYER-200923902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7052187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052187 NON-EXPEDITED N US-
BAYER-200923563NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
POLYMENORRHOEA  

7052417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7052417 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2009237236

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER PROVERA S ORAL UNK  PFIZER

PREMARIN S UNK  
LOESTRIN 1.5/30 21 DAY S UNK  
NORDETTE S UNK  
PREMPHASE S UNK  
PREMPRO S UNK  
ACTIVELLA S UNK  
SYNTHROID C UNK  

7055961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7055961 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE ONCE- 5 YEARS

INTRA-UTERINE
 BAYER

ABDOMINAL DISTENSION  
FURUNCLE  
MENTAL DISORDER  
VAGINAL HAEMORRHAGE  
VISION BLURRED  
WEIGHT INCREASED  
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Detailed Report
7056270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2009 7056270 DIRECT DS 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  BAYER
ARTHRALGIA  
DRY MOUTH  
HAEMORRHAGE  
INSOMNIA  
PAIN IN EXTREMITY  
PELVIC PAIN  
SWELLING  

6791305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6791305 NON-EXPEDITED Y OT US-
BAYER-200835669NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6955321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6955321 EXPEDITED (15-DAY) N OT BE-
BAYER-200916856GPV

52 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 1851 DAY BAYER
ASTHENIA  
MIGRAINE  
NAUSEA  
UTERINE LEIOMYOMA  
VOMITING  
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Detailed Report
6956433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6956433 NON-EXPEDITED Y US-
BAYER-200916406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 188 DAY BAYER

6970257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6970257 NON-EXPEDITED N US-
BAYER-200917532NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6972393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6972393 NON-EXPEDITED Y US-
BAYER-200917952NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6972400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6972400 NON-EXPEDITED N US-
BAYER-200918166NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 356 DAY BAYER
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Detailed Report
6973584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6973584 NON-EXPEDITED N US-
BAYER-200918142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
Device expulsion  
Medical device complication  

6974814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6974814 NON-EXPEDITED N US-
BAYER-200918374NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 168 DAY BAYER

6976087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6976087 NON-EXPEDITED N US-
BAYER-200918699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6996578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 6996578 EXPEDITED (15-DAY) N OT DE-
BAYER-200920693GPV

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLANGITIS SCLEROSING MIRENA S INTRAUTERINE  BAYER
BLOOD ALKALINE PHOSPHATASE INCREASED MESALAMINE C  
ALANINE AMINOTRANSFERASE INCREASED PENTASA C Total daily dose: 4 G 11 YR

LIALDA C Total daily dose: 4.8 G  

Page: 2,555 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7008593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7008593 NON-EXPEDITED N OT US-
BAYER-200921672NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS 190 DAY BAYER
ENDOMETRITIS  
INFECTION  

7021930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7021930 EXPEDITED (15-DAY) N OT CA-
BAYER-200923123NA

29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE CONTINUOUS 1661 DAY BAYER

7024425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7024425 NON-EXPEDITED Y OT US-
BAYER-200923210NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MULTI-VITAMIN C  

7025467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7025467 NON-EXPEDITED N OT US-
BAYER-200923230NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 211 DAY BAYER

7029292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7029292 EXPEDITED (15-DAY) Y OT FR-
BAYER-200922984GPV

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE  BAYER
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7034258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7034258 NON-EXPEDITED Y OT US-
BAYER-200924092NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 391 DAY BAYER
ACNE  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  

7036836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7036836 NON-EXPEDITED Y HO US-
BAYER-200924714NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 352 DAY BAYER
PELVIC PAIN VITAMINS C  

7041272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7041272 EXPEDITED (15-DAY) Y OT GB-
BAYER-200912549BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7044019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7044019 EXPEDITED (15-DAY) Y DE,OT DE-
BAYER-200924913GPV

40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 22 MTH BAYER
PANIC ATTACK DESOGESTREL C  
ANXIETY  
COMPLETED SUICIDE  
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7053451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053451 NON-EXPEDITED N US-
BAYER-200918837NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PARAESTHESIA  
PELVIC DISCOMFORT  

7053459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053459 NON-EXPEDITED N US-
BAYER-200918840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053461 NON-EXPEDITED Y US-
BAYER-200920510NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053462 NON-EXPEDITED Y US-
BAYER-200920429NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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7053465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053465 NON-EXPEDITED N US-
BAYER-200918955NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7053467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053467 NON-EXPEDITED N US-
BAYER-200919010NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053468 NON-EXPEDITED Y US-
BAYER-200920500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER

7053470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053470 NON-EXPEDITED N US-
BAYER-200920261NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER

7053471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053471 NON-EXPEDITED N US-
BAYER-200918960NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
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7053472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053472 NON-EXPEDITED N US-
BAYER-200918953NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053473 NON-EXPEDITED N US-
BAYER-200919169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE CONTINUOUS 6 WEEK BAYER
BREAST PAIN  

7053476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053476 NON-EXPEDITED N US-
BAYER-200920271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053479 NON-EXPEDITED Y US-
BAYER-200920231NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7053482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053482 NON-EXPEDITED N US-
BAYER-200920807NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 509 DAY BAYER
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7053483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053483 NON-EXPEDITED N US-
BAYER-200919008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS 6 YR BAYER

7053484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053484 NON-EXPEDITED N US-
BAYER-200918951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053490 NON-EXPEDITED N US-
BAYER-200923816NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 MTH BAYER

7053491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053491 NON-EXPEDITED N US-
BAYER-200920748NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

7053492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053492 NON-EXPEDITED N US-
BAYER-200920729NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 424 DAY BAYER
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Detailed Report
7053493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053493 NON-EXPEDITED N US-
BAYER-200921015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 320 DAY BAYER

7053495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053495 NON-EXPEDITED N US-
BAYER-200920773NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7053496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053496 NON-EXPEDITED Y US-
BAYER-200923940NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7053497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053497 NON-EXPEDITED N US-
BAYER-200920520NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7053498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053498 NON-EXPEDITED Y US-
BAYER-200920582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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7053499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053499 NON-EXPEDITED N US-
BAYER-200920580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

7053501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053501 NON-EXPEDITED Y US-
BAYER-200920635NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 222 DAY BAYER

7053502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053502 NON-EXPEDITED N US-
BAYER-200924237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED CLIMARA PRO S TRANSDERMAL  BAYER

7053503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053503 NON-EXPEDITED Y US-
BAYER-200920809NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 207 DAY BAYER

7053504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053504 NON-EXPEDITED Y US-
BAYER-200923978NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER
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Detailed Report
7053505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053505 NON-EXPEDITED N US-
BAYER-200923960NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER

7053506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053506 NON-EXPEDITED N US-
BAYER-200920717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7053507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053507 NON-EXPEDITED Y US-
BAYER-200920552NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7053508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053508 NON-EXPEDITED Y US-
BAYER-200920512NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER

7053509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053509 NON-EXPEDITED N US-
BAYER-200923989NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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7053510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053510 NON-EXPEDITED Y US-
BAYER-200923971NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 125 DAY BAYER

7053512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053512 NON-EXPEDITED Y US-
BAYER-200924246NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053513 NON-EXPEDITED Y US-
BAYER-200924419NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 104 DAY BAYER

7053514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053514 NON-EXPEDITED N US-
BAYER-200924406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENORRHAGIA  

7053515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053515 NON-EXPEDITED Y US-
BAYER-200924792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 143 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7053516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053516 NON-EXPEDITED N US-
BAYER-200925335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA MIRENA S INTRAUTERINE  BAYER

7053518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053518 NON-EXPEDITED N US-
BAYER-200924313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053519 NON-EXPEDITED N US-
BAYER-200924252NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7053520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053520 NON-EXPEDITED N US-
BAYER-200921016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7053521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053521 NON-EXPEDITED Y US-
BAYER-200924422NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7053522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053522 NON-EXPEDITED Y US-
BAYER-200924341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
33 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7053523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053523 NON-EXPEDITED N US-
BAYER-200924263NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER

7053524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053524 NON-EXPEDITED N US-
BAYER-200924480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053559 EXPEDITED (15-DAY) N OT US-
BAYER-200925912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER

7053574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053574 EXPEDITED (15-DAY) N OT US-
BAYER-200925916NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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Detailed Report
7053807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7053807 EXPEDITED (15-DAY) N HO,OT US-TEVA-201894USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICECTOMY PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7060475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2009 7060475 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S 2 DAY BAYER
DIARRHOEA ZYRTEC C  
ABDOMINAL DISCOMFORT SINGULAIR C  
ABDOMINAL PAIN SYMBICORT C  
HEADACHE ALBUTROL C  
FEELING ABNORMAL MULTI-VITAMIN C  
NAUSEA  

6949451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6949451 NON-EXPEDITED N US-
BAYER-200915300NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 259 DAY BAYER
Device expulsion ANTIBIOTICS NOS C  

6968087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6968087 NON-EXPEDITED N US-
BAYER-200916261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6968088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6968088 NON-EXPEDITED N US-
BAYER-200916037NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6976058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6976058 NON-EXPEDITED N US-
BAYER-200915287NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

6986653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6986653 NON-EXPEDITED N US-
BAYER-200919806NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1387 DAY BAYER
ADVERSE EVENT  

6988724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6988724 NON-EXPEDITED N US-
BAYER-200919694NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 975 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
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Detailed Report
6994175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6994175 NON-EXPEDITED Y US-
BAYER-200920085NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

6997414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 6997414 NON-EXPEDITED N US-
BAYER-200920805NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7009503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7009503 NON-EXPEDITED N OT US-
BAYER-200921739NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE  BAYER

7009507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7009507 NON-EXPEDITED Y OT US-
BAYER-200921860NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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7030204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7030204 NON-EXPEDITED Y HO,OT US-
BAYER-200923930NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENSTRUAL DISORDER  
PELVIC PAIN  

7054817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054817 NON-EXPEDITED N OT US-
BAYER-200926491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7054827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054827 EXPEDITED (15-DAY) N OT DE-
BAYER-200925190GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 14 MTH BAYER
ANOVULATORY CYCLE NORETHINDRONE ACETATE S ORAL  
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ALOPECIA  
ANXIETY  
ASTHMA  
BLOOD PRESSURE FLUCTUATION  
CHEST DISCOMFORT  
CONJUNCTIVITIS  
CONSTIPATION  
COUGH  
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7054827
Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DRY SKIN  
DYSPHONIA  
DYSPNOEA  
FATIGUE  
FEELING COLD  
HEADACHE  
HEPATIC ENZYME INCREASED  
HIRSUTISM  
HYPOTENSION  
INSOMNIA  
LARYNGITIS  
LIBIDO DECREASED  
MIGRAINE WITH AURA  
MOOD SWINGS  
MUCOSAL DRYNESS  
MUSCLE SPASMS  
MUSCULAR WEAKNESS  
MYALGIA  
NAUSEA  
NERVOUSNESS  
NIGHT SWEATS  
OEDEMA PERIPHERAL  
PALPITATIONS  
PANIC DISORDER  
PARAESTHESIA  
PREMENSTRUAL SYNDROME  
SINUSITIS  
SKIN IRRITATION  
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7054827
Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA  
TINNITUS  
TRICHORRHEXIS  
VULVOVAGINAL CANDIDIASIS  
WEIGHT BEARING DIFFICULTY  

7054871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054871 NON-EXPEDITED N US-
BAYER-200919178NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AGGRESSION  

7054875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054875 NON-EXPEDITED N US-
BAYER-200919147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
MENORRHAGIA  
OLIGOMENORRHOEA  

7054878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054878 NON-EXPEDITED N US-
BAYER-200919167NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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7054881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054881 NON-EXPEDITED N US-
BAYER-200919521NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
Device expulsion  

7054882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054882 NON-EXPEDITED Y US-
BAYER-200920781NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054884 NON-EXPEDITED N US-
BAYER-200920846NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054886 NON-EXPEDITED N US-
BAYER-200919292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL ULCERATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7054887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054887 NON-EXPEDITED Y US-
BAYER-200919469NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054889 NON-EXPEDITED N US-
BAYER-200919410NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7054890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054890 NON-EXPEDITED Y US-
BAYER-200920853NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7054891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054891 NON-EXPEDITED N US-
BAYER-200920851NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 154 DAY BAYER

7054892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054892 NON-EXPEDITED N US-
BAYER-200919413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
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7054893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054893 NON-EXPEDITED N US-
BAYER-200919411NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7054896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054896 NON-EXPEDITED N US-
BAYER-200923931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FATIGUE  
INCREASED APPETITE  
VOMITING  

7054897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054897 NON-EXPEDITED N US-
BAYER-200924279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7054898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054898 NON-EXPEDITED Y US-
BAYER-200924120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
Device expulsion  
FATIGUE  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

7054901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054901 NON-EXPEDITED Y US-
BAYER-200920893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7054902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054902 NON-EXPEDITED N US-
BAYER-200924311NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7054910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054910 NON-EXPEDITED N US-
BAYER-200924348NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 178 DAY BAYER
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7054912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054912 NON-EXPEDITED N US-
BAYER-200924351NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
8 DAY BAYER

Device expulsion  
VAGINAL HAEMORRHAGE  

7054913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054913 NON-EXPEDITED N US-
BAYER-200924350NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
MENORRHAGIA  

7054914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054914 NON-EXPEDITED N US-
BAYER-200924274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 6 WEEK BAYER
ABDOMINAL DISTENSION  

7054915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054915 NON-EXPEDITED N US-
BAYER-200924127NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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7054918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054918 NON-EXPEDITED N US-
BAYER-200924420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 256 DAY BAYER
PAIN  

7054919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054919 NON-EXPEDITED N US-
BAYER-200924081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7054920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054920 NON-EXPEDITED Y US-
BAYER-200924276NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054921 NON-EXPEDITED N US-
BAYER-200924415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054922 NON-EXPEDITED Y US-
BAYER-200924428NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
100 DAY BAYER
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7054923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054923 NON-EXPEDITED Y US-
BAYER-200924426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER

7054924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054924 NON-EXPEDITED Y US-
BAYER-200924257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054925 NON-EXPEDITED N US-
BAYER-200924253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054926 NON-EXPEDITED N US-
BAYER-200924226NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
CRYING ANTIBIOTICS C  
ABDOMINAL PAIN LOWER VICODIN C  
COITAL BLEEDING  
MOOD SWINGS  
PYREXIA  
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7054927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054927 NON-EXPEDITED Y US-
BAYER-200924427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER

7054928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054928 NON-EXPEDITED N US-
BAYER-200924612NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7054929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054929 NON-EXPEDITED N US-
BAYER-200925178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7054930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054930 NON-EXPEDITED Y US-
BAYER-200924606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7054931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054931 NON-EXPEDITED N US-
BAYER-200924604NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 MTH BAYER
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7054932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054932 NON-EXPEDITED N US-
BAYER-200926361NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOBILITY DECREASED MIRENA S INTRAUTERINE 59 MTH BAYER
AFFECT LABILITY  
ARTHRALGIA  

7054933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054933 NON-EXPEDITED Y US-
BAYER-200924701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

7054934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054934 NON-EXPEDITED N US-
BAYER-200924608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 130 DAY BAYER

7054937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054937 NON-EXPEDITED N US-
BAYER-200924469NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
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Detailed Report
7054939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7054939 NON-EXPEDITED N US-
BAYER-200924623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7062798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7062798 DIRECT N DS,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S  
EYE INJURY  
HYPOAESTHESIA  
VISION BLURRED  
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Detailed Report
7063018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7063018 DIRECT N DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S VAGINAL GOOD FOR FIVE

YEARS FIVE YEARS
VAG

 

AMENORRHOEA  
ARTHRALGIA  
BACK PAIN  
BREAST PAIN  
CONDITION AGGRAVATED  
FEAR  
GENERAL PHYSICAL HEALTH DETERIORATION  
HEADACHE  
HYPERTENSION  
MENSTRUATION IRREGULAR  
NASAL CONGESTION  
NAUSEA  
NERVOUSNESS  
SLEEP APNOEA SYNDROME  
SNORING  
VAGINAL ODOUR  
WEIGHT INCREASED  

7101076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2009 7101076 DIRECT Y DS 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
DEVICE DISLOCATION  
UTERINE RUPTURE  
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7056128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056128 EXPEDITED (15-DAY) Y OT US-
BAYER-200926591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056155 NON-EXPEDITED N US-
BAYER-200926592NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056156 NON-EXPEDITED Y US-
BAYER-200920507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7056158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056158 NON-EXPEDITED Y US-
BAYER-200920921NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7056159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056159 NON-EXPEDITED Y US-
BAYER-200920570NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 410 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7056160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056160 NON-EXPEDITED Y US-
BAYER-200920905NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7056161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056161 NON-EXPEDITED N US-
BAYER-200920998NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7056163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056163 NON-EXPEDITED N US-
BAYER-200920348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056164 NON-EXPEDITED Y US-
BAYER-200920925NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7056165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056165 NON-EXPEDITED Y US-
BAYER-200920896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7056166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056166 NON-EXPEDITED Y US-
BAYER-200920923NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056167 NON-EXPEDITED Y US-
BAYER-200924116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
VAGINAL HAEMORRHAGE  
VISION BLURRED  

7056168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056168 NON-EXPEDITED N US-
BAYER-200921004NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 305 DAY BAYER

7056169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056169 NON-EXPEDITED Y US-
BAYER-200920501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER
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7056171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056171 NON-EXPEDITED N US-
BAYER-200923998NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  

7056173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056173 NON-EXPEDITED N US-
BAYER-200921765NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045 MG/DAY

ESTRADIOL AND 0.015
MG/DAY
LEVONORGESTREL

 BAYER

7056174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056174 NON-EXPEDITED N US-
BAYER-200920560NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056176 NON-EXPEDITED Y US-
BAYER-200920997NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 67 DAY BAYER
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Detailed Report
7056177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056177 NON-EXPEDITED Y US-
BAYER-200926144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  BAYER

7056178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7056178 NON-EXPEDITED N US-
BAYER-200926743NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7065490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7065490 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S 3 YR
ACNE CYSTIC  
AFFECTIVE DISORDER  
ANGER  
ARTHRALGIA  
BREAST TENDERNESS  
IRRITABILITY  
LOSS OF LIBIDO  
WEIGHT INCREASED  
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Detailed Report
7066714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7066714 EXPEDITED (15-DAY) OT TPH-00121 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL  

ABORTION SPONTANEOUS  
DRUG INEFFECTIVE  
MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  

7069729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2009 7069729 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL IMPLANTED IUD

EVERY 5 YEARS VAG
 

ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
IRRITABILITY  
MEMORY IMPAIRMENT  
MENORRHAGIA  
MIGRAINE  
VERTIGO  

6979399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 6979399 EXPEDITED (15-DAY) N OT US-
BAYER-200918933NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LAPAROSCOPIC SURGERY MIRENA S INTRAUTERINE CONTINUOUS 436 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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7027544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7027544 NON-EXPEDITED N OT US-
BAYER-200923556NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PELVIC INFLAMMATORY DISEASE  
POST PROCEDURAL INFECTION  
PYREXIA  
STAPHYLOCOCCAL INFECTION  

7053558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7053558 EXPEDITED (15-DAY) N HO BR-
BAYER-200918619LA

28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN MUSCLE NEOPLASM LEVONORGESTREL S ORAL 1 MTH BAYER
ABDOMINAL DISTENSION LEVONORGESTREL S ORAL 6 DAY BAYER
MENORRHAGIA  

7057245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057245 EXPEDITED (15-DAY) Y OT CA-
BAYER-200926172NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
PYREXIA  
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Detailed Report
7057247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057247 NON-EXPEDITED N OT US-
BAYER-200926829NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  

7057248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057248 NON-EXPEDITED Y OT US-
BAYER-200926929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE COMTINUOUS 174 DAY BAYER
MENORRHAGIA  

7057256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057256 NON-EXPEDITED N OT US-
BAYER-200926804NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7057266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057266 NON-EXPEDITED N HO,OT US-
BAYER-200926952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 58 DAY BAYER

Page: 2,592 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7057277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057277 EXPEDITED (15-DAY) N OT US-
BAYER-200926947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST CANCER FEMALE  

7057278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7057278 NON-EXPEDITED N OT US-
BAYER-200927007NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7058205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058205 NON-EXPEDITED N US-
BAYER-200919523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7058207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058207 NON-EXPEDITED N US-
BAYER-200919409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

GALACTORRHOEA  
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Detailed Report
7058208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058208 NON-EXPEDITED N US-
BAYER-200919556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PAIN  

7058211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058211 NON-EXPEDITED N US-
BAYER-200919407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
BREAST ENLARGEMENT  

7058212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058212 NON-EXPEDITED N US-
BAYER-200919428NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

NO ADVERSE EVENT  

7058214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058214 NON-EXPEDITED N US-
BAYER-200919418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058218 NON-EXPEDITED N US-
BAYER-200919530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7058222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058222 NON-EXPEDITED N US-
BAYER-200920105NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7058223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058223 NON-EXPEDITED N US-
BAYER-200919766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7058224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058224 NON-EXPEDITED N US-
BAYER-200919563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058226 NON-EXPEDITED N US-
BAYER-200920008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058230 NON-EXPEDITED N US-
BAYER-200919560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7058233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058233 NON-EXPEDITED N US-
BAYER-200919790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7058235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058235 NON-EXPEDITED N US-
BAYER-200919649NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS 294 DAY BAYER
BACK PAIN  
HYPERTRICHOSIS  
WEIGHT INCREASED  

7058237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058237 NON-EXPEDITED N US-
BAYER-200919588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058239 NON-EXPEDITED N US-
BAYER-200919585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 366 DAY BAYER

7058248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058248 NON-EXPEDITED Y US-
BAYER-200921135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7058249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058249 NON-EXPEDITED N US-
BAYER-200921066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7058252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058252 NON-EXPEDITED N US-
BAYER-200919629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

Device expulsion  

7058254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058254 NON-EXPEDITED N US-
BAYER-200920712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058255 NON-EXPEDITED N US-
BAYER-200921154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058257 NON-EXPEDITED N US-
BAYER-200920700NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058259 NON-EXPEDITED N US-
BAYER-200920472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058260 NON-EXPEDITED N US-
BAYER-200920631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER

7058261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058261 NON-EXPEDITED N US-
BAYER-200921017NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER
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Detailed Report
7058263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058263 NON-EXPEDITED N US-
BAYER-200920412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058266 NON-EXPEDITED N US-
BAYER-200920194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
MENSTRUATION IRREGULAR  

7058267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058267 NON-EXPEDITED N US-
BAYER-200920159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7058269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058269 NON-EXPEDITED N US-
BAYER-200920109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058270 NON-EXPEDITED Y US-
BAYER-200920907NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058271 NON-EXPEDITED Y US-
BAYER-200920869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058272 NON-EXPEDITED N US-
BAYER-200920107NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7058273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058273 NON-EXPEDITED N US-
BAYER-200921060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7058274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058274 NON-EXPEDITED Y US-
BAYER-200920721NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7058275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058275 NON-EXPEDITED N US-
BAYER-200921165NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

7058277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2009 7058277 NON-EXPEDITED N US-
BAYER-200927238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE  BAYER

6785754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 6785754 NON-EXPEDITED N US-
BAYER-200835438NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

Device expulsion  

6823000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 6823000 EXPEDITED (15-DAY) N BR-
BAYER-200820946LA

33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
COITAL BLEEDING  
DYSMENORRHOEA  
PAIN IN EXTREMITY  
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Detailed Report
6955313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 6955313 NON-EXPEDITED Y OT US-
BAYER-200916573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

6988708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 6988708 EXPEDITED (15-DAY) N OT BR-
BAYER-200915656LA

47 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUSLY
4 YR BAYER

ABDOMINAL PAIN LOWER  
PELVIC INFECTION  
VAGINAL HAEMORRHAGE  

7029344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7029344 EXPEDITED (15-DAY) N US-
BAYER-200923438NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
OVARIAN CYST  
UTERINE HAEMORRHAGE  
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Detailed Report
7042679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7042679 EXPEDITED (15-DAY) N OT DE-
BAYER-200920513GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS MIRENA S INTRAUTERINE  BAYER
Thrombocytosis MIRENA S INTRAUTERINE  BAYER
LEUKOCYTOSIS DICLOFENAC C  
C-REACTIVE PROTEIN INCREASED CELEBREX C  
HEPATIC ENZYME INCREASED METAMIZOL C  

7052093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7052093 NON-EXPEDITED N HO,OT US-
BAYER-200918391NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL TENDERNESS  
AMENORRHOEA  
SCAR  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7057260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7057260 NON-EXPEDITED Y OT US-
BAYER-200926260NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PAIN  

Page: 2,603 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7059418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059418 EXPEDITED (15-DAY) N OT US-
BAYER-200926645NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS 240 DAY BAYER
TONSILLAR HYPERTROPHY MULTI-VITAMIN C  
CHEST DISCOMFORT  
PANIC ATTACK  
THROAT TIGHTNESS  

7059447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059447 NON-EXPEDITED N US-
BAYER-200920904NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PAIN  

7059449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059449 NON-EXPEDITED N US-
BAYER-200924682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER

7059451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059451 NON-EXPEDITED Y US-
BAYER-200924444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7059452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059452 NON-EXPEDITED N US-
BAYER-200924686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7059454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059454 NON-EXPEDITED Y US-
BAYER-200924703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7059455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059455 NON-EXPEDITED N US-
BAYER-200924747NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7059456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059456 NON-EXPEDITED N US-
BAYER-200924684NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  
HEADACHE  
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Detailed Report
7059457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059457 NON-EXPEDITED N US-
BAYER-200924675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7059460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059460 NON-EXPEDITED Y US-
BAYER-200924631NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7059461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059461 NON-EXPEDITED N US-
BAYER-200924744NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  

7059463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059463 NON-EXPEDITED N US-
BAYER-200924748NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POLYMENORRHOEA  

7059472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059472 NON-EXPEDITED N US-
BAYER-200924699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 WEEK BAYER
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Detailed Report
7059473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059473 NON-EXPEDITED N US-
BAYER-200926936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7059474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059474 NON-EXPEDITED Y US-
BAYER-200927411NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7059476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059476 NON-EXPEDITED N US-
BAYER-200924633NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 183 DAY BAYER
VAGINAL HAEMORRHAGE  

7059479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059479 NON-EXPEDITED Y US-
BAYER-200924645NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7059480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059480 NON-EXPEDITED N US-
BAYER-200924985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER
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Detailed Report
7059484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059484 NON-EXPEDITED N US-
BAYER-200926284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 48 DAY BAYER

7059889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7059889 NON-EXPEDITED Y US-
BAYER-200920775NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7069917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2009 7069917 DIRECT N HO,DS,OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 2 YR BAYER
ABDOMINAL PAIN  
ABNORMAL WITHDRAWAL BLEEDING  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
PAINFUL DEFAECATION  
UTERINE ATROPHY  
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Detailed Report
6838926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 6838926 EXPEDITED (15-DAY) N HO US-
BAYER-200839967NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE  BAYER
BLINDNESS TRANSIENT ZOLOFT C ORAL  
VISUAL IMPAIRMENT CLONOPIN C ORAL Total daily dose: 1.0 MG  
PHOTOPSIA PARAGARD T380A C INTRAUTERINE STARTED AFTER

REMOVAL OF MIRENA
 

ABDOMINAL PAIN LOWER  
ACNE  
VULVOVAGINAL MYCOTIC INFECTION  

6964828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 6964828 NON-EXPEDITED N US-
BAYER-200913491NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD ALLERGY MIRENA S INTRAUTERINE 3 YR BAYER
ALCOHOL INTOLERANCE  
CYSTITIS INTERSTITIAL  

6982054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 6982054 EXPEDITED (15-DAY) N OT US-
BAYER-200917589NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS 249 DAY BAYER
GENITAL HAEMORRHAGE  
Medical device complication  
METRORRHAGIA  
RECTAL HAEMORRHAGE  
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Detailed Report
6996579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 6996579 NON-EXPEDITED N HO US-
BAYER-200920481NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062436 NON-EXPEDITED Y US-
BAYER-200919591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE As used: 20 µG 6 MTH BAYER

7062437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062437 NON-EXPEDITED Y US-
BAYER-200924600NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062439 NON-EXPEDITED N US-
BAYER-200924482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  
PELVIC DISCOMFORT  
VAGINAL HAEMORRHAGE  
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Detailed Report
7062440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062440 NON-EXPEDITED N US-
BAYER-200924613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062441 NON-EXPEDITED Y US-
BAYER-200920726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7062443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062443 NON-EXPEDITED N US-
BAYER-200921889NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  

7062444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062444 NON-EXPEDITED N US-
BAYER-200925160NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062445 NON-EXPEDITED N US-
BAYER-200920154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7062446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062446 NON-EXPEDITED N US-
BAYER-200924756NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7062455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062455 NON-EXPEDITED N US-
BAYER-200924957NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7062456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062456 NON-EXPEDITED N US-
BAYER-200924621NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062459 NON-EXPEDITED N US-
BAYER-200924760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK INJURY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062461 NON-EXPEDITED Y US-
BAYER-200927383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7062462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062462 NON-EXPEDITED N US-
BAYER-200924752NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7062463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062463 NON-EXPEDITED N US-
BAYER-200924889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7062467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062467 NON-EXPEDITED N US-
BAYER-200924619NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7062468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062468 NON-EXPEDITED N US-
BAYER-200924715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 30 MTH BAYER
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Detailed Report
7062469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062469 NON-EXPEDITED N US-
BAYER-200924930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 191 DAY BAYER

7062470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7062470 NON-EXPEDITED N US-
BAYER-200924766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7063002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2009 7063002 EXPEDITED (15-DAY) Y HO D0062328A 13 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWOLLEN TONGUE RELENZA S INHALATION 5MG Single dose 1 DAY GLAXOSMITHKLINE
PHARYNGEAL OEDEMA IBUPROFEN S UNKNOWN  GLAXOSMITHKLINE
DYSPNOEA NORDETTE S ORAL  
RENAL FAILURE ACUTE  

6923226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 6923226 NON-EXPEDITED N US-
BAYER-200912149NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ABDOMINAL PAIN  
HEADACHE  
NAUSEA  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
6970247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 6970247 EXPEDITED (15-DAY) N OT BR-
BAYER-200915039LA

38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL CARDIOVASCULAR ANOMALY MIRENA S TRANSPLACENTAL FREQUENCY:

CONTINUOUS
 BAYER

CONGENITAL AORTIC ANOMALY  
VENTRICULAR SEPTAL DEFECT  

6986652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 6986652 NON-EXPEDITED N US-
BAYER-200917464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TOPICAL CHANGED WEEKLY 12 YR BAYER
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Detailed Report
6989798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 6989798 NON-EXPEDITED N US-
BAYER-200917794NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE DISORDER MIRENA S INTRAUTERINE CONTINUOUS 58 MTH BAYER
ALLERGIC SINUSITIS  
ALOPECIA  
ANXIETY  
BACK PAIN  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
FEELING COLD  
HEADACHE  
HIRSUTISM  
HYPOAESTHESIA  
IRRITABILITY  
LETHARGY  
LIBIDO DECREASED  
MENTAL DISORDER  
MOOD SWINGS  
PARAESTHESIA  
POLLAKIURIA  
SWOLLEN TONGUE  
TOOTH INFECTION  
TREMOR  
VISUAL IMPAIRMENT  
WEIGHT DECREASED  
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Detailed Report
6997383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 6997383 EXPEDITED (15-DAY) Y OT US-
BAYER-200920685GPV

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOMYOLIPOMA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL LEVONORGESTREL

0.10 MG/ETHINYL
ESTRADIOL 0.02 MG
(ONE CYCLE)

 BAYER

MEDROXYPROGESTERONE
ACETATE

S ORAL Total daily dose: 5 MG 7 MTH

DESOGESTREL AND ETHINYL
ESTRADIOL

S ORAL DESOGESTREL 0.15
MG/ETHINYL
ESTRADIOL 0.02 MG

 

VALPROIC ACID C  

7017117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7017117 EXPEDITED (15-DAY) N OT AT-
BAYER-200922616GPV

26 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  

7023104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7023104 NON-EXPEDITED N US-
BAYER-200921039NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S CONTINUOUS 28 DAY BAYER
BLOODY DISCHARGE  
MALAISE  
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Detailed Report
7023109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7023109 NON-EXPEDITED N US-
BAYER-200917513NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7024430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7024430 EXPEDITED (15-DAY) N OT DE-
BAYER-200917541GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
UTERINE DILATION AND CURETTAGE  

7024581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7024581 NON-EXPEDITED N US-
BAYER-200919205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7063996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7063996 EXPEDITED (15-DAY) N OT ZA-
BAYER-200926042GPV

28 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE  BAYER
FATIGUE  
IRRITABILITY  
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Detailed Report
7063997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7063997 NON-EXPEDITED Y OT US-
BAYER-200927395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064001 NON-EXPEDITED N HO,OT US-
BAYER-200927583NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
Medical device complication  
OVARIAN CYST  
OVARIAN CYST RUPTURED  
VAGINITIS GARDNERELLA  

7064002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064002 NON-EXPEDITED Y OT US-
BAYER-200927517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PAIN  

7064004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064004 NON-EXPEDITED Y OT US-
BAYER-200927562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

Page: 2,619 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7064091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064091 NON-EXPEDITED N US-
BAYER-200920219NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication DEPO-PROVERA C  

7064092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064092 NON-EXPEDITED N US-
BAYER-200920254NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064095 NON-EXPEDITED N US-
BAYER-200920415NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7064096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064096 NON-EXPEDITED Y US-
BAYER-200923934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064098 NON-EXPEDITED N US-
BAYER-200923294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 48 DAY BAYER

Page: 2,620 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7064099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064099 NON-EXPEDITED N US-
BAYER-200920346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DRYNESS  

7064101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064101 NON-EXPEDITED N US-
BAYER-200920187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064107 NON-EXPEDITED N US-
BAYER-200923572NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
BREAST TENDERNESS  

7064108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064108 NON-EXPEDITED N US-
BAYER-200920425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7064109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064109 NON-EXPEDITED N US-
BAYER-200920504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
VAGINAL HAEMORRHAGE  

7064110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064110 NON-EXPEDITED N US-
BAYER-200920899NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7064111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064111 NON-EXPEDITED N US-
BAYER-200920455NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064112 NON-EXPEDITED Y US-
BAYER-200923328NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 175 DAY BAYER
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Detailed Report
7064113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064113 NON-EXPEDITED N US-
BAYER-200920545NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7064114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064114 NON-EXPEDITED N US-
BAYER-200920642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064115 NON-EXPEDITED N US-
BAYER-200920566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064116 NON-EXPEDITED N US-
BAYER-200920414NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7064117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064117 NON-EXPEDITED Y US-
BAYER-200923537NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7064118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064118 NON-EXPEDITED N US-
BAYER-200923745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064119 NON-EXPEDITED N US-
BAYER-200923143NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 299 DAY BAYER

7064120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064120 NON-EXPEDITED N US-
BAYER-200920419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
PAIN  

7064122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064122 NON-EXPEDITED N US-
BAYER-200920674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7064123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064123 NON-EXPEDITED Y US-
BAYER-200923192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064131 NON-EXPEDITED Y US-
BAYER-200924931NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion PROZAC C  
VITAMIN B12 C  
VITAMINS NOS C  

7064137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064137 NON-EXPEDITED N US-
BAYER-200924762NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 170 DAY BAYER

7064138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064138 NON-EXPEDITED N US-
BAYER-200924795NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 113 DAY BAYER
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Detailed Report
7064139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064139 NON-EXPEDITED N US-
BAYER-200924894NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064140 NON-EXPEDITED N US-
BAYER-200924258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRITIS  

7064142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064142 NON-EXPEDITED N US-
BAYER-200924926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

7064143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064143 NON-EXPEDITED N US-
BAYER-200924902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 16 MTH BAYER
Medical device complication  

7064145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064145 NON-EXPEDITED N US-
BAYER-200924922NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7064146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064146 NON-EXPEDITED N US-
BAYER-200924897NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064148 NON-EXPEDITED N US-
BAYER-200924941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7064149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064149 NON-EXPEDITED N US-
BAYER-200924746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064150 NON-EXPEDITED N US-
BAYER-200924892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064151 NON-EXPEDITED Y US-
BAYER-200924944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
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Detailed Report
7064152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064152 NON-EXPEDITED N US-
BAYER-200924787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
Device expulsion  
Medical device complication  

7064153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064153 NON-EXPEDITED N US-
BAYER-200924548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7064154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064154 NON-EXPEDITED N US-
BAYER-200924906NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7064156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064156 NON-EXPEDITED N US-
BAYER-200925341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7064157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064157 NON-EXPEDITED N US-
BAYER-200924749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7064158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064158 NON-EXPEDITED N US-
BAYER-200924961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER

7064159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064159 NON-EXPEDITED N US-
BAYER-200924910NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7064160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064160 NON-EXPEDITED N US-
BAYER-200924361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL ODOUR  

Page: 2,629 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7064161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064161 NON-EXPEDITED N US-
BAYER-200924986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 275 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7064162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064162 NON-EXPEDITED N US-
BAYER-200925155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7064163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064163 NON-EXPEDITED N US-
BAYER-200924936NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER
Device expulsion  

7064166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064166 NON-EXPEDITED Y US-
BAYER-200925275NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 HR BAYER

7064167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064167 NON-EXPEDITED N US-
BAYER-200924965NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 62 DAY BAYER
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Detailed Report
7064168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064168 NON-EXPEDITED Y US-
BAYER-200925164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064169 NON-EXPEDITED N US-
BAYER-200925023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROVERA C 10 DAY

7064170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064170 NON-EXPEDITED N US-
BAYER-200924979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7064171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064171 NON-EXPEDITED N US-
BAYER-200925210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7064173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064173 NON-EXPEDITED Y US-
BAYER-200925396NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7064175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064175 NON-EXPEDITED Y US-
BAYER-200925145NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7064176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064176 NON-EXPEDITED Y US-
BAYER-200925165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER
ABDOMINAL PAIN  
Device expulsion  

7064177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064177 NON-EXPEDITED N US-
BAYER-200925026NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7064178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064178 NON-EXPEDITED N US-
BAYER-200925153NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7064179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064179 NON-EXPEDITED N US-
BAYER-200925029NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE CONTINUOUS 1 WEEK BAYER
VAGINAL HAEMORRHAGE  

7064180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064180 NON-EXPEDITED Y US-
BAYER-200924992NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
NAUSEA  

7064181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064181 NON-EXPEDITED N US-
BAYER-200925495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7064182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064182 NON-EXPEDITED N US-
BAYER-200925028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7064183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064183 NON-EXPEDITED Y US-
BAYER-200925176NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7064185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064185 NON-EXPEDITED Y US-
BAYER-200925117NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 121 DAY BAYER

7064186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064186 NON-EXPEDITED Y US-
BAYER-200926800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7064188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064188 NON-EXPEDITED Y US-
BAYER-200925900NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7064189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7064189 NON-EXPEDITED Y US-
BAYER-200925119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
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Detailed Report
7071376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7071376 DIRECT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S  

7071550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7071550 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 1, LASTS FOR 5

YEARS, INTRA-
UTERINE

 

ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7071703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2009 7071703 DIRECT N HO,DS 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  BAYER
ANGER  
DEVICE DISLOCATION  
NAUSEA  
NERVOUSNESS  
PAIN  
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6758864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 6758864 NON-EXPEDITED Y US-
BAYER-200832861NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

Device expulsion  
Medical device complication  
VAGINAL HAEMORRHAGE  

7000456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7000456 NON-EXPEDITED N US-
BAYER-200920678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7010810 NON-EXPEDITED N OT US-
BAYER-200922004NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7025463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7025463 EXPEDITED (15-DAY) N OT GB-
BAYER-200912194BNE

50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7064000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7064000 EXPEDITED (15-DAY) OT PL-
BAYER-200926324GPV

Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ULCERATIVE MIRENA S INTRAUTERINE 22 DAY BAYER
DIARRHOEA ANTIBIOTICS C  
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
Medical device complication  

7065050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065050 EXPEDITED (15-DAY) N OT ZA-
BAYER-200926044GPV

37 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 MTH BAYER
SYNCOPE  

7065057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065057 NON-EXPEDITED N OT US-
BAYER-200927794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7065090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065090 NON-EXPEDITED N US-
BAYER-200924539NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
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7065094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065094 NON-EXPEDITED N US-
BAYER-200924836NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN SYNTHROID C  
Medical device complication  

7065096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065096 NON-EXPEDITED N US-
BAYER-200921720NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7065097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065097 NON-EXPEDITED N US-
BAYER-200924364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GENITAL DISCHARGE  
POST PROCEDURAL HAEMORRHAGE  

7065098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065098 NON-EXPEDITED N US-
BAYER-200925339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
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Detailed Report
7065099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065099 NON-EXPEDITED N US-
BAYER-200923753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  

7065101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065101 NON-EXPEDITED N US-
BAYER-200921737NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7065102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065102 NON-EXPEDITED N US-
BAYER-200924423NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7065103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065103 NON-EXPEDITED N US-
BAYER-200924429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7065104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065104 NON-EXPEDITED N US-
BAYER-200922237NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER
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7065105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065105 NON-EXPEDITED Y US-
BAYER-200922232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7065106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065106 NON-EXPEDITED Y US-
BAYER-200921725NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7065184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7065184 EXPEDITED (15-DAY) N OT US-TEVA-202240USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
FOETAL HEART RATE ABNORMAL PLAN B C  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

UTERINE CONTRACTIONS ABNORMAL  
VAGINAL HAEMORRHAGE  

7072491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7072491 DIRECT N 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S  
HAEMORRHAGE  
HEADACHE  
MUSCLE SPASMS  
PAIN  
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Detailed Report
7073618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7073618 DIRECT Y RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  
HEADACHE  
MOOD SWINGS  

7076201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2009 7076201 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  
PRODUCT QUALITY ISSUE  

7027539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7027539 NON-EXPEDITED N OT US-
BAYER-200923663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PAIN  

7048206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7048206 EXPEDITED (15-DAY) Y OT DE-
BAYER-200924734GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 233 DAY BAYER
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Detailed Report
7054826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7054826 EXPEDITED (15-DAY) Y OT TR-
BAYER-200925350GPV

41 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7062449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7062449 NON-EXPEDITED N US-
BAYER-200924750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DANDRUFF MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
MENSTRUATION IRREGULAR  

7066328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066328 NON-EXPEDITED N US-
BAYER-200920469NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  

7066332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066332 NON-EXPEDITED N US-
BAYER-200922195NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 133 DAY BAYER

7066334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066334 NON-EXPEDITED N US-
BAYER-200922022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7066336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066336 NON-EXPEDITED N US-
BAYER-200924901NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 127 DAY BAYER

7066337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066337 NON-EXPEDITED Y US-
BAYER-200923743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7066338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066338 NON-EXPEDITED Y OT US-
BAYER-200927053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7066339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066339 NON-EXPEDITED N US-
BAYER-200922199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7066340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066340 NON-EXPEDITED Y US-
BAYER-200922196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,643 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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7066341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066341 NON-EXPEDITED N US-
BAYER-200927802NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE As used: 20 µG 10 MTH BAYER
PAIN  

7066342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066342 NON-EXPEDITED N OT US-
BAYER-200927581NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7066343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066343 NON-EXPEDITED N US-
BAYER-200922021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7066345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066345 NON-EXPEDITED N US-
BAYER-200922023NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
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Detailed Report
7066347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066347 NON-EXPEDITED N US-
BAYER-200927511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG  BAYER
NAUSEA  
PREGNANCY TEST NEGATIVE  
PREGNANCY TEST URINE POSITIVE  

7066348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066348 NON-EXPEDITED Y US-
BAYER-200928044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7066351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7066351 NON-EXPEDITED Y OT US-
BAYER-200927904NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7072029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7072029 DIRECT N 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 3 MTH BAYER
AMENORRHOEA  
DEPRESSION  
FATIGUE  
MIGRAINE  
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Detailed Report
7072041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7072041 DIRECT N OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
CERVICITIS  
GONORRHOEA  
VAGINITIS BACTERIAL  
VULVOVAGINAL MYCOTIC INFECTION  

7072065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7072065 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B S ORAL FIRST PILL AFTER

UNPROTECTED PO;
SECOND PILL 12
HOURS LATER PO

 

ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  
OROPHARYNGEAL PAIN  
URINARY TRACT PAIN  
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Detailed Report
7073947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7073947 DIRECT N DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE ONGOING, ONGOING,

INTRA-UTERINE
1 MTH

ANXIETY  
CARDIAC FLUTTER  
DRUG HYPERSENSITIVITY  
HYPOAESTHESIA  
NO THERAPEUTIC RESPONSE  
PALPITATIONS  
RASH PRURITIC  

7074085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2009 7074085 DIRECT Y HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S VAGINAL 24 HOURS VAG  
MIDDLE INSOMNIA  

6832012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 6832012 NON-EXPEDITED N US-
BAYER-200839511NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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Detailed Report
6976076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 6976076 EXPEDITED (15-DAY) Y OT ZA-
BAYER-200918791GPV

32 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Unit dose: 52 MG 329 DAY BAYER
AMENORRHOEA  
COMPLICATION OF PREGNANCY  
UTERINE HAEMORRHAGE  

7026580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7026580 NON-EXPEDITED N US-
BAYER-200923213NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
BLOOD URINE PRESENT  
BODY TEMPERATURE INCREASED  
DYSURIA  
MIGRAINE  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
URINARY TRACT INFECTION  

7039613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7039613 NON-EXPEDITED Y OT US-
BAYER-200924914NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 12 DAY BAYER
PAIN PRENATABS FA C  
Medical device complication  
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Detailed Report
7048204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7048204 NON-EXPEDITED N OT US-
BAYER-200925410NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

CYTOTEC C ORAL 400 MCG PO HS
PRIOR TO INSERTION
OF THE UNIT

 

7067294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067294 NON-EXPEDITED N OT US-
BAYER-200928274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7067296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067296 NON-EXPEDITED N OT US-
BAYER-200927483NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
CERVIX INFLAMMATION  
Medical device complication  
PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7067323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067323 NON-EXPEDITED Y US-
BAYER-200918409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7067324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067324 NON-EXPEDITED N US-
BAYER-200915903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7067326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067326 NON-EXPEDITED Y US-
BAYER-200921762NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067327 NON-EXPEDITED N US-
BAYER-200921721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7067328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067328 NON-EXPEDITED Y US-
BAYER-200917664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
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Detailed Report
7067330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067330 NON-EXPEDITED N US-
BAYER-200920246NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 35 MTH BAYER

7067332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067332 NON-EXPEDITED N US-
BAYER-200917257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7067333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067333 NON-EXPEDITED Y US-
BAYER-200922914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067334 NON-EXPEDITED Y US-
BAYER-200925268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7067335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067335 NON-EXPEDITED Y US-
BAYER-200923131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7067336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067336 NON-EXPEDITED Y US-
BAYER-200921958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
NO ADVERSE EVENT  

7067337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067337 NON-EXPEDITED Y US-
BAYER-200915915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7067338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067338 NON-EXPEDITED N US-
BAYER-200920345NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067339 NON-EXPEDITED N US-
BAYER-200922459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7067340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067340 NON-EXPEDITED Y US-
BAYER-200922235NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7067341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067341 NON-EXPEDITED Y US-
BAYER-200921759NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067342 NON-EXPEDITED N US-
BAYER-200921917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7067343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067343 NON-EXPEDITED Y US-
BAYER-200925271NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 486 DAY BAYER
Medical device complication  
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Detailed Report
7067344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067344 NON-EXPEDITED N US-
BAYER-200924895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
OEDEMA PERIPHERAL NORETHINDRONE AND ETHINYL

ESTRADIOL
C  

7067346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067346 NON-EXPEDITED N US-
BAYER-200922523NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 39 DAY BAYER

7067347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067347 NON-EXPEDITED Y US-
BAYER-200922229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 127 DAY BAYER

7067348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067348 NON-EXPEDITED N US-
BAYER-200925272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

7067349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067349 NON-EXPEDITED N US-
BAYER-200925214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER
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Detailed Report
7067350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067350 NON-EXPEDITED N US-
BAYER-200922201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7067351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067351 NON-EXPEDITED Y US-
BAYER-200921798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE CONTINUOUS 466 DAY BAYER

7067352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067352 NON-EXPEDITED N US-
BAYER-200922345NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7067353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067353 NON-EXPEDITED Y US-
BAYER-200923086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067354 NON-EXPEDITED N US-
BAYER-200923120NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
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Detailed Report
7067355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067355 NON-EXPEDITED N US-
BAYER-200925388NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7067356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067356 NON-EXPEDITED N US-
BAYER-200925284NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
DIZZINESS PRILOSEC C  
PAIN HYDROCHLOROTHIAZIDE C  
METRORRHAGIA MOTRIN C  
MENSTRUAL DISORDER TYLENOL C  
TREMOR  

7067357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067357 NON-EXPEDITED Y US-
BAYER-200925216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
Medical device complication  

7067358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067358 NON-EXPEDITED N US-
BAYER-200925306NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
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Detailed Report
7067359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067359 NON-EXPEDITED Y US-
BAYER-200922193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067360 NON-EXPEDITED N US-
BAYER-200922294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
618 DAY BAYER

7067366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067366 NON-EXPEDITED Y US-
BAYER-200925344NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER

7067367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067367 NON-EXPEDITED N US-
BAYER-200925312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VOMITING  

7067369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067369 NON-EXPEDITED N US-
BAYER-200925393NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7067370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067370 NON-EXPEDITED Y US-
BAYER-200925346NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7067371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067371 NON-EXPEDITED N US-
BAYER-200925319NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7067373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067373 NON-EXPEDITED N US-
BAYER-200925521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067376 NON-EXPEDITED N US-
BAYER-200925298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7067377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7067377 NON-EXPEDITED Y US-
BAYER-200925522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7073772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7073772 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  

7073789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 7073789 DIRECT N DS 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S INTRAUTERINE 5 YEAR, INTRA-

UTERINE
 

ABDOMINAL PAIN LOWER  
ACNE  
ADNEXA UTERI PAIN  
APATHY  
ASTHENIA  
BREAST PAIN  
CRYING  
CYST  
DEPRESSED MOOD  
FATIGUE  
FEELING ABNORMAL  
GALACTORRHOEA  
HEADACHE  
LOSS OF LIBIDO  
MOOD ALTERED  
PAIN IN EXTREMITY  
VITAMIN D DECREASED  
VULVOVAGINAL DRYNESS  
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Detailed Report
6926859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 6926859 EXPEDITED (15-DAY) Y OT FR-
BAYER-200912142GPV

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
POST PROCEDURAL HAEMATOMA  

6981636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 6981636 NON-EXPEDITED N OT US-
BAYER-200918822NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLOOD PRESSURE INCREASED  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
Streptococcus test positive  
VAGINAL HAEMORRHAGE  

7033051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7033051 NON-EXPEDITED N US-
BAYER-200919647NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MALFUNCTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7044022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7044022 NON-EXPEDITED N OT US-
BAYER-200920119NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7068475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068475 EXPEDITED (15-DAY) N OT US-TEVA-203916USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL  DURAMED
DYSPNOEA  

7068585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068585 EXPEDITED (15-DAY) N HO,LT NL-
BAYER-200926603GPV

41 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7068589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068589 NON-EXPEDITED Y OT US-
BAYER-200928397NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
PAIN  

7068590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068590 EXPEDITED (15-DAY) N OT US-
BAYER-200928260NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
FEELING ABNORMAL DEPAKOTE C  
NAUSEA ALCOHOL C  
ABDOMINAL PAIN UPPER  
FATIGUE  
HEADACHE  
VOMITING  
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Detailed Report
7068593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068593 NON-EXPEDITED N OT US-
BAYER-200928120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7068596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068596 NON-EXPEDITED Y OT US-
BAYER-200928278NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7068597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068597 EXPEDITED (15-DAY) N OT CA-
BAYER-200928137NA

49 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CRYING  
DEPRESSED MOOD  
FEELING ABNORMAL  
HYPERSOMNIA  
RASH  
UNEVALUABLE EVENT  

7068631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068631 NON-EXPEDITED N US-
BAYER-200922801NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
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Detailed Report
7068632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068632 NON-EXPEDITED N US-
BAYER-200925296NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7068633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068633 NON-EXPEDITED Y US-
BAYER-200915691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
112 DAY BAYER

7068634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068634 NON-EXPEDITED N US-
BAYER-200915695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
97 DAY BAYER

7068635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068635 NON-EXPEDITED Y US-
BAYER-200925282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7068636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068636 NON-EXPEDITED N US-
BAYER-200916934NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 166 DAY BAYER
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Detailed Report
7068637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068637 NON-EXPEDITED Y US-
BAYER-200915662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7068638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068638 NON-EXPEDITED Y US-
BAYER-200925180NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 DAY BAYER
Medical device complication  

7068642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068642 NON-EXPEDITED Y US-
BAYER-200925177NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 167 DAY BAYER

7068643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068643 NON-EXPEDITED N US-
BAYER-200925399NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

ACAI BERRY C  

Page: 2,664 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7068645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068645 NON-EXPEDITED N US-
BAYER-200925400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
2 YR BAYER

AMENORRHOEA  

7068646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068646 NON-EXPEDITED Y US-
BAYER-200915630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 649 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7068647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068647 NON-EXPEDITED N US-
BAYER-200915627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER

7068648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068648 NON-EXPEDITED Y US-
BAYER-200915687NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
54 DAY BAYER
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Detailed Report
7068651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068651 NON-EXPEDITED N US-
BAYER-200925215NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE METRONIDAZOLE C ORAL  
VAGINAL ODOUR  

7068652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068652 NON-EXPEDITED N US-
BAYER-200925413NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7068656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068656 NON-EXPEDITED N US-
BAYER-200917762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7068657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068657 NON-EXPEDITED Y US-
BAYER-200915607NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7068658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068658 NON-EXPEDITED N US-
BAYER-200925267NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 84 DAY BAYER
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Detailed Report
7068659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068659 NON-EXPEDITED Y US-
BAYER-200925336NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7068660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068660 NON-EXPEDITED N US-
BAYER-200925406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7068661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068661 NON-EXPEDITED N US-
BAYER-200925405NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7068663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068663 NON-EXPEDITED N US-
BAYER-200925589NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7068664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068664 NON-EXPEDITED N US-
BAYER-200925421NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7068665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068665 NON-EXPEDITED N US-
BAYER-200925428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7068668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068668 NON-EXPEDITED Y US-
BAYER-200925478NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7068671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068671 NON-EXPEDITED N US-
BAYER-200925468NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER

7068672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068672 NON-EXPEDITED N US-
BAYER-200925402NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS 27 DAY BAYER

7068673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068673 NON-EXPEDITED N US-
BAYER-200925418NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7068675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7068675 NON-EXPEDITED Y US-
BAYER-200925416NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7069432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7069432 EXPEDITED (15-DAY) Y HO PHHY2009FR30942 21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS TEGRETOL S 1 DF, BID  
MOBILITY DECREASED TRIPHASIL-21 S UNK  

ZYPREXA S UNK  

7076917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7076917 EXPEDITED (15-DAY) Y OT TPH-00202 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE TRIPHASIL-21 S ORAL ORAL  
INCORRECT DOSE ADMINISTERED  
INTENTIONAL DRUG MISUSE  

7077018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7077018 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S 3 WEEK BAYER
MEDICAL DEVICE COMPLICATION  
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7077065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7077065 DIRECT N HO,LT,RI 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACTIVITIES OF DAILY LIVING IMPAIRED  
FATIGUE  
HYPERHIDROSIS  
OVARIAN CYST  
SYNCOPE  
URINARY TRACT INFECTION  
UTERINE ABSCESS  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

7077833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2009 7077833 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
AFFECT LABILITY  
ALOPECIA  
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Detailed Report
6744396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6744396 NON-EXPEDITED N US-
BAYER-200830090NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

FUNGAL INFECTION  
MENORRHAGIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6797756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6797756 NON-EXPEDITED N HO,OT US-
BAYER-200835910NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
Device dislocation  
Medical device complication  

6812301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6812301 NON-EXPEDITED Y US-
BAYER-200836093NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS  BAYER
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6925429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6925429 EXPEDITED (15-DAY) Y OT US-
BAYER-200914010NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACOUSTIC NEUROMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE VITAMINS C  
DIZZINESS  
VISUAL IMPAIRMENT  

6952505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6952505 NON-EXPEDITED N US-
BAYER-200913612NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
HEADACHE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  
OVARIAN CYST  
PELVIC PAIN  
UNEVALUABLE EVENT  

6969350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6969350 NON-EXPEDITED N US-
BAYER-200917363NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT NORGESTIMATE C ORAL  
PROCEDURAL PAIN  
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Detailed Report
6977076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 6977076 NON-EXPEDITED N US-
BAYER-200916795NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7000450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7000450 NON-EXPEDITED N US-
BAYER-200920682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7010815 EXPEDITED (15-DAY) N HO,DS,OT SE-
BAYER-200921936GPV

38 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE  BAYER
COGNITIVE DISORDER  
DISTURBANCE IN ATTENTION  
DIZZINESS  
HEMIPARESIS  
MEMORY IMPAIRMENT  

7032019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7032019 NON-EXPEDITED Y OT US-
BAYER-200924110NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
7048209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7048209 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200925766NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7057264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7057264 NON-EXPEDITED Y US-
BAYER-200926890NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE As used: 20 µG  BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7059419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7059419 NON-EXPEDITED Y OT US-
BAYER-200927111NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 176 DAY BAYER
MALAISE  
MUSCULOSKELETAL CHEST PAIN  
MUSCULOSKELETAL PAIN  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
7067378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7067378 NON-EXPEDITED N HO,OT US-
BAYER-200928183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

7069930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7069930 EXPEDITED (15-DAY) Y OT DE-
BAYER-200926805GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PAIN  

7069938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7069938 NON-EXPEDITED N OT US-
BAYER-200928532NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

7070076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070076 NON-EXPEDITED Y US-
BAYER-200915806NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
280 DAY BAYER
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Detailed Report
7070078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070078 NON-EXPEDITED N US-
BAYER-200915798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
31 DAY BAYER

7070079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070079 NON-EXPEDITED Y US-
BAYER-200915784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070080 NON-EXPEDITED N US-
BAYER-200924890NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7070081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070081 NON-EXPEDITED N US-
BAYER-200923869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
Vulvovaginal swelling  

7070083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070083 NON-EXPEDITED N US-
BAYER-200925338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7070087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070087 NON-EXPEDITED N US-
BAYER-200921335NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 38 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070088 NON-EXPEDITED N US-
BAYER-200922941NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CERVIX DISORDER  
COITAL BLEEDING  

7070090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070090 NON-EXPEDITED N US-
BAYER-200923320NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 2 YR BAYER
MENORRHAGIA  

7070092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070092 NON-EXPEDITED N US-
BAYER-200925235NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSMENORRHOEA  
HEADACHE  
NAUSEA  
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Detailed Report
7070093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070093 NON-EXPEDITED N US-
BAYER-200923141NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 758 DAY BAYER
FATIGUE  
VAGINAL HAEMORRHAGE  

7070094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070094 NON-EXPEDITED Y US-
BAYER-200916031NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070095 NON-EXPEDITED N US-
BAYER-200925342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER

7070096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070096 NON-EXPEDITED N US-
BAYER-200915910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
16 DAY BAYER
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Detailed Report
7070097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070097 NON-EXPEDITED N US-
BAYER-200921372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

7070098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070098 NON-EXPEDITED N US-
BAYER-200925465NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 47 DAY BAYER

7070100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070100 NON-EXPEDITED N US-
BAYER-200925558NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  

7070101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070101 NON-EXPEDITED Y US-
BAYER-200925463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7070102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070102 NON-EXPEDITED N US-
BAYER-200925563NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7070104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070104 NON-EXPEDITED Y US-
BAYER-200925273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7070106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070106 NON-EXPEDITED N US-
BAYER-200923357NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070108 NON-EXPEDITED N US-
BAYER-200925490NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 2 YR BAYER

7070109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070109 NON-EXPEDITED N US-
BAYER-200925513NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070110 NON-EXPEDITED N US-
BAYER-200925530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,680 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7070114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070114 NON-EXPEDITED N US-
BAYER-200925494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 329 DAY BAYER

7070116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070116 NON-EXPEDITED N US-
BAYER-200925519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070117 NON-EXPEDITED Y US-
BAYER-200925511NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 86 DAY BAYER

7070119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070119 NON-EXPEDITED N US-
BAYER-200925475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070120 NON-EXPEDITED N US-
BAYER-200925483NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
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Detailed Report
7070121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070121 NON-EXPEDITED N US-
BAYER-200925514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7070122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070122 NON-EXPEDITED N US-
BAYER-200925523NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7070123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070123 NON-EXPEDITED N US-
BAYER-200925536NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7070124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070124 NON-EXPEDITED Y US-
BAYER-200925515NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE 64 DAY BAYER

7070125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070125 NON-EXPEDITED N US-
BAYER-200925512NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
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Detailed Report
7070127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070127 NON-EXPEDITED N US-
BAYER-200925532NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALOPECIA  

7070130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070130 NON-EXPEDITED N US-
BAYER-200925839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

POLYP  

7070132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070132 NON-EXPEDITED N US-
BAYER-200926261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 121 DAY BAYER

7070133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070133 NON-EXPEDITED Y US-
BAYER-200926281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER
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Detailed Report
7070135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070135 NON-EXPEDITED Y US-
BAYER-200925584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

OVARIAN CYST  

7070516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070516 NON-EXPEDITED N US-
BAYER-200925578NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 57 DAY BAYER

7070518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070518 NON-EXPEDITED Y US-
BAYER-200925573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7070519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070519 NON-EXPEDITED N US-
BAYER-200928446NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7070520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2009 7070520 NON-EXPEDITED N US-
BAYER-200928462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER

Page: 2,684 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6802442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 6802442 NON-EXPEDITED Y US-
BAYER-200837099NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6989797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 6989797 NON-EXPEDITED Y US-
BAYER-200920049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7071556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071556 NON-EXPEDITED N OT US-
BAYER-200928552NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7071557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071557 NON-EXPEDITED N OT US-
BAYER-200928460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7071558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071558 NON-EXPEDITED N LT,OT US-
BAYER-200928659NA

< 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ADVERSE EVENT  
APGAR SCORE LOW  
SMALL FOR DATES BABY  

7071560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071560 NON-EXPEDITED Y OT US-
BAYER-200928555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7071589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071589 NON-EXPEDITED N US-
BAYER-200925019NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7071590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071590 NON-EXPEDITED Y US-
BAYER-200921209NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7071591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071591 NON-EXPEDITED N US-
BAYER-200925018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE COTNINUOUS  BAYER
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Detailed Report
7071592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071592 NON-EXPEDITED Y US-
BAYER-200921342NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7071594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071594 NON-EXPEDITED N US-
BAYER-200921206NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7071595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071595 NON-EXPEDITED Y US-
BAYER-200921205NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 473 DAY BAYER

7071597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071597 NON-EXPEDITED N US-
BAYER-200925394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S 3 WEEK BAYER
IRRITABILITY  

7071602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071602 NON-EXPEDITED N US-
BAYER-200921021NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7071604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071604 NON-EXPEDITED N US-
BAYER-200921318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 199 DAY BAYER

7071616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071616 NON-EXPEDITED N US-
BAYER-200925392NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7071617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071617 NON-EXPEDITED N US-
BAYER-200925300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE As used: 20 µG  BAYER
POST PROCEDURAL HAEMORRHAGE  

7071618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7071618 NON-EXPEDITED N US-
BAYER-200925398NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE CONTINUOUS 30 MTH BAYER
PRURITUS ALLEGRA C  
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Detailed Report
7079304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7079304 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S 1  
ARTHRALGIA MIRENA C  
BACK PAIN  
FATIGUE  
HEADACHE  
METRORRHAGIA  
NAUSEA  
PAIN  
PARAESTHESIA  
UTERINE PAIN  

7079325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7079325 DIRECT Y HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS SEASONALE S ORAL 0.03/0.15, EVERY DAY,

PO
5 MTH DURAMED

ARRHYTHMIA  
SYNCOPE  
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Detailed Report
7079782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7079782 DIRECT N DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
AGGRESSION  
ANXIETY  
CYST RUPTURE  
FIBROMYALGIA  
HAEMORRHAGE  
MOOD SWINGS  
PAIN  
SUPPRESSED LACTATION  
UTERINE CYST  

7079851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7079851 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S 10 MTH BAYER
BACK PAIN  
CRYING  
MOOD SWINGS  

7079871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2009 7079871 DIRECT N DE,HO,DS,LT,OT 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE TEGRETOL S ORAL 600 MG DAILY ORAL

047
 SANDOZ

MATERNAL EXPOSURE DURING PREGNANCY ALESSE 28 S ORAL 20 MG ESTROGEN
DAILY ORAL 047

 WYETH

ABORTION  
MEDICATION ERROR  
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Detailed Report
6783363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 6783363 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200834498NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS DAILY  BAYER
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
OLIGOHYDRAMNIOS  
PREMATURE RUPTURE OF MEMBRANES  
VAGINAL HAEMORRHAGE  

6983843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 6983843 NON-EXPEDITED N US-
BAYER-200917880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6994179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 6994179 NON-EXPEDITED N US-
BAYER-200919081NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7002884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7002884 NON-EXPEDITED N OT US-
BAYER-200921157NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  
INFERTILITY FEMALE  
Medical device complication  
MENORRHAGIA  
PREGNANCY  
VULVOVAGINAL MYCOTIC INFECTION  

7015918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7015918 NON-EXPEDITED N OT US-
BAYER-200922554NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  
Medical device complication  
PAIN  
VAGINAL HAEMORRHAGE  

7044048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7044048 NON-EXPEDITED Y HO US-
BAYER-200925295NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
Medical device complication  
PELVIC PAIN  
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Detailed Report
7056124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7056124 NON-EXPEDITED N OT US-
BAYER-200926678NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7072668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072668 NON-EXPEDITED Y OT US-
BAYER-200928804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 41 DAY BAYER
ABDOMINAL PAIN LOWER  

7072674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072674 NON-EXPEDITED N OT US-
BAYER-200928809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7072683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072683 NON-EXPEDITED N OT US-
BAYER-200928693NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7072845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072845 NON-EXPEDITED N US-
BAYER-200921110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7072846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072846 NON-EXPEDITED N US-
BAYER-200921019NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072847 NON-EXPEDITED N US-
BAYER-200916007NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072848 NON-EXPEDITED Y US-
BAYER-200921037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7072853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072853 NON-EXPEDITED Y US-
BAYER-200922924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072854 NON-EXPEDITED N US-
BAYER-200924545NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7072855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072855 NON-EXPEDITED N US-
BAYER-200921397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072856 NON-EXPEDITED Y US-
BAYER-200921218NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7072857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072857 NON-EXPEDITED Y US-
BAYER-200921325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072858 NON-EXPEDITED Y US-
BAYER-200928669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7072859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072859 NON-EXPEDITED N US-
BAYER-200922434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

7072860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072860 NON-EXPEDITED Y US-
BAYER-200921379NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7072864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072864 NON-EXPEDITED N US-
BAYER-200921376NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072865 NON-EXPEDITED Y US-
BAYER-200928773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7072866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072866 NON-EXPEDITED N US-
BAYER-200922318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7072868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072868 NON-EXPEDITED Y US-
BAYER-200921381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7072869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072869 NON-EXPEDITED N US-
BAYER-200922712NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7072871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072871 NON-EXPEDITED N US-
BAYER-200922703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072872 NON-EXPEDITED Y US-
BAYER-200921327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072873 NON-EXPEDITED N US-
BAYER-200921112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7072874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072874 NON-EXPEDITED Y US-
BAYER-200921300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7072875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072875 NON-EXPEDITED Y US-
BAYER-200921336NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7072876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072876 NON-EXPEDITED Y US-
BAYER-200922798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN  

7072877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2009 7072877 NON-EXPEDITED N US-
BAYER-200921148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

6991093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 6991093 NON-EXPEDITED Y US-
BAYER-200918112NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7010813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7010813 NON-EXPEDITED Y OT US-
BAYER-200922049NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073819 EXPEDITED (15-DAY) N OT BR-
BAYER-200919974LA

27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE LEVONORGESTREL S ORAL NO PILL-FREE

INTERVAL BETWEEN
PACKAGES

 BAYER

WEIGHT INCREASED DEPO-PROVERA C INTRAMUSCULAR  

7073835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073835 NON-EXPEDITED N OT US-
BAYER-200928831NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIARRHOEA  
HYPERHIDROSIS  
PRESYNCOPE  
PROCEDURAL PAIN  

7073866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073866 NON-EXPEDITED N US-
BAYER-200920708NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073867 NON-EXPEDITED Y US-
BAYER-200925580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 52 DAY BAYER

7073868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073868 NON-EXPEDITED Y US-
BAYER-200923983NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073869 NON-EXPEDITED N US-
BAYER-200921171NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073870 NON-EXPEDITED Y US-
BAYER-200924636NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7073871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073871 NON-EXPEDITED N US-
BAYER-200924891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073872 NON-EXPEDITED N US-
BAYER-200921137NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSPAREUNIA  

7073873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073873 NON-EXPEDITED Y US-
BAYER-200923984NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073874 NON-EXPEDITED N US-
BAYER-200922288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

7073876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073876 NON-EXPEDITED N US-
BAYER-200922205NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7073880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073880 NON-EXPEDITED N US-
BAYER-200920513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073881 NON-EXPEDITED N US-
BAYER-200922293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073882 NON-EXPEDITED N US-
BAYER-200925630NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
MENORRHAGIA  

7073885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073885 NON-EXPEDITED Y US-
BAYER-200921977NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
VAGINAL DISCHARGE  

7073886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073886 NON-EXPEDITED N US-
BAYER-200928800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073888 NON-EXPEDITED Y US-
BAYER-200925668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 152 DAY BAYER

7073889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073889 NON-EXPEDITED N US-
BAYER-200925711NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7073890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073890 NON-EXPEDITED N US-
BAYER-200925708NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7073891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073891 NON-EXPEDITED N US-
BAYER-200925715NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7073893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073893 NON-EXPEDITED Y US-
BAYER-200925583NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073894 NON-EXPEDITED N US-
BAYER-200925709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7073896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073896 NON-EXPEDITED Y US-
BAYER-200925680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 123 DAY BAYER

7073899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073899 NON-EXPEDITED N US-
BAYER-200925742NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073900 NON-EXPEDITED N US-
BAYER-200925672NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  

7073902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073902 NON-EXPEDITED N US-
BAYER-200925866NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 94 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073904 NON-EXPEDITED N US-
BAYER-200925849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER

7073905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073905 NON-EXPEDITED Y US-
BAYER-200925678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER

7073910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073910 NON-EXPEDITED N US-
BAYER-200925669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7073911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073911 NON-EXPEDITED N US-
BAYER-200925810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073912 NON-EXPEDITED Y US-
BAYER-200925682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 599 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7073913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073913 NON-EXPEDITED Y US-
BAYER-200925899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
MALAISE MIRENA S INTRAUTERINE 25 DAY BAYER
PAIN  

7073914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073914 NON-EXPEDITED N US-
BAYER-200925809NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 390 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
METRORRHAGIA  

7073915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2009 7073915 NON-EXPEDITED N US-
BAYER-200925651NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6705977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 6705977 NON-EXPEDITED N US-
BAYER-200813153NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
ACNE  
ANXIETY  
BLOOD PRESSURE INCREASED  
MENSTRUATION IRREGULAR  
MIGRAINE  
SKIN DISCOLOURATION  
SKIN DISORDER  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  

7048420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7048420 NON-EXPEDITED N US-
BAYER-200919971NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7075349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075349 NON-EXPEDITED N US-
BAYER-200925707NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION DELAYED TAPAZOLE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7075351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075351 NON-EXPEDITED N US-
BAYER-200925756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7075352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075352 NON-EXPEDITED N US-
BAYER-200925807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7075355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075355 NON-EXPEDITED N US-
BAYER-200917495NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7075356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075356 NON-EXPEDITED Y US-
BAYER-200917476NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
ABDOMINAL PAIN  

7075357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075357 NON-EXPEDITED N US-
BAYER-200925804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7075358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075358 NON-EXPEDITED N US-
BAYER-200921891NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS 252 DAY BAYER

7075359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075359 NON-EXPEDITED N US-
BAYER-200922580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7075360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075360 NON-EXPEDITED N US-
BAYER-200925718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7075361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075361 NON-EXPEDITED N US-
BAYER-200925768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7075363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075363 NON-EXPEDITED Y US-
BAYER-200917526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7075364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075364 NON-EXPEDITED N US-
BAYER-200925811NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
RASH  
VOMITING  

7075365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075365 NON-EXPEDITED Y US-
BAYER-200925761NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 90 DAY BAYER
Medical device complication  

7075366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075366 NON-EXPEDITED N US-
BAYER-200917657NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 297 DAY BAYER

7075370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075370 NON-EXPEDITED Y US-
BAYER-200926031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7075371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075371 NON-EXPEDITED N US-
BAYER-200925813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PRESYNCOPE MIRENA S INTRAUTERINE 24 DAY BAYER
DIZZINESS  
PALLOR  
VOMITING  

7075372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075372 NON-EXPEDITED N US-
BAYER-200925812NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VOMITING  

7075374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7075374 NON-EXPEDITED N US-
BAYER-200925921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7082819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7082819 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
ANXIETY  
DEPRESSION  
DIZZINESS  
HEART RATE IRREGULAR  
INCOHERENT  
INSOMNIA  
LOSS OF CONSCIOUSNESS  
PANIC ATTACK  
PYREXIA  
TINNITUS  
VISION BLURRED  

7083024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2009 7083024 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S MIRENA/ IUD  BAYER
COMPLICATION OF DEVICE INSERTION  
FATIGUE  
HAEMORRHAGE  
HEADACHE  
INSOMNIA  
MEDICAL DEVICE PAIN  
MOOD ALTERED  
MUSCLE SPASMS  
WEIGHT INCREASED  
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Detailed Report
6872588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 6872588 NON-EXPEDITED Y US-
BAYER-200840210NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 218 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
MENORRHAGIA  

6950931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 6950931 NON-EXPEDITED N US-
BAYER-200913422NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

6976069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 6976069 NON-EXPEDITED N US-
BAYER-200916438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7017247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7017247 NON-EXPEDITED N US-
BAYER-200919646NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 135 DAY BAYER
DEVICE BREAKAGE  
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Detailed Report
7045224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7045224 NON-EXPEDITED Y US-
BAYER-200922937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
ABDOMINAL PAIN LOWER  

7076597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076597 NON-EXPEDITED Y US-
BAYER-200914214NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076598 NON-EXPEDITED N US-
BAYER-200914141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076599 NON-EXPEDITED N US-
BAYER-200921583NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7076600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076600 NON-EXPEDITED Y US-
BAYER-200921709NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 94 DAY BAYER
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Detailed Report
7076601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076601 NON-EXPEDITED N US-
BAYER-200914429NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

7076602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076602 NON-EXPEDITED Y US-
BAYER-200921656NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 95 DAY BAYER

7076604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076604 NON-EXPEDITED N US-
BAYER-200913830NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 137 DAY BAYER

7076605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076605 NON-EXPEDITED Y US-
BAYER-200921652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076606 NON-EXPEDITED N US-
BAYER-200913797NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
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Detailed Report
7076607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076607 NON-EXPEDITED Y US-
BAYER-200921659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7076608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076608 NON-EXPEDITED N US-
BAYER-200921641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7076609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076609 NON-EXPEDITED N US-
BAYER-200921638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7076610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076610 NON-EXPEDITED N US-
BAYER-200925929NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  

7076611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076611 NON-EXPEDITED N US-
BAYER-200921565NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
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Detailed Report
7076612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076612 NON-EXPEDITED N US-
BAYER-200926099NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076614 NON-EXPEDITED N US-
BAYER-200925942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076615 NON-EXPEDITED N US-
BAYER-200926106NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7076617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076617 NON-EXPEDITED Y US-
BAYER-200921585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER

7076618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076618 NON-EXPEDITED Y US-
BAYER-200926036NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
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Detailed Report
7076620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076620 NON-EXPEDITED N US-
BAYER-200914364NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER

7076622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076622 NON-EXPEDITED N US-
BAYER-200925936NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7076623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076623 NON-EXPEDITED N US-
BAYER-200925937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7076624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076624 NON-EXPEDITED N US-
BAYER-200926105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076625 NON-EXPEDITED N US-
BAYER-200925949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7076627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076627 NON-EXPEDITED Y US-
BAYER-200926259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7076633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076633 NON-EXPEDITED N US-
BAYER-200926277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7076635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076635 NON-EXPEDITED N US-
BAYER-200926248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7076639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076639 NON-EXPEDITED N US-
BAYER-200926048NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS 168 DAY BAYER

7076640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076640 NON-EXPEDITED N US-
BAYER-200926246NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 11 MTH BAYER
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Detailed Report
7076641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076641 NON-EXPEDITED N US-
BAYER-200926104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  

7076643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076643 NON-EXPEDITED N US-
BAYER-200926398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

7076644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076644 NON-EXPEDITED N US-
BAYER-200926405NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7076645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076645 NON-EXPEDITED N US-
BAYER-200926403NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7076647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076647 NON-EXPEDITED Y US-
BAYER-200926377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINITIS  

7076648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076648 NON-EXPEDITED N US-
BAYER-200926374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7076649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076649 NON-EXPEDITED N US-
BAYER-200926297NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2 YR BAYER
AMENORRHOEA  
WEIGHT INCREASED  

7076650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076650 NON-EXPEDITED Y US-
BAYER-200926399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7076651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076651 NON-EXPEDITED N US-
BAYER-200926305NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

WELLBUTRIN C  

7076654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076654 NON-EXPEDITED N US-
BAYER-200926407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER

7076655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076655 NON-EXPEDITED Y US-
BAYER-200926379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076657 NON-EXPEDITED N US-
BAYER-200926437NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN LESION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076658 NON-EXPEDITED N US-
BAYER-200926282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7076659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076659 NON-EXPEDITED Y US-
BAYER-200926406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7076666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076666 NON-EXPEDITED N US-
BAYER-200926457NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

7076667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076667 NON-EXPEDITED Y US-
BAYER-200926660NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7076672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076672 NON-EXPEDITED N US-
BAYER-200926649NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076673 NON-EXPEDITED N US-
BAYER-200926400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7076674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076674 NON-EXPEDITED N US-
BAYER-200926402NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINOUS 1 MTH BAYER

MIRENA S INTRAUTERINE CONTINOUS  BAYER

7076676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076676 NON-EXPEDITED Y US-
BAYER-200926765NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
246 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

7076677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076677 NON-EXPEDITED N US-
BAYER-200926511NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7076678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076678 NON-EXPEDITED N US-
BAYER-200926451NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7076679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076679 NON-EXPEDITED N US-
BAYER-200926623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 134 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076680 NON-EXPEDITED Y US-
BAYER-200926621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7076683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076683 NON-EXPEDITED Y US-
BAYER-200928391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076684 NON-EXPEDITED N US-
BAYER-200926676NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7076688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076688 NON-EXPEDITED Y US-
BAYER-200926679NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 262 DAY BAYER
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Detailed Report
7076689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076689 NON-EXPEDITED N US-
BAYER-200926528NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076690 NON-EXPEDITED N US-
BAYER-200926470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER

7076691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076691 NON-EXPEDITED Y US-
BAYER-200926670NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7076693 NON-EXPEDITED N US-
BAYER-200926646NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
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Detailed Report
7082479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2009 7082479 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
HAEMORRHAGE  
MUSCLE SPASMS  
NAUSEA  
OVARIAN CYST  
PELVIC PAIN  
SMEAR CERVIX ABNORMAL  

7002001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7002001 EXPEDITED (15-DAY) Y OT US-
BAYER-200921418NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUD 7 DAY BAYER
ABDOMINAL PAIN LOWER NEXIUM C  
PELVIC PAIN CYMBALTA C  
PROCEDURAL PAIN TRAMADOL C  
Medical device complication XANAX C  
OVARIAN CYST VALTREX C  
BLADDER DISORDER NEURONTIN C  
BLADDER NECK OBSTRUCTION FLUTICASONE C  
DYSURIA  
MICTURITION DISORDER  
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Detailed Report
7015924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7015924 NON-EXPEDITED N OT US-
BAYER-200922427NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
45 DAY BAYER

7045149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7045149 NON-EXPEDITED Y OT US-
BAYER-200925265NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 63 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7054813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7054813 NON-EXPEDITED N OT US-
BAYER-200926603NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER
ABDOMINAL PAIN LOWER  

7057270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7057270 EXPEDITED (15-DAY) N OT DE-
BAYER-200925565GPV

40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER RECURRENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7076905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7076905 EXPEDITED (15-DAY) Y HO,OT TPH-00205 28 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERLIPIDAEMIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

PANCREATITIS ACUTE  

7077925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7077925 EXPEDITED (15-DAY) N OT US-
BAYER-200928974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC MASS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7077928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7077928 NON-EXPEDITED N OT US-
BAYER-200928546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7077930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7077930 NON-EXPEDITED N US-
BAYER-200925620NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
FLATULENCE  
PARAESTHESIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7078378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7078378 EXPEDITED (15-DAY) Y HO US-TEVA-035330 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS PLAN B S ORAL UNK Tablet, UNK  DURAMED
CONDITION AGGRAVATED FLUOXETINE C ORAL 20 mg, qd  
ABDOMINAL PAIN UPPER  
BACK PAIN  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7078379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7078379 EXPEDITED (15-DAY) Y OT US-TEVA-033756 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
Maternal exposure during pregnancy  
PELVIC PAIN  
UNINTENDED PREGNANCY  
UTERINE HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7085870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2009 7085870 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE INTRA-UTERINE  
ABDOMINAL DISTENSION  
BACK PAIN  
DYSPAREUNIA  
HEADACHE  
LOSS OF LIBIDO  
PREGNANCY  
VISION BLURRED  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7030203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7030203 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200923913NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL VENOUS SINUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PULMONARY EMBOLISM PEPCID C  
DEEP VEIN THROMBOSIS DURAGESIC C TRANSDERMAL  
DEHYDRATION LEVAQUIN C  
MASTOIDITIS ADIPEX-P C  
BACK PAIN  
DRUG ABUSE  
DYSPNOEA  
EAR PAIN  
HEADACHE  
NAUSEA  
PLEURITIC PAIN  
URINARY TRACT INFECTION  
VOMITING  
WEIGHT DECREASED  

7065051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7065051 EXPEDITED (15-DAY) N CA BE-
BAYER-200926284GPV

36 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINA BIFIDA MIRENA S TRANSPLACENTAL  BAYER
HYDRONEPHROSIS FOLIC ACID C  

7079101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079101 NON-EXPEDITED Y OT US-
BAYER-200929078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7079103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079103 NON-EXPEDITED N OT US-
BAYER-200929012NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUUOUS  BAYER
Medical device complication ORAL CONTRACEPTIVE NOS C  
COMPLICATION OF DEVICE REMOVAL  

7079126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079126 NON-EXPEDITED N US-
BAYER-200926516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HAEMORRHAGE  

7079128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079128 NON-EXPEDITED N US-
BAYER-200917799NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7079130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079130 NON-EXPEDITED Y US-
BAYER-200916937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
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Detailed Report
7079131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079131 NON-EXPEDITED N US-
BAYER-200925752NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCLE SPASMS  
POST PROCEDURAL HAEMORRHAGE  

7079576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7079576 EXPEDITED (15-DAY) N OT US-TEVA-200446USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DIZZINESS  
DRUG INEFFECTIVE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7085854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7085854 EXPEDITED (15-DAY) Y HO 1000007984 30 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL PRESSURE INCREASED ESCITALOPRAM OXALATE S 0.3333 DOSAGE

FORMS (1 DOSAGE
FORMS,1 IN 3 D)

 

VITREOUS FLOATERS ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL  

VISUAL ACUITY REDUCED PRAZEPAM S (AS REQUIRED)  
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Detailed Report
7086064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7086064 DIRECT N HO,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
ABDOMINAL PAIN  
BREAST DISCHARGE  
BREAST PAIN  
BREAST TENDERNESS  
DRUG INEFFECTIVE  
FATIGUE  
HAEMORRHAGE  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  
NAUSEA  
NO THERAPEUTIC RESPONSE  
PAIN  
POSTPARTUM DEPRESSION  
VOMITING  
VULVOVAGINAL MYCOTIC INFECTION  
WAIST CIRCUMFERENCE INCREASED  
WEIGHT INCREASED  
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Detailed Report
7086309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7086309 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S 11 MONTHS, STILL

USING
 

ACNE CYSTIC  
AFFECTIVE DISORDER  
ALOPECIA  
BACTERIAL INFECTION  
DYSPAREUNIA  
LIBIDO DECREASED  
MEMORY IMPAIRMENT  
MUSCLE SPASMS  

7086511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2009 7086511 EXPEDITED (15-DAY) OT TPH-00094 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 6 YR

ABDOMINAL PAIN  
ABNORMAL WITHDRAWAL BLEEDING  
CAESAREAN SECTION  
HAEMORRHAGE IN PREGNANCY  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

INTRAPARTUM HAEMORRHAGE  
UTERINE CONTRACTIONS DURING
PREGNANCY
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Detailed Report
7044037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7044037 NON-EXPEDITED N US-
BAYER-200920639NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7046993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7046993 NON-EXPEDITED N US-
BAYER-200923246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
VAGINAL HAEMORRHAGE  

7080469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080469 NON-EXPEDITED Y US-
BAYER-200922585NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

Device expulsion  

7080470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080470 NON-EXPEDITED Y US-
BAYER-200921446NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7080475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080475 NON-EXPEDITED N US-
BAYER-200922242NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7080480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080480 NON-EXPEDITED N US-
BAYER-200920561NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

METRORRHAGIA  

7080481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080481 NON-EXPEDITED Y US-
BAYER-200921537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 850 DAY BAYER

7080486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080486 NON-EXPEDITED N US-
BAYER-200921962NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 334 DAY BAYER
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Detailed Report
7080489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080489 NON-EXPEDITED Y US-
BAYER-200926629NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7080490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080490 NON-EXPEDITED Y US-
BAYER-200926616NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 152 DAY BAYER

7080492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080492 NON-EXPEDITED N US-
BAYER-200920547NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEPRESSION SIMVASTATIN C 6 WEEK

7080493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080493 NON-EXPEDITED N US-
BAYER-200926653NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7080494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080494 NON-EXPEDITED N US-
BAYER-200920724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7080495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080495 NON-EXPEDITED N US-
BAYER-200926669NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER TYLENOL C  

7080496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080496 NON-EXPEDITED N US-
BAYER-200926762NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7080497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080497 NON-EXPEDITED N US-
BAYER-200926619NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7080498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080498 NON-EXPEDITED N US-
BAYER-200926767NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
709 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7080499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080499 NON-EXPEDITED N US-
BAYER-200926655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  

7080500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080500 NON-EXPEDITED Y US-
BAYER-200926627NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7080501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080501 NON-EXPEDITED N US-
BAYER-200926456NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

EFFEXOR C  

7080502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080502 NON-EXPEDITED N US-
BAYER-200926615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER
MENORRHAGIA  
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Detailed Report
7080503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080503 NON-EXPEDITED N US-
BAYER-200926396NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG  BAYER
OVARIAN CYST  

7080504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080504 NON-EXPEDITED N US-
BAYER-200926781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7080505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080505 NON-EXPEDITED N US-
BAYER-200926774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 101 DAY BAYER

7080506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080506 NON-EXPEDITED N US-
BAYER-200926495NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HAIR TEXTURE ABNORMAL  
MENSTRUATION DELAYED  
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Detailed Report
7080508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080508 NON-EXPEDITED N US-
BAYER-200926768NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7080511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080511 NON-EXPEDITED Y US-
BAYER-200926770NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7080513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080513 NON-EXPEDITED Y US-
BAYER-200926667NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7080516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7080516 NON-EXPEDITED N OT US-
BAYER-200929100NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7087070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7087070 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
7087147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7087147 DIRECT N LT,OT,RI 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE DAILY,

CONTINUOUSLY
THROUGH UTERUS
(HORMONAL IUD)

 BAYER

BLOOD PRESSURE INCREASED  
CHILLS  
DIZZINESS  
FATIGUE  
HYPERHIDROSIS  
HYPERTENSION  
NAUSEA  
PALPITATIONS  

7087406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 7087406 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1 5 YEARS INTRA-

UTERINE
 BAYER

DEVICE EXPULSION  

6986662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 6986662 NON-EXPEDITED N US-
BAYER-200917588NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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Detailed Report
6988721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 6988721 NON-EXPEDITED N HO,OT US-
BAYER-200919757NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
COMPLICATION OF DEVICE REMOVAL  

7013584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7013584 NON-EXPEDITED Y OT US-
BAYER-200922140NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
PAIN ASCORBIC ACID\BIOTIN\RETINOL

\TOCOPHEROL
C  

INTRA-ABDOMINAL HAEMORRHAGE FOLIC ACID C  
GENITAL HAEMORRHAGE  

7036832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7036832 EXPEDITED (15-DAY) N OT CA-
BAYER-200924596NA

24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

7052001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7052001 NON-EXPEDITED Y HO,OT US-
BAYER-200925814NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
Device expulsion  
PROCEDURAL PAIN  

Page: 2,746 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7081786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081786 EXPEDITED (15-DAY) Y OT CA-
BAYER-200929178NA

28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BURNING SENSATION  
MENORRHAGIA  
PYREXIA  

7081853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081853 NON-EXPEDITED N US-
BAYER-200921538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081855 NON-EXPEDITED N US-
BAYER-200920770NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  
VAGINAL HAEMORRHAGE  

7081859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081859 NON-EXPEDITED N US-
BAYER-200920710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
NO ADVERSE EVENT  
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Detailed Report
7081861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081861 NON-EXPEDITED Y US-
BAYER-200921623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081864 NON-EXPEDITED N US-
BAYER-200921544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7081865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081865 NON-EXPEDITED N US-
BAYER-200920861NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081867 NON-EXPEDITED Y US-
BAYER-200921542NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081868 NON-EXPEDITED N US-
BAYER-200920777NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7081869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081869 NON-EXPEDITED N US-
BAYER-200920616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ANAEMIA  
ANGER  
DEPRESSED MOOD  
DYSPAREUNIA  
INFECTION  
MIGRAINE  
NAUSEA  
RASH PRURITIC  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

7081870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081870 NON-EXPEDITED N US-
BAYER-200920956NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SKIN DISORDER  
VULVOVAGINAL DISCOMFORT  

7081873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081873 NON-EXPEDITED Y US-
BAYER-200926834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
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Detailed Report
7081874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081874 NON-EXPEDITED N US-
BAYER-200920878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER

7081876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081876 NON-EXPEDITED N US-
BAYER-200927041NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 106 DAY BAYER

7081877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081877 NON-EXPEDITED Y US-
BAYER-200927117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7081878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081878 NON-EXPEDITED N US-
BAYER-200921705NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081879 NON-EXPEDITED N US-
BAYER-200926509NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,750 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7081880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081880 NON-EXPEDITED N US-
BAYER-200927042NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7081887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081887 NON-EXPEDITED N US-
BAYER-200926760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

7081888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081888 NON-EXPEDITED N US-
BAYER-200926761NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081890 NON-EXPEDITED N US-
BAYER-200927050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7081891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081891 NON-EXPEDITED N US-
BAYER-200927105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7081892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081892 NON-EXPEDITED N US-
BAYER-200926776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7081893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081893 NON-EXPEDITED Y US-
BAYER-200926732NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 170 DAY BAYER

7081894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081894 NON-EXPEDITED Y US-
BAYER-200927287NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7081895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081895 NON-EXPEDITED N US-
BAYER-200927015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7081896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081896 NON-EXPEDITED N US-
BAYER-200927046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7081898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081898 NON-EXPEDITED N US-
BAYER-200927051NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7081899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081899 NON-EXPEDITED Y US-
BAYER-200921718NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081901 NON-EXPEDITED Y US-
BAYER-200927043NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081903 NON-EXPEDITED N US-
BAYER-200924421NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7081904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081904 NON-EXPEDITED N US-
BAYER-200927044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
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Detailed Report
7081905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081905 NON-EXPEDITED Y US-
BAYER-200927269NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7081906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081906 NON-EXPEDITED N US-
BAYER-200923886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7081911 NON-EXPEDITED N US-
BAYER-200927052NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER
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Detailed Report
7087904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7087904 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S  
ARTHRALGIA  
BACK PAIN  
FATIGUE  
HAIR GROWTH ABNORMAL  
HYPOAESTHESIA  
MASS  
NAUSEA  
NECK PAIN  
RHEUMATOID ARTHRITIS  
SENSATION OF HEAVINESS  
SYSTEMIC LUPUS ERYTHEMATOSUS  
WEIGHT INCREASED  

7091502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2009 7091502 DIRECT N HO,DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1 1 INTRA-UTERINE  
ABDOMINAL PAIN  
DEVICE EXPULSION  
UTERINE RUPTURE  
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Detailed Report
6815545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 6815545 EXPEDITED (15-DAY) Y OT US-
BAYER-200838146NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  
PRE-ECLAMPSIA  
PREMATURE LABOUR  

6950912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 6950912 NON-EXPEDITED N US-
BAYER-200913216NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA COLESTIPOL HYDROCHLORIDE C  
PAIN IN EXTREMITY PENTASA C Total daily dose: 750

MG
 

MUSCULOSKELETAL STIFFNESS CHLORDIAZEPOXIDE
HYDROCHLORIDE\CLIDINIUM
BROMIDE

C  

JOINT SWELLING ACIPHEX C  
OEDEMA PERIPHERAL NAMENDA C Total daily dose: 10 MG  
FATIGUE LAMICTAL C Total daily dose: 100

MG
 

ASTHENIA VALTREX C  
METRORRHAGIA CLARITIN C  
VAGINAL DISCHARGE NASONEX C  
AMENORRHOEA  
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Detailed Report
7002883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7002883 NON-EXPEDITED N HO,OT US-
BAYER-200921479NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 498 DAY BAYER

VAGINAL HAEMORRHAGE FELBATOL C  
ABDOMINAL PAIN LOWER KEPPRA C  
PERITONEAL HAEMORRHAGE COZAAR C  
OVARIAN CYST PLAQUENIL C  

FOLIC ACID C  

7035509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7035509 NON-EXPEDITED Y OT US-
BAYER-200924212NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 170 DAY BAYER
DYSPAREUNIA  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7046801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7046801 EXPEDITED (15-DAY) Y OT US-
BAYER-200925266NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7056123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7056123 NON-EXPEDITED N OT US-
BAYER-200926590NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 75 DAY BAYER
ABDOMINAL PAIN LOWER ZITHROMAX C  
FATIGUE PREDNISONE C  
RASH ASCORBIC ACID\BIOTIN\RETINOL

\TOCOPHEROL
C  

7056126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7056126 NON-EXPEDITED Y OT US-
BAYER-200926755NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7056132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7056132 NON-EXPEDITED Y OT US-
BAYER-200926290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7057252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7057252 NON-EXPEDITED Y OT US-
BAYER-200926888NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 43 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7082987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082987 NON-EXPEDITED Y OT US-
BAYER-200929541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S  BAYER

7082988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082988 NON-EXPEDITED N OT US-
BAYER-200929566NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7082989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082989 NON-EXPEDITED Y OT US-
BAYER-200929381NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7082992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082992 EXPEDITED (15-DAY) N HO US-
BAYER-200929382NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEHYDRATION MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER
CERVICITIS CYMBALTA C  
ABDOMINAL PAIN LOWER  
BACK PAIN  
HEADACHE  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
7082993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082993 NON-EXPEDITED N OT US-
BAYER-200929569NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7082995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7082995 EXPEDITED (15-DAY) N OT US-
BAYER-200929418NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7083079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083079 NON-EXPEDITED N US-
BAYER-200916674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1363 DAY BAYER

7083080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083080 NON-EXPEDITED Y US-
BAYER-200916803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
22 DAY BAYER

ABDOMINAL PAIN LOWER  

Page: 2,760 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7083081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083081 NON-EXPEDITED Y US-
BAYER-200916678NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083082 NON-EXPEDITED N US-
BAYER-200916682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 30 MTH BAYER

7083084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083084 NON-EXPEDITED N US-
BAYER-200921024NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FRUSTRATION  

7083085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083085 NON-EXPEDITED N US-
BAYER-200916670NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 108 DAY BAYER

7083086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083086 NON-EXPEDITED N US-
BAYER-200916509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
10 DAY BAYER
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Detailed Report
7083088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083088 NON-EXPEDITED N US-
BAYER-200916918NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 7 MTH BAYER
Medical device complication  

7083089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083089 NON-EXPEDITED N US-
BAYER-200916383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7083090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083090 NON-EXPEDITED N US-
BAYER-200921002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083092 NON-EXPEDITED N US-
BAYER-200921114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TOPICAL 2 MTH BAYER
HYPERHIDROSIS  

7083093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083093 NON-EXPEDITED Y US-
BAYER-200916512NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
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Detailed Report
7083094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083094 NON-EXPEDITED N US-
BAYER-200921156NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOWER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7083095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083095 NON-EXPEDITED Y US-
BAYER-200916919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 27 MTH BAYER
VAGINAL HAEMORRHAGE  

7083096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083096 NON-EXPEDITED N US-
BAYER-200921145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENERAL PHYSICAL HEALTH DETERIORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083097 NON-EXPEDITED N US-
BAYER-200921195NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS  
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Detailed Report
7083105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083105 NON-EXPEDITED N US-
BAYER-200921281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
CHILLS  
CONSTIPATION  
FLATULENCE  
MUSCULOSKELETAL PAIN  

7083108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083108 NON-EXPEDITED N US-
BAYER-200921180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7083113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083113 NON-EXPEDITED N US-
BAYER-200921175NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083116 NON-EXPEDITED N US-
BAYER-200921196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S ORAL CONTINUOUS 1 MTH BAYER
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7083120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083120 NON-EXPEDITED N US-
BAYER-200921190NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
POLYMENORRHOEA  

7083122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083122 NON-EXPEDITED N US-
BAYER-200921183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083129 NON-EXPEDITED N US-
BAYER-200921151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083131 NON-EXPEDITED N US-
BAYER-200921351NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7083133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083133 NON-EXPEDITED N US-
BAYER-200922263NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7083135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083135 NON-EXPEDITED N US-
BAYER-200921867NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 6 WEEK BAYER
ABDOMINAL PAIN YAZ S INTRAUTERINE 1 WEEK BAYER

7083136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083136 NON-EXPEDITED N US-
BAYER-200921516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7083137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083137 NON-EXPEDITED N US-
BAYER-200922310NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7083139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083139 NON-EXPEDITED N US-
BAYER-200924352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7083140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083140 NON-EXPEDITED N US-
BAYER-200921526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

GENITAL PAIN  
VULVOVAGINAL PRURITUS  

7083141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083141 NON-EXPEDITED N US-
BAYER-200921689NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

CHILLS CIPROFLOXACIN EXTENDED-
RELEASE

C  

ADVIL C  

7083143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083143 NON-EXPEDITED N US-
BAYER-200921592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083144 NON-EXPEDITED N US-
BAYER-200927048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083145 NON-EXPEDITED N US-
BAYER-200921726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 WEEK BAYER
ABDOMINAL PAIN LOWER  

7083146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083146 NON-EXPEDITED N US-
BAYER-200921591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ABDOMINAL PAIN LOWER  
DIZZINESS  
VAGINAL ODOUR  

7083147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083147 NON-EXPEDITED N US-
BAYER-200927018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
36 DAY BAYER

7083151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083151 NON-EXPEDITED N US-
BAYER-200927058NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083153 NON-EXPEDITED N US-
BAYER-200927219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083154 NON-EXPEDITED N US-
BAYER-200927110NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7083155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083155 NON-EXPEDITED N US-
BAYER-200927223NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7083156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083156 NON-EXPEDITED N US-
BAYER-200927169NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7083158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083158 NON-EXPEDITED Y US-
BAYER-200927064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083159 NON-EXPEDITED Y US-
BAYER-200927218NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083161 NON-EXPEDITED N US-
BAYER-200927085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7083162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083162 NON-EXPEDITED N US-
BAYER-200927079NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
VAGINAL HAEMORRHAGE  

7083163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083163 NON-EXPEDITED N US-
BAYER-200927163NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 316 DAY BAYER

7083164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083164 NON-EXPEDITED N US-
BAYER-200927225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
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Detailed Report
7083165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083165 NON-EXPEDITED N US-
BAYER-200927168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083166 NON-EXPEDITED Y US-
BAYER-200927057NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083167 NON-EXPEDITED N US-
BAYER-200927083NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083168 NON-EXPEDITED N US-
BAYER-200927180NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VITAMINS C  
FISH OIL C  
CALCIUM CARBONATE C  

7083170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083170 NON-EXPEDITED N US-
BAYER-200927114NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083171 NON-EXPEDITED N US-
BAYER-200927076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
WEIGHT INCREASED  

7083172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083172 NON-EXPEDITED Y US-
BAYER-200927226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083173 NON-EXPEDITED N US-
BAYER-200927427NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7083175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083175 NON-EXPEDITED Y US-
BAYER-200927217NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7083177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083177 NON-EXPEDITED N US-
BAYER-200927177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083178 NON-EXPEDITED N US-
BAYER-200927222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER

7083179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083179 NON-EXPEDITED Y US-
BAYER-200927108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 63 DAY BAYER

7083180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083180 NON-EXPEDITED N US-
BAYER-200927278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 MTH BAYER

7083181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083181 NON-EXPEDITED N US-
BAYER-200927340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083182 NON-EXPEDITED Y US-
BAYER-200927415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 116 DAY BAYER
VAGINAL HAEMORRHAGE  
VAGINISMUS  
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Detailed Report
7083184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083184 NON-EXPEDITED N US-
BAYER-200927310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7083789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7083789 EXPEDITED (15-DAY) Y HO,OT US-TEVA-205954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S  DURAMED

7090954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7090954 DIRECT N 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR MIRENA S  BAYER
FEELING HOT SYNTHROID C  
HYPERHIDROSIS  

7097512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2009 7097512 EXPEDITED (15-DAY) Y OT TPH-00211 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA NORDETTE S ORAL ORAL  
DYSMENORRHOEA NEVIRAPINE S UNKNOWN 400 MG  
ANAEMIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL NI  

DRUG INTERACTION COMBIVIR C  
ADENOMYOSIS MEFENAMIC ACID C  

TRANEXAMIC ACID
(TRANEXAMIC ACID)

C  
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Detailed Report
6923172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 6923172 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-200910513BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
Device dislocation  
Medical device complication  

6950938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 6950938 NON-EXPEDITED N US-
BAYER-200913429NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  

7000458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7000458 NON-EXPEDITED N OT US-
BAYER-200920937NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE ADIPEX-P C PARENTERAL  
BACK PAIN  
BREAST TENDERNESS  
Medical device complication  
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Detailed Report
7000463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7000463 NON-EXPEDITED N US-
BAYER-200920736NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7001987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7001987 NON-EXPEDITED N OT US-
BAYER-200920810NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
ANXIETY  
DEPRESSION  
WEIGHT INCREASED  

7001998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7001998 NON-EXPEDITED N OT US-
BAYER-200921319NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 MTH BAYER
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
Device expulsion  
VAGINAL HAEMORRHAGE  

7002010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7002010 NON-EXPEDITED N OT US-
BAYER-200920935NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
7006414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7006414 NON-EXPEDITED N US-
BAYER-200921660NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Medical device complication  

7010784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7010784 NON-EXPEDITED N OT US-
BAYER-200922010NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7010992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7010992 NON-EXPEDITED Y OT US-
BAYER-200920477NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 38 MTH BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE XANAX C  
WEIGHT INCREASED PROZAC C  
AFFECT LABILITY  
AMENORRHOEA  
Device expulsion  

7010994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7010994 NON-EXPEDITED N US-
BAYER-200921974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7011979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7011979 NON-EXPEDITED Y HO,OT US-
BAYER-200921857NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 359 DAY BAYER

UTERINE RUPTURE  

7032025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7032025 EXPEDITED (15-DAY) Y OT US-
BAYER-200923836NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER
Medical device complication  
Product shape issue  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
VULVOVAGINAL MYCOTIC INFECTION  
VULVOVAGINAL PAIN  
VULVOVAGINAL PRURITUS  

7059423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7059423 EXPEDITED (15-DAY) N OT DK-
BAYER-200925887GPV

37 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENIERE'S DISEASE MIRENA S INTRAUTERINE 102 DAY BAYER
OEDEMA PERIPHERAL BETAHISTINE HYDROCHLORIDE C  
PAROSMIA VASTEREL C  
LOSS OF LIBIDO  
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Detailed Report
7067368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7067368 NON-EXPEDITED Y US-
BAYER-200927584NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
PREGNANCY TEST POSITIVE  

7084204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084204 EXPEDITED (15-DAY) Y HO NO-
ASTRAZENECA-2009SE
07410

40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DELUSIONAL DISORDER, PERSECUTORY TYPE SEROQUEL S ORAL  
DRUG INTERACTION SYMBICORT C INHALATION 1 DF = 160/4.5 UG  

LIVOSTIN C OPHTHALMIC WHEN NEEDED  
DESLORATADINE C ORAL  
MAGNESIUM OXIDE C ORAL  
DIFLUCAN S 8 WEEK
LEVONORGESTREL S INTRAUTERINE  

7084221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084221 NON-EXPEDITED N US-
BAYER-200921627NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
42 DAY BAYER
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Detailed Report
7084223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084223 NON-EXPEDITED N US-
BAYER-200921752NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

7084224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084224 NON-EXPEDITED N US-
BAYER-200921744NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT MIRENA S INTRAUTERINE CONTINUOUS 7 YR BAYER
NO ADVERSE EVENT  

7084226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084226 NON-EXPEDITED N US-
BAYER-200921694NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

METRORRHAGIA  

7084229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084229 NON-EXPEDITED N US-
BAYER-200921581NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS 13 MTH BAYER
FIBROCYSTIC BREAST DISEASE  
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Detailed Report
7084235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084235 NON-EXPEDITED N US-
BAYER-200921540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7084245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084245 NON-EXPEDITED N US-
BAYER-200921898NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENOMETRORRHAGIA VITAMINS C  
ABDOMINAL PAIN LOWER  
Medical device complication  
METRORRHAGIA  

7084246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084246 NON-EXPEDITED N US-
BAYER-200921902NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL DISCOMFORT  

7084264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084264 NON-EXPEDITED N US-
BAYER-200923874NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7084266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7084266 NON-EXPEDITED N US-
BAYER-200922268NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7095136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2009 7095136 DIRECT N HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL MIRENA S INTRAUTERINE INTRA-UTERINE  
GRAND MAL CONVULSION  
JOINT DISLOCATION  
UPPER LIMB FRACTURE  

6987758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 6987758 NON-EXPEDITED N US-
BAYER-200918540NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ELECTROCARDIOGRAM ABNORMAL MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
HEART RATE INCREASED  
HYPERHIDROSIS  
NASOPHARYNGITIS  
PALPITATIONS  
UTERINE ENLARGEMENT  
UTERINE LEIOMYOMA  
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Detailed Report
7000457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7000457 NON-EXPEDITED N US-
BAYER-200920943NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 169 DAY BAYER
NAUSEA  

7085196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085196 NON-EXPEDITED N US-
BAYER-200922194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
METRORRHAGIA  

7085201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085201 NON-EXPEDITED N US-
BAYER-200922186NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE As used: 20 µG 7 MTH BAYER
AMENORRHOEA  
FATIGUE  
LIBIDO DECREASED  
METRORRHAGIA  
MOOD ALTERED  
POST PROCEDURAL HAEMORRHAGE  

Page: 2,783 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7085204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085204 NON-EXPEDITED N US-
BAYER-200922556NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHINITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
EAR INFECTION  
PHARYNGITIS  

7085227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085227 NON-EXPEDITED N OT US-
BAYER-200929782NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7085232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085232 EXPEDITED (15-DAY) N OT US-
BAYER-200929613NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHRONIC FATIGUE SYNDROME MIRENA S INTRAUTERINE  BAYER
MUSCLE FATIGUE BIOIDENTICAL ESTROGEN C  
CHEMICAL POISONING HYDROCORTISONE C  
TREMOR PROGESTERONE C  
ALOPECIA  
ANXIETY  
AUTOIMMUNE DISORDER  
DRY MOUTH  
DRY THROAT  
GASTROINTESTINAL CANDIDIASIS  
HOT FLUSH  
LYMPHADENOPATHY  
RENAL DISORDER  
TINNITUS  

Page: 2,784 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7085237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085237 NON-EXPEDITED Y OT US-
BAYER-200929696NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7085238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085238 NON-EXPEDITED N OT US-
BAYER-200929707NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

7085242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7085242 NON-EXPEDITED N OT US-
BAYER-200929807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7096424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7096424 DIRECT N OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANXIETY  
ARTHRALGIA  
CONSTIPATION  
HOT FLUSH  
WEIGHT INCREASED  

Page: 2,785 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7096487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2009 7096487 DIRECT N HO,DS,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS SEASONALE S ORAL 1 PILL 1 A DAY PO  
INSOMNIA COUMADIN C  
DRUG INEFFECTIVE  
GAIT DISTURBANCE  
PNEUMONIA  
PULMONARY EMBOLISM  
THROMBOSIS  

7007648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7007648 NON-EXPEDITED Y OT US-
BAYER-200921586NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7024426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7024426 NON-EXPEDITED N OT US-
BAYER-200922955NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7026590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7026590 NON-EXPEDITED N US-
BAYER-200921426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7039615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7039615 NON-EXPEDITED Y OT US-
BAYER-200924803NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication COUMADIN C  
ABDOMINAL PAIN LOWER  

7046961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7046961 NON-EXPEDITED N US-
BAYER-200923071NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7053573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7053573 NON-EXPEDITED Y OT US-
BAYER-200926243NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OVARIAN CYST  

7057279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7057279 NON-EXPEDITED N OT US-
BAYER-200927010NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
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Detailed Report
7065058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7065058 EXPEDITED (15-DAY) N OT DE-
BAYER-200926160GPV

33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE  BAYER
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE  BAYER

7065060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7065060 NON-EXPEDITED N HO,OT US-
BAYER-200925451NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 427 DAY BAYER
Medical device complication  

7086470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086470 NON-EXPEDITED N US-
BAYER-200922282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  

7086472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086472 NON-EXPEDITED N US-
BAYER-200922311NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7086484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086484 NON-EXPEDITED N US-
BAYER-200922280NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER TYLENOL C  

7086485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086485 NON-EXPEDITED Y US-
BAYER-200928601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7086486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086486 NON-EXPEDITED Y US-
BAYER-200927993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER

7086487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086487 NON-EXPEDITED Y US-
BAYER-200927413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7086489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086489 NON-EXPEDITED N US-
BAYER-200927512NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 417 DAY BAYER
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Detailed Report
7086490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086490 NON-EXPEDITED N US-
BAYER-200927466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7086491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086491 NON-EXPEDITED Y US-
BAYER-200927599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

7086492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086492 NON-EXPEDITED N US-
BAYER-200927519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7086493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086493 NON-EXPEDITED N US-
BAYER-200927508NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
LIBIDO DECREASED  

7086495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086495 NON-EXPEDITED N US-
BAYER-200927592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7086500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086500 NON-EXPEDITED Y US-
BAYER-200927612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 238 DAY BAYER

7086522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086522 NON-EXPEDITED Y HO,OT US-
BAYER-200929808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ENDOMETRITIS  
PYREXIA  

7086529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086529 NON-EXPEDITED N OT US-
BAYER-200929814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7086533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086533 NON-EXPEDITED Y OT US-
BAYER-200930061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
Medical device complication  
MIGRAINE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7086535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2009 7086535 EXPEDITED (15-DAY) Y DE CH-
BAYER-200928109GPV

53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 137 DAY BAYER
AORTIC DISSECTION UNSPECIFIED INGREDIENT S INTRAMUSCULAR  
CHEST PAIN ENGERIX-B S INTRAMUSCULAR  
BACK PAIN ATACAND C ORAL  
Thrombocytosis  

6916676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 6916676 NON-EXPEDITED N US-
BAYER-200913581NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PROCEDURAL PAIN  
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Detailed Report
6934942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 6934942 EXPEDITED (15-DAY) N OT US-
BAYER-200913060NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER FEMALE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN OMEPRAZOLE C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
DRY SKIN  
FATIGUE  
HAIR TEXTURE ABNORMAL  
HEADACHE  
HYPERTENSION  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
PAIN IN EXTREMITY  
VISION BLURRED  

6967026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 6967026 NON-EXPEDITED N US-
BAYER-200917212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7001818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7001818 NON-EXPEDITED N US-
BAYER-200921228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 160 DAY BAYER
Device expulsion  
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Detailed Report
7026555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7026555 NON-EXPEDITED Y OT US-
BAYER-200923433NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 17 MTH BAYER
PELVIC PAIN  

7027560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7027560 NON-EXPEDITED Y US-
BAYER-200923216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7029435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7029435 NON-EXPEDITED N US-
BAYER-200923682NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7029437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7029437 NON-EXPEDITED N US-
BAYER-200923486NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7029438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7029438 NON-EXPEDITED N US-
BAYER-200923668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MENSTRUAL DISORDER  

7029440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7029440 NON-EXPEDITED N US-
BAYER-200923660NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7030198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7030198 NON-EXPEDITED N OT US-
BAYER-200923576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7030200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7030200 NON-EXPEDITED N OT US-
BAYER-200923578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VOMITING IN PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
7033019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7033019 NON-EXPEDITED N OT US-
BAYER-200924047NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INCOMPLETE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SURGERY  

7038543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7038543 EXPEDITED (15-DAY) N OT US-
BAYER-200924391NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
CHORIOAMNIONITIS  
FUNISITIS  
MECONIUM STAIN  

7038544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7038544 NON-EXPEDITED Y US-
BAYER-200924207NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7048414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7048414 NON-EXPEDITED N US-
BAYER-200920917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7048451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7048451 NON-EXPEDITED N US-
BAYER-200925286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7052009 NON-EXPEDITED N HO US-
BAYER-200925802NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 738 DAY BAYER
OVARIAN CYST  
PELVIC PAIN  

7056125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7056125 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200926642NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN TORSION MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
Device expulsion  
OVARIAN CYST  

7066344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7066344 EXPEDITED (15-DAY) N OT FR-
BAYER-200926329GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 28 MTH BAYER
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 42 MTH BAYER
FIBROADENOMA OF BREAST  
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Detailed Report
7067295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7067295 NON-EXPEDITED Y OT US-
BAYER-200928297NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE As used: 20 µG 431 DAY BAYER
CHLAMYDIAL INFECTION  
GONORRHOEA  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  

7077923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7077923 EXPEDITED (15-DAY) N OT SE-
BAYER-200927055GPV

47 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE SECOND MIRENA

PRESCRIBED,
UNKNOWN IF
INSERTED OR NOT

 BAYER

Medical device complication MIRENA S INTRAUTERINE 5 MTH BAYER
CYMBALTA C ORAL  
ATARAX C ORAL  

7087339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087339 EXPEDITED (15-DAY) N OT BR-
BAYER-200920609LA

46 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE ATROPHY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER
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Detailed Report
7087342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087342 NON-EXPEDITED N OT US-
BAYER-200930019NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

7087345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087345 NON-EXPEDITED Y OT US-
BAYER-200929912NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 86 DAY BAYER

7087348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087348 EXPEDITED (15-DAY) N OT US-
BAYER-200929910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FIBROMYALGIA  
PREMATURE MENOPAUSE  
SLEEP APNOEA SYNDROME  
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Detailed Report
7087509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087509 NON-EXPEDITED N US-
BAYER-200922559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL 0.45/0.05MG/DAY

CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

3 MTH BAYER

APPLICATION SITE ERYTHEMA  
APPLICATION SITE PERSPIRATION  
APPLICATION SITE PRURITUS  
APPLICATION SITE URTICARIA  

7087514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087514 NON-EXPEDITED N US-
BAYER-200922519NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

HUMALOG C  
ANTI-HYPERTENSIVE MED C  

7087515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087515 NON-EXPEDITED N US-
BAYER-200922596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK DISORDER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7087517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087517 NON-EXPEDITED N US-
BAYER-200922323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS 61 DAY BAYER
ALOPECIA  
DEPRESSION  
DIZZINESS  
EYE IRRITATION  
FATIGUE  
HEADACHE  
MOOD SWINGS  
RESTLESSNESS  
VAGINAL HAEMORRHAGE  
VISION BLURRED  
WEIGHT INCREASED  

7087519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087519 NON-EXPEDITED N US-
BAYER-200922474NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER
ANXIETY  
DEPRESSION  
LIBIDO DECREASED  
NERVOUSNESS  
WEIGHT DECREASED  
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Detailed Report
7087522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087522 NON-EXPEDITED N US-
BAYER-200922640NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7087523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087523 NON-EXPEDITED N US-
BAYER-200922622NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS 54 MTH BAYER

7087524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087524 NON-EXPEDITED N US-
BAYER-200922696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL PAIN  

7087525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087525 NON-EXPEDITED N US-
BAYER-200922573NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMPHETAMINES POSITIVE MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7087526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087526 NON-EXPEDITED N US-
BAYER-200922167NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7087527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087527 NON-EXPEDITED N US-
BAYER-200922591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7087529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087529 NON-EXPEDITED N US-
BAYER-200922592NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LIBIDO DECREASED SYNTHROID C  
FATIGUE  

7087531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087531 NON-EXPEDITED N US-
BAYER-200922636NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  

7087537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087537 NON-EXPEDITED N US-
BAYER-200922812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7087538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087538 NON-EXPEDITED N US-
BAYER-200922745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALOPECIA  
MOOD SWINGS  
WEIGHT INCREASED  

7087539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087539 NON-EXPEDITED N US-
BAYER-200922889NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7087542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087542 NON-EXPEDITED N US-
BAYER-200922768NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

INCREASED APPETITE ADVIL C  
ABDOMINAL PAIN LOWER  
ACNE  
BREAST TENDERNESS  
TENSION HEADACHE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7087547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087547 NON-EXPEDITED N US-
BAYER-200923148NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

7087549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087549 NON-EXPEDITED N US-
BAYER-200922773NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

OFF LABEL USE  

7087550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087550 NON-EXPEDITED N US-
BAYER-200922737NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  

7087553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087553 NON-EXPEDITED N US-
BAYER-200927572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
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Detailed Report
7087554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087554 NON-EXPEDITED N US-
BAYER-200922615NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7087555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087555 NON-EXPEDITED N US-
BAYER-200927632NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7087556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087556 NON-EXPEDITED N US-
BAYER-200927607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7087558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087558 NON-EXPEDITED N US-
BAYER-200922626NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

7087559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087559 NON-EXPEDITED N US-
BAYER-200928001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 50 DAY BAYER
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Detailed Report
7087560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087560 NON-EXPEDITED N US-
BAYER-200927634NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER

7087561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087561 NON-EXPEDITED N US-
BAYER-200923282NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

7087562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087562 NON-EXPEDITED Y US-
BAYER-200927602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7087564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087564 NON-EXPEDITED Y US-
BAYER-200927598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7087566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087566 NON-EXPEDITED N US-
BAYER-200923840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7087574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087574 NON-EXPEDITED N US-
BAYER-200927573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7087576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087576 NON-EXPEDITED N US-
BAYER-200927780NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FATIGUE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7087577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087577 NON-EXPEDITED Y US-
BAYER-200927609NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7087578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087578 NON-EXPEDITED N US-
BAYER-200927640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7087582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087582 NON-EXPEDITED N US-
BAYER-200927594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7087583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087583 NON-EXPEDITED N US-
BAYER-200928941NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HERPES MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL RASH  
PAIN  
PELVIC PAIN  
PYREXIA  

7087584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087584 NON-EXPEDITED N US-
BAYER-200928161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7087678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2009 7087678 EXPEDITED (15-DAY) Y HO,OT NO-PFIZER
INC-2009252270

40 YR Unknown NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DELUSIONAL DISORDER, PERSECUTORY TYPE DIFLUCAN S ORAL UNK 56 DAY PFIZER

LIVOSTIN C OPHTHALMIC when needed  
DESLORATADINE C ORAL  
SYMBICORT C INHALATION  
MAGNESIUM OXIDE C ORAL  
SEROQUEL S ORAL  
LEVONORGESTREL S INTRAUTERINE  

7056135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7056135 NON-EXPEDITED N OT US-
BAYER-200926734NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 440 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
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Detailed Report
7091054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091054 EXPEDITED (15-DAY) N OT BR-
BAYER-200920669LA

26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ACNE  
BREAST ENLARGEMENT  
BREAST PAIN  
CRYING  
DYSPAREUNIA  
FATIGUE  
FLUID RETENTION  
FOOD CRAVING  
HAIR TEXTURE ABNORMAL  
HOMICIDAL IDEATION  
INGROWN HAIR  
IRRITABILITY  
LOSS OF LIBIDO  
MALAISE  
MENSTRUATION IRREGULAR  
NERVOUSNESS  
OEDEMA  
OEDEMA PERIPHERAL  
ONYCHOCLASIS  
PEAU D'ORANGE  
SWELLING FACE  
VAGINAL DISCHARGE  
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Detailed Report
7091154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091154 NON-EXPEDITED N US-
BAYER-200923259NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091158 NON-EXPEDITED N US-
BAYER-200923534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH EXTRACTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091159 NON-EXPEDITED N US-
BAYER-200923278NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HAEMORRHOIDS  

7091160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091160 NON-EXPEDITED N US-
BAYER-200923586NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DECREASED INTEREST  
HEADACHE  
LIBIDO DECREASED  
MOOD ALTERED  
NO ADVERSE EVENT  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7091164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091164 NON-EXPEDITED N US-
BAYER-200923851NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL DISCHARGE  

7091169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091169 NON-EXPEDITED N US-
BAYER-200923397NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7091172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091172 NON-EXPEDITED N US-
BAYER-200927809NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN HYPERPIGMENTATION MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091173 NON-EXPEDITED N US-
BAYER-200923391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7091174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091174 NON-EXPEDITED N US-
BAYER-200923393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
PELVIC PAIN  

7091175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091175 NON-EXPEDITED N US-
BAYER-200923708NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7091176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091176 NON-EXPEDITED N US-
BAYER-200923864NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
Medical device complication  
NAUSEA  
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Detailed Report
7091177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091177 NON-EXPEDITED N US-
BAYER-200924704NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

Device expulsion  

7091178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091178 NON-EXPEDITED N US-
BAYER-200923538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

METRORRHAGIA  
WEIGHT LOSS POOR  

7091179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091179 NON-EXPEDITED N US-
BAYER-200923972NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BACK PAIN  

7091180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091180 NON-EXPEDITED Y US-
BAYER-200927771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7091182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091182 NON-EXPEDITED N US-
BAYER-200927949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091183 NON-EXPEDITED Y US-
BAYER-200927878NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 189 DAY BAYER

7091184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091184 NON-EXPEDITED Y US-
BAYER-200927811NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA CONTINUOUS 8 DAY BAYER

7091186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091186 NON-EXPEDITED N US-
BAYER-200923866NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091187 NON-EXPEDITED N US-
BAYER-200923862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PARAESTHESIA  
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Detailed Report
7091188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091188 NON-EXPEDITED N US-
BAYER-200927800NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7091191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091191 NON-EXPEDITED N US-
BAYER-200927875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091192 NON-EXPEDITED Y US-
BAYER-200927803NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
91 DAY BAYER

7091194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091194 NON-EXPEDITED Y US-
BAYER-200927897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER
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Detailed Report
7091195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091195 NON-EXPEDITED Y US-
BAYER-200927776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7091197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091197 NON-EXPEDITED N US-
BAYER-200927786NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  

7091199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091199 NON-EXPEDITED N US-
BAYER-200928405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7091206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091206 NON-EXPEDITED N US-
BAYER-200928388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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Detailed Report
7091207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091207 NON-EXPEDITED N US-
BAYER-200927950NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091208 NON-EXPEDITED N US-
BAYER-200928165NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 222 DAY BAYER

7091209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091209 NON-EXPEDITED N US-
BAYER-200927959NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

7091210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091210 NON-EXPEDITED Y US-
BAYER-200928155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 74 DAY BAYER

7091212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091212 NON-EXPEDITED Y US-
BAYER-200928103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7091213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091213 NON-EXPEDITED Y US-
BAYER-200928097NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7091214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091214 NON-EXPEDITED N US-
BAYER-200928175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
PAIN  
SUPPRESSED LACTATION  

7091215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091215 NON-EXPEDITED Y US-
BAYER-200928151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER

7091222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091222 NON-EXPEDITED N US-
BAYER-200928010NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7091223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091223 NON-EXPEDITED N US-
BAYER-200929109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

Page: 2,820 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7091224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091224 NON-EXPEDITED N US-
BAYER-200928007NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 141 DAY BAYER

7091225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091225 NON-EXPEDITED N US-
BAYER-200927960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091226 NON-EXPEDITED Y US-
BAYER-200928100NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
MULTI-VITAMIN C  

7091227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091227 NON-EXPEDITED N US-
BAYER-200928107NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 WEEK BAYER

7091228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091228 NON-EXPEDITED N US-
BAYER-200928148NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Page: 2,821 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
7091229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091229 NON-EXPEDITED N US-
BAYER-200928098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091232 NON-EXPEDITED N US-
BAYER-200928270NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7091234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091234 NON-EXPEDITED N US-
BAYER-200928109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
FATIGUE  

7091236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7091236 NON-EXPEDITED Y US-
BAYER-200928102NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7099878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7099878 DIRECT N DS,OT,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE INTER-UTERINE  BAYER
ABDOMINAL DISTENSION  
ACNE CYSTIC  
ANXIETY  
BACTERIAL INFECTION  
BREAST CYST  
BRONCHITIS  
DEPRESSION  
METRORRHAGIA  
NIPPLE INFECTION  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
PELVIC PAIN  
PNEUMONIA  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

7100026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7100026 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
7101053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7101053 DIRECT N 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN CLIMARA PRO S 1 PATCH WEEKLY  BAYER
ABDOMINAL DISTENSION  
DEHYDRATION  
NAUSEA  
SUICIDAL IDEATION  
VOMITING  

7106795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2009 7106795 DIRECT N RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S  BERLEX
ECTOPIC PREGNANCY  
HUMAN CHORIONIC GONADOTROPIN
INCREASED

 

MATERNAL EXPOSURE BEFORE PREGNANCY  

6769038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 6769038 NON-EXPEDITED N US-
BAYER-200833788NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 942 DAY BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7006401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7006401 NON-EXPEDITED N US-
BAYER-200916894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CYTOTEC C VAGINAL  

7095349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095349 NON-EXPEDITED N US-
BAYER-200920996NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
PROCEDURAL PAIN  

7095350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095350 NON-EXPEDITED N US-
BAYER-200921064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FUNGAL INFECTION  

7095354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095354 NON-EXPEDITED N US-
BAYER-200924014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7095355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095355 NON-EXPEDITED N US-
BAYER-200923860NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  

7095356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095356 NON-EXPEDITED N US-
BAYER-200925397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
MENSTRUAL DISORDER  

7095358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095358 NON-EXPEDITED N US-
BAYER-200921329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7095360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095360 NON-EXPEDITED N US-
BAYER-200924249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7095366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095366 NON-EXPEDITED N US-
BAYER-200923845NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095367 NON-EXPEDITED N US-
BAYER-200924244NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ACNE BLOOD PRESSURE MEDICATION C  
MENORRHAGIA  

7095368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095368 NON-EXPEDITED N US-
BAYER-200923843NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER

7095370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095370 NON-EXPEDITED N US-
BAYER-200921166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095373 NON-EXPEDITED N US-
BAYER-200921279NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7095375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095375 NON-EXPEDITED Y US-
BAYER-200928422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095376 NON-EXPEDITED Y US-
BAYER-200921315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095378 NON-EXPEDITED N US-
BAYER-200925665NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DYSPAREUNIA  
HYPOMENORRHOEA  
Medical device complication  

7095379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095379 NON-EXPEDITED N US-
BAYER-200927470NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ARTHRALGIA  
PAIN  
WEIGHT INCREASED  
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Detailed Report
7095380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095380 NON-EXPEDITED N US-
BAYER-200923689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095381 NON-EXPEDITED N US-
BAYER-200924245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ANTIBIOTICS C  

7095382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095382 NON-EXPEDITED N US-
BAYER-200921293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7095383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095383 NON-EXPEDITED N US-
BAYER-200923688NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7095385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095385 NON-EXPEDITED Y US-
BAYER-200928571NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 233 DAY BAYER
VAGINAL HAEMORRHAGE  

7095387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095387 NON-EXPEDITED Y US-
BAYER-200929286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7095389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095389 NON-EXPEDITED N US-
BAYER-200928158NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 94 DAY BAYER

7095390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7095390 NON-EXPEDITED N US-
BAYER-200930358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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Detailed Report
7099554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7099554 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE INTRAUTERINE  BAYER
HEADACHE LAMOTRIGINE C  
VAGINAL INFECTION CITALOPRAM C  
ACNE  
DEPRESSED MOOD  
HYPERTRICHOSIS  
SEBORRHOEA  

7101986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2009 7101986 DIRECT Y HO,LT,RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC SHOCK SYNDROME STREPTOCOCCAL MIRENA S  
CERVICITIS  
CHOLECYSTITIS ACUTE  
DISSEMINATED INTRAVASCULAR
COAGULATION

 

GANGRENE  
MULTI-ORGAN FAILURE  
RENAL FAILURE ACUTE  
SEPTIC SHOCK  

7006382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7006382 NON-EXPEDITED Y OT US-
BAYER-200921635NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE FAILURE  
HYPERHIDROSIS  
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Detailed Report
7029303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7029303 NON-EXPEDITED N OT US-
BAYER-200923808NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  

7033022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7033022 NON-EXPEDITED N OT US-
BAYER-200924464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

7039619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7039619 NON-EXPEDITED N HO,OT US-
BAYER-200924925NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER

7052182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7052182 NON-EXPEDITED N OT US-
BAYER-200923967NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7053565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7053565 EXPEDITED (15-DAY) N OT US-
BAYER-200925693NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL FAILURE MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER
ANAEMIA  
ASTHMA  
BLOOD CHOLESTEROL INCREASED  
BLOOD PRESSURE INCREASED  
PAIN  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  

7054811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7054811 NON-EXPEDITED N OT US-
BAYER-200926542NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 80 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7057272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7057272 NON-EXPEDITED Y OT US-
BAYER-200926884NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1157 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  
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Detailed Report
7065059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7065059 NON-EXPEDITED Y OT US-
BAYER-200927706NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL DISCOMFORT  

7067300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7067300 NON-EXPEDITED Y HO US-
BAYER-200928193NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7068592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7068592 NON-EXPEDITED Y OT US-
BAYER-200928333NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7072679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7072679 NON-EXPEDITED Y OT US-
BAYER-200928830NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 106 DAY BAYER
Medical device complication  
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Detailed Report
7095323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7095323 EXPEDITED (15-DAY) N OT SE-
BAYER-200926085GPV

41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 YR BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 4 MTH BAYER

7097019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097019 EXPEDITED (15-DAY) N OT US-
BAYER-200930578NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEOPLASM MALIGNANT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7097022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097022 NON-EXPEDITED N OT US-
BAYER-200930466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7097023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097023 NON-EXPEDITED Y OT US-
BAYER-200930581NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
ABDOMINAL PAIN LOWER MINI PILL MICRONOR C  
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Detailed Report
7097025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097025 NON-EXPEDITED N OT US-
BAYER-200930586NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
PELVIC PAIN  
PROCEDURAL PAIN  

7097054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097054 NON-EXPEDITED Y US-
BAYER-200916281NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7097055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097055 NON-EXPEDITED N US-
BAYER-200921574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7097056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097056 NON-EXPEDITED Y US-
BAYER-200916805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
94 DAY BAYER
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Detailed Report
7097057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097057 NON-EXPEDITED Y US-
BAYER-200916786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7097058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097058 NON-EXPEDITED N US-
BAYER-200917689NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

ZOLOFT C  

7097059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097059 NON-EXPEDITED N US-
BAYER-200916189NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7097060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097060 NON-EXPEDITED N US-
BAYER-200921142NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7097061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097061 NON-EXPEDITED N US-
BAYER-200915897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7097062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097062 NON-EXPEDITED Y US-
BAYER-200916388NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7097063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097063 NON-EXPEDITED Y US-
BAYER-200916936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7097064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097064 NON-EXPEDITED Y US-
BAYER-200921637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUAL DISORDER  

7097067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097067 NON-EXPEDITED Y US-
BAYER-200919887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7097069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097069 NON-EXPEDITED N US-
BAYER-200917459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7097070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097070 NON-EXPEDITED Y US-
BAYER-200915190NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7097071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097071 NON-EXPEDITED N US-
BAYER-200921410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7097072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097072 NON-EXPEDITED N US-
BAYER-200916150NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7097079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2009 7097079 NON-EXPEDITED N US-
BAYER-200924417NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE  BAYER

6933573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 6933573 NON-EXPEDITED Y HO US-
BAYER-200914262NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION MISSED  

7010951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7010951 NON-EXPEDITED N US-
BAYER-200915714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7017111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7017111 NON-EXPEDITED Y OT US-
BAYER-200922951NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
7032026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7032026 NON-EXPEDITED Y OT US-
BAYER-200923952NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 422 DAY BAYER
Medical device complication  

7042690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7042690 NON-EXPEDITED N OT US-
BAYER-200925200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7045250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7045250 NON-EXPEDITED N US-
BAYER-200924588NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACTINOMYCOSIS PARAGARD T380A S INTRAUTERINE 10 YR
VAGINITIS BACTERIAL  
VULVOVAGINAL MYCOTIC INFECTION  

7066329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7066329 NON-EXPEDITED N US-
BAYER-200918114NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7068586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7068586 EXPEDITED (15-DAY) Y OT CH-
BAYER-200926600GPV

49 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
Device expulsion IRON C  
GENITAL HAEMORRHAGE  
Medical device complication  
PAIN  

7068666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7068666 NON-EXPEDITED Y US-
BAYER-200928334NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7069935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7069935 EXPEDITED (15-DAY) N OT US-
BAYER-200928464NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER

7077927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7077927 EXPEDITED (15-DAY) Y OT US-
BAYER-200928921NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRISOMY 21 MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7079105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7079105 NON-EXPEDITED N OT US-
BAYER-200929197NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
PROCEDURAL PAIN  

7079127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7079127 EXPEDITED (15-DAY) N OT US-
BAYER-200926523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CYSTITIS INTERSTITIAL  
DYSPAREUNIA  
FEELING COLD  
FEELING HOT  

7097926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7097926 EXPEDITED (15-DAY) N OT US-TEVA-206917USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B S ORAL  DURAMED
MENSTRUAL DISORDER  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  
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Detailed Report
7098104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098104 NON-EXPEDITED Y OT US-
BAYER-200930713NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
ABDOMINAL PAIN LOWER  

7098112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098112 EXPEDITED (15-DAY) N HO US-
BAYER-200930702NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
LOSS OF CONSCIOUSNESS  
ROAD TRAFFIC ACCIDENT  

7098227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098227 NON-EXPEDITED N US-
BAYER-200924550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7098228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098228 NON-EXPEDITED N US-
BAYER-200924359NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7098229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098229 NON-EXPEDITED N US-
BAYER-200924692NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  

7098232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098232 NON-EXPEDITED N US-
BAYER-200924542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
HOT FLUSH  
IRRITABILITY  

7098234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098234 NON-EXPEDITED N US-
BAYER-200924280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS 106 DAY BAYER
HAIR COLOUR CHANGES  

7098236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098236 NON-EXPEDITED N US-
BAYER-200924522NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7098237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098237 NON-EXPEDITED N US-
BAYER-200924402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7098238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098238 NON-EXPEDITED N US-
BAYER-200924503NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL 0.045 TO 0.015 MG

PATCHES
 BAYER

POSTMENOPAUSAL HAEMORRHAGE  

7098239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098239 NON-EXPEDITED N US-
BAYER-200928340NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7098241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098241 NON-EXPEDITED Y US-
BAYER-200928345NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 163 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7098243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098243 NON-EXPEDITED N US-
BAYER-200924403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7098245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098245 NON-EXPEDITED Y US-
BAYER-200928608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7098247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098247 NON-EXPEDITED N US-
BAYER-200928418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7098248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098248 NON-EXPEDITED N US-
BAYER-200924255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7098249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098249 NON-EXPEDITED N US-
BAYER-200928395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7098250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098250 NON-EXPEDITED N US-
BAYER-200928421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

7098252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098252 NON-EXPEDITED Y US-
BAYER-200928349NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 139 DAY BAYER

7098253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098253 NON-EXPEDITED N US-
BAYER-200924745NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7098254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098254 NON-EXPEDITED N US-
BAYER-200924473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7098255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098255 NON-EXPEDITED N US-
BAYER-200928663NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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Detailed Report
7098256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098256 NON-EXPEDITED Y US-
BAYER-200928392NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

7098258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7098258 NON-EXPEDITED N US-
BAYER-200928385NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7103626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7103626 DIRECT N DS,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  
ALOPECIA  
ANAEMIA  
ANXIETY  
CONSTIPATION  
DEPRESSION  
DIZZINESS  
INSOMNIA  
MIGRAINE  
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Detailed Report
7104345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7104345 DIRECT Y DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
QUALITY OF LIFE DECREASED MIRENA S INTRAUTERINE 1 5 YEARS INTRA-

UTERINE
 

ACNE  
ALOPECIA  
ANXIETY  
APHASIA  
BACK PAIN  
DEPRESSION  
DISCOMFORT  
HEADACHE  
INSOMNIA  
LETHARGY  
MOOD SWINGS  
PALPITATIONS  
SEBORRHOEA  
SKIN ODOUR ABNORMAL  
WEIGHT INCREASED  

7104636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7104636 DIRECT N HO,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MALFUNCTION MIRENA S  
COMPLICATION OF DEVICE REMOVAL  

Page: 2,850 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7108491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2009 7108491 DIRECT Y Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG DISPENSING ERROR CLIMARA PRO S PATCH  
INCORRECT DOSE ADMINISTERED ESTRADIOL S TRANSDERMAL TRANSDERMAL

PATCH
 

UTERINE ENLARGEMENT  

7099176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099176 EXPEDITED (15-DAY) N OT SE-
BAYER-200929234GPV

17 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION YASMIN S ORAL  BAYER
DIZZINESS LEVONORGESTREL S ORAL 8 MTH
CHEST PAIN EBASTINE C UNKNOWN  
SYNCOPE  

7099186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099186 NON-EXPEDITED N US-
BAYER-200924657NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PRURITUS  
RASH PAPULAR  
URTICARIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7099187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099187 NON-EXPEDITED N US-
BAYER-200925022NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSPAREUNIA  
PAIN  

7099188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099188 NON-EXPEDITED N US-
BAYER-200928431NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7099189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099189 NON-EXPEDITED N US-
BAYER-200924481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

NO ADVERSE EVENT  

7099191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099191 NON-EXPEDITED Y US-
BAYER-200928432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
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Detailed Report
7099192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099192 NON-EXPEDITED N US-
BAYER-200928436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER

7099195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099195 NON-EXPEDITED N US-
BAYER-200928597NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7099196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099196 NON-EXPEDITED Y US-
BAYER-200928439NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 633 DAY BAYER
Device expulsion  

7099197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099197 NON-EXPEDITED N US-
BAYER-200930750NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
NAUSEA  

7099198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099198 NON-EXPEDITED N US-
BAYER-200928611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER
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Detailed Report
7099199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099199 NON-EXPEDITED Y US-
BAYER-200928682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER

7099200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099200 NON-EXPEDITED Y US-
BAYER-200928442NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7099201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099201 NON-EXPEDITED Y US-
BAYER-200928595NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

7099203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099203 NON-EXPEDITED N US-
BAYER-200928566NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 314 DAY BAYER
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Detailed Report
7099204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099204 NON-EXPEDITED Y US-
BAYER-200928438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7099205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7099205 NON-EXPEDITED Y US-
BAYER-200928440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7105264 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY SKIN MIRENA S  BAYER
BIOPSY BREAST ABNORMAL  
BLOOD PRESSURE FLUCTUATION  
CONFUSIONAL STATE  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
MAMMOGRAM ABNORMAL  
MUSCLE SPASMS  
NAUSEA  
UNEVALUABLE EVENT  
VAGINAL DISCHARGE  
VISION BLURRED  
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Detailed Report
7105545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7105545 DIRECT N DS,LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S VAGINAL IUD VAG  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
IATROGENIC INJURY  
OVARIAN CYST  
PROCEDURAL PAIN  
UTERINE CERVICAL LACERATION  
UTERINE DISORDER  
UTERINE RUPTURE  

7105559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2009 7105559 DIRECT N HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER

7054815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7054815 EXPEDITED (15-DAY) N OT US-
BAYER-200926376NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 117 DAY BAYER
HYSTERECTOMY  
Medical device complication  
PRESYNCOPE  
PROCEDURAL PAIN  
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Detailed Report
7101219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101219 NON-EXPEDITED Y US-
BAYER-200928679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 185 DAY BAYER

7101222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101222 NON-EXPEDITED N US-
BAYER-200928542NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7101223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101223 NON-EXPEDITED N US-
BAYER-200928684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

7101224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101224 NON-EXPEDITED Y US-
BAYER-200928671NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 184 DAY BAYER

7101225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101225 NON-EXPEDITED N US-
BAYER-200928674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
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Detailed Report
7101226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101226 NON-EXPEDITED N US-
BAYER-200924761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7101227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101227 NON-EXPEDITED Y US-
BAYER-200928987NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7101228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101228 NON-EXPEDITED Y US-
BAYER-200928721NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7101230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101230 NON-EXPEDITED N US-
BAYER-200928710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ORAL CONTRACEPTIVE C  
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Detailed Report
7101231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101231 NON-EXPEDITED N US-
BAYER-200928686NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
9 DAY BAYER

7101232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101232 NON-EXPEDITED N US-
BAYER-200928672NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7101234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101234 NON-EXPEDITED N US-
BAYER-200928667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7101235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101235 NON-EXPEDITED Y US-
BAYER-200924774NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101237 NON-EXPEDITED Y US-
BAYER-200928977NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER
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Detailed Report
7101238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101238 NON-EXPEDITED N US-
BAYER-200928875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101239 NON-EXPEDITED Y US-
BAYER-200928988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7101240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101240 NON-EXPEDITED N US-
BAYER-200929067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101241 NON-EXPEDITED N US-
BAYER-200928880NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101243 NON-EXPEDITED Y US-
BAYER-200928840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7101244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101244 NON-EXPEDITED N US-
BAYER-200928729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FUNGAL INFECTION  

7101245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101245 NON-EXPEDITED Y US-
BAYER-200928860NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101246 NON-EXPEDITED N US-
BAYER-200928869NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

IRRITABILITY  
MOOD SWINGS  

7101260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101260 NON-EXPEDITED N US-
BAYER-200928734NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

WELLBUTRIN C  
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7101261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101261 NON-EXPEDITED N US-
BAYER-200928841NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7101262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101262 NON-EXPEDITED Y US-
BAYER-200929006NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7101263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101263 NON-EXPEDITED Y US-
BAYER-200929065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101264 NON-EXPEDITED N US-
BAYER-200929021NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101265 NON-EXPEDITED N US-
BAYER-200928739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7101266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101266 NON-EXPEDITED N US-
BAYER-200928864NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
VAGINAL HAEMORRHAGE  

7101267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101267 NON-EXPEDITED Y US-
BAYER-200929009NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101268 NON-EXPEDITED N US-
BAYER-200928981NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101269 NON-EXPEDITED N US-
BAYER-200929068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7101286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101286 NON-EXPEDITED N US-
BAYER-200929113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 74 DAY BAYER

7101288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101288 NON-EXPEDITED N US-
BAYER-200928741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101289 NON-EXPEDITED Y US-
BAYER-200928878NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

7101290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101290 NON-EXPEDITED N US-
BAYER-200929070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101291 NON-EXPEDITED N US-
BAYER-200929127NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7101292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101292 NON-EXPEDITED N US-
BAYER-200928832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101293 NON-EXPEDITED N US-
BAYER-200928873NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 849 DAY BAYER
IRRITABILITY  

7101295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101295 NON-EXPEDITED Y US-
BAYER-200928989NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 360 DAY BAYER

7101297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101297 NON-EXPEDITED N US-
BAYER-200929123NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7101298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101298 NON-EXPEDITED N US-
BAYER-200929251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
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7101299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101299 NON-EXPEDITED Y US-
BAYER-200930167NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101301 NON-EXPEDITED Y US-
BAYER-200930756NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7101304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101304 NON-EXPEDITED Y US-
BAYER-200929115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7101305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101305 NON-EXPEDITED N US-
BAYER-200929084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7101308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101308 NON-EXPEDITED N US-
BAYER-200929291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7101309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101309 NON-EXPEDITED N US-
BAYER-200929087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7101311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101311 NON-EXPEDITED N US-
BAYER-200929204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101335 NON-EXPEDITED N OT US-
BAYER-200930827NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BLOOD PRESSURE DECREASED  
DIZZINESS  
HEART RATE DECREASED  

7101343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7101343 EXPEDITED (15-DAY) N HO US-
BAYER-200930891NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OVERDOSE  
POST CONCUSSION SYNDROME  
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7250966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7250966 NON-EXPEDITED N OT 188223USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B S ORAL 1 TABLET EVERY 12

HOURS (0.75 MG, 2 IN
1 D), ORAL

 

FEELING HOT  
IRRITABILITY  
MALAISE  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
NAUSEA  
PREMENSTRUAL SYNDROME  

7250967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7250967 NON-EXPEDITED N OT 200209USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL (0.75 MG),
ORAL

 

DRUG INEFFECTIVE PHENTERMINE S ORAL (AS REQUIRED), ORAL  
ABDOMINAL PAIN  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
POLLAKIURIA  

7250969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2009 7250969 NON-EXPEDITED N OT 187985USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S ORAL 1.5 MG (0.75 MG, 2 IN 1

D), ORAL
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6987762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 6987762 EXPEDITED (15-DAY) Y HO US-
BAYER-200918757NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHIL COUNT INCREASED MIRENA S INTRAUTERINE As used: 20 µG 128 DAY BAYER
ABDOMINAL PAIN IRON C  

CYANOCOBALAMIN\PYRIDOXINE
\RIBOFLAVIN

C  

LIPITOR C  
WELLBUTRIN C  
MAGNESIUM OXIDE C ORAL Total daily dose: 400

MG
 

FLAX SEED OIL C  

7041279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7041279 NON-EXPEDITED Y US-
BAYER-200925061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7073823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7073823 NON-EXPEDITED N OT US-
BAYER-200928557NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 215 DAY BAYER
BLOOD OESTROGEN INCREASED BENICAR C 4O MG/DAY  
OEDEMA BYSTOLIC C 10 MG/DAY  
WEIGHT INCREASED WELLBUTRIN XL C 150 MG/DAY  

LISINOPRIL C 40 MG/DAY  
PLAVIX C 75 MG/DAY  
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7102130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102130 NON-EXPEDITED N US-
BAYER-200929522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7102131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102131 NON-EXPEDITED N US-
BAYER-200929133NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7102132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102132 NON-EXPEDITED Y US-
BAYER-200929975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 48 DAY BAYER

7102133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102133 NON-EXPEDITED N US-
BAYER-200929370NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PRESYNCOPE  

7102134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102134 NON-EXPEDITED N US-
BAYER-200928872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,870 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7102135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102135 NON-EXPEDITED N US-
BAYER-200928975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7102136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102136 NON-EXPEDITED N US-
BAYER-200930695NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7102137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102137 NON-EXPEDITED N US-
BAYER-200930165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7102138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102138 NON-EXPEDITED N US-
BAYER-200930299NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
COITAL BLEEDING  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
WEIGHT INCREASED  
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7102139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102139 NON-EXPEDITED N US-
BAYER-200930741NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER

7102140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102140 NON-EXPEDITED N US-
BAYER-200929989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL ODOUR  

7102144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2009 7102144 NON-EXPEDITED N US-
BAYER-200929161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION IRREGULAR  

6868022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 6868022 NON-EXPEDITED N US-
BAYER-200840386NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE  BAYER
PREGNANCY TEST NEGATIVE  
PREGNANCY TEST POSITIVE  
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7000425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7000425 NON-EXPEDITED N OT US-
BAYER-200920539NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
CERVICAL DYSPLASIA  
Medical device complication  
POLLAKIURIA  
PROCEDURAL PAIN  

7009140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7009140 EXPEDITED (15-DAY) Y HO,LT TPH-00181 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS TRIVORA S ORAL 4 TABLETS AS A

SINGLE DOSE, ORAL
 

WHITE BLOOD CELL COUNT DECREASED POLYGAM S 0.5 G/KG  
CONJUNCTIVITIS  
DYSPNOEA  
DYSURIA  
PLEURAL EFFUSION  

7030224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7030224 NON-EXPEDITED N US-
BAYER-200916692NA

13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7038516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7038516 NON-EXPEDITED N OT US-
BAYER-200924601NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7039614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7039614 NON-EXPEDITED N OT US-
BAYER-200924842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7039635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7039635 EXPEDITED (15-DAY) N HO US-
BAYER-200924669NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE DILATION AND CURETTAGE  

7042688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7042688 NON-EXPEDITED Y OT US-
BAYER-200925049NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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7048213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7048213 EXPEDITED (15-DAY) N OT US-
BAYER-200925822NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMYOSIS MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  
PELVIC CONGESTION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7103127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7103127 EXPEDITED (15-DAY) N HO US-
BAYER-200931210NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN LOWER  
BIPOLAR DISORDER  
DEPRESSION  
HEADACHE  
PSYCHOTIC DISORDER  
STRESS  
VAGINAL HAEMORRHAGE  

7103129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7103129 EXPEDITED (15-DAY) Y HO US-
BAYER-200931104NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEHYDRATION MIRENA S INTRAUTERINE As used: 20 µG 8 DAY BAYER
NAUSEA  
VOMITING  
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Detailed Report
7103140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7103140 NON-EXPEDITED Y US-
BAYER-200931425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7108919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7108919 DIRECT Y 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL DISORDER MIRENA S  BAYER
DEVICE BREAKAGE  
HAEMORRHAGE  
PAIN  

7109323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7109323 EXPEDITED (15-DAY) Y OT TPH-00006 19 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL  

ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  

7111779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2009 7111779 EXPEDITED (15-DAY) Y HO TPH-00212 27 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JAUNDICE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL 19 DAY

DRUG INEFFECTIVE  
PRURITUS  
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Detailed Report
6261578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 6261578 EXPEDITED (15-DAY) N OT US-BAYER-
US-2007-008919

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE 20 µg/day, cont 305 DAY BAYER
INSOMNIA LOVAZA C ORAL Unit dose: 1 G  
EMOTIONAL DISTRESS TRIAMTERENE AND

HYDROCHLOROTHIAZIDE
C ORAL As used: 75/50 MG  

METRORRHAGIA SULFONAMIDES AND
TRIMETHOPRIM

C ORAL 800-160 FOR 60 DAYS  

7059414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7059414 EXPEDITED (15-DAY) N GB-
BAYER-200912416BNE

54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE 6 YR BAYER

7059453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7059453 NON-EXPEDITED N US-
BAYER-200924394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE  BAYER

7104081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104081 NON-EXPEDITED Y HO US-
BAYER-200931664NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7104082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104082 NON-EXPEDITED Y OT US-
BAYER-200931362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
UTERINE HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7104083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104083 NON-EXPEDITED N OT US-
BAYER-200931335NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104084 NON-EXPEDITED Y OT US-
BAYER-200931393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7104085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104085 NON-EXPEDITED N OT US-
BAYER-200931556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
PAIN  

Page: 2,878 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7104090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104090 NON-EXPEDITED Y OT US-
BAYER-200931363NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 25 DAY BAYER
DISCOMFORT  

7104141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104141 NON-EXPEDITED N US-
BAYER-200924652NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104143 NON-EXPEDITED N US-
BAYER-200925147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 5 YR BAYER

7104145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104145 NON-EXPEDITED N US-
BAYER-200925132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
NAUSEA  

7104147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104147 NON-EXPEDITED Y US-
BAYER-200929211NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7104149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104149 NON-EXPEDITED Y US-
BAYER-200929223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 83 DAY BAYER

7104152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104152 NON-EXPEDITED N US-
BAYER-200929103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 137 DAY BAYER

7104153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104153 NON-EXPEDITED N US-
BAYER-200929213NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104154 NON-EXPEDITED N US-
BAYER-200925455NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
NAUSEA  
SUPPRESSED LACTATION  
VAGINAL HAEMORRHAGE  
VOMITING  
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Detailed Report
7104155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104155 NON-EXPEDITED Y US-
BAYER-200929216NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104156 NON-EXPEDITED N US-
BAYER-200929226NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7104158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104158 NON-EXPEDITED Y US-
BAYER-200929092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7104160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104160 NON-EXPEDITED N US-
BAYER-200929236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104161 NON-EXPEDITED N US-
BAYER-200929105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 354 DAY BAYER
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Detailed Report
7104162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104162 NON-EXPEDITED N US-
BAYER-200925316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7104163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104163 NON-EXPEDITED N US-
BAYER-200929252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
LIMB DISCOMFORT  
NAUSEA  
VAGINAL HAEMORRHAGE  

7104164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104164 NON-EXPEDITED N US-
BAYER-200929215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
AMENORRHOEA  

7104165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104165 NON-EXPEDITED Y US-
BAYER-200929208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

Page: 2,882 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7104166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104166 NON-EXPEDITED N US-
BAYER-200925288NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7104167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104167 NON-EXPEDITED Y US-
BAYER-200929222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 162 DAY BAYER

7104168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104168 NON-EXPEDITED N US-
BAYER-200930829NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  

7104170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104170 NON-EXPEDITED Y US-
BAYER-200929224NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 426 DAY BAYER
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Detailed Report
7104171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104171 NON-EXPEDITED N US-
BAYER-200929266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104172 NON-EXPEDITED N US-
BAYER-200929237NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
FEELING HOT  
MOOD ALTERED  
PANIC REACTION  

7104173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104173 NON-EXPEDITED Y US-
BAYER-200929227NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7104174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104174 NON-EXPEDITED N US-
BAYER-200929225NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7104175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104175 NON-EXPEDITED N US-
BAYER-200925448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE PRURITUS  

7104177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104177 NON-EXPEDITED Y US-
BAYER-200929399NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 129 DAY BAYER
Device expulsion  

7104178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104178 NON-EXPEDITED Y US-
BAYER-200931269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104179 NON-EXPEDITED Y US-
BAYER-200929428NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

Page: 2,885 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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7104180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104180 NON-EXPEDITED N US-
BAYER-200929268NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  

7104181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104181 NON-EXPEDITED Y US-
BAYER-200929260NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7104183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104183 NON-EXPEDITED N US-
BAYER-200930094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7104185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104185 NON-EXPEDITED N US-
BAYER-200930157NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7104186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2009 7104186 NON-EXPEDITED N US-
BAYER-200929394NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7005201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7005201 EXPEDITED (15-DAY) Y OT GB-AMGEN-US348217 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ENBREL S SUBCUTANEOUS 50mg (frequency

unknown)
 

DRUG INTERACTION NORDETTE S unknown  

7058276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7058276 NON-EXPEDITED N US-
BAYER-200927230NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105266 NON-EXPEDITED N OT US-
BAYER-200931448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER

7105268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105268 NON-EXPEDITED N OT US-
BAYER-200931441NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105284 NON-EXPEDITED Y US-
BAYER-200926898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7105285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105285 NON-EXPEDITED Y US-
BAYER-200927128NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER

7105286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105286 NON-EXPEDITED Y US-
BAYER-200926896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105287 NON-EXPEDITED Y US-
BAYER-200929407NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
VAGINAL HAEMORRHAGE VITAMINS C  

7105288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105288 NON-EXPEDITED Y US-
BAYER-200929417NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 66 DAY BAYER
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Detailed Report
7105289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105289 NON-EXPEDITED N US-
BAYER-200931002NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
HYPOTHYROIDISM  
MALAISE  
NERVOUSNESS  
PARAESTHESIA  
PROCEDURAL PAIN  
VISUAL IMPAIRMENT  

7105290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105290 NON-EXPEDITED Y US-
BAYER-200931752NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  

7105291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105291 NON-EXPEDITED N US-
BAYER-200929063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105293 NON-EXPEDITED N US-
BAYER-200929424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
105 DAY BAYER
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Detailed Report
7105294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105294 NON-EXPEDITED Y US-
BAYER-200929372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7105295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105295 NON-EXPEDITED N US-
BAYER-200929497NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7105296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105296 NON-EXPEDITED N US-
BAYER-200929656NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105297 NON-EXPEDITED N US-
BAYER-200929538NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105298 NON-EXPEDITED N US-
BAYER-200929293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
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Detailed Report
7105300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105300 NON-EXPEDITED N US-
BAYER-200929388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7105301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105301 NON-EXPEDITED N US-
BAYER-200929426NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 80 DAY BAYER

7105302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105302 NON-EXPEDITED N US-
BAYER-200929425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

7105304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105304 NON-EXPEDITED Y US-
BAYER-200929423NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
201 DAY BAYER

7105305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105305 NON-EXPEDITED N US-
BAYER-200929392NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7105306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105306 NON-EXPEDITED N US-
BAYER-200929285NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 MTH BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7105307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105307 NON-EXPEDITED N US-
BAYER-200931015NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
LOCAL SWELLING IBUPROFEN C  
GENERALISED OEDEMA  
HYPOAESTHESIA  
MENORRHAGIA  
PARAESTHESIA  

7105308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105308 NON-EXPEDITED Y US-
BAYER-200931458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7105310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105310 NON-EXPEDITED N US-
BAYER-200929409NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
HEADACHE  
Medical device complication  

7105864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2009 7105864 EXPEDITED (15-DAY) Y OT FR-
JNJFOC-20090900640

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE RUPTURE OF MEMBRANES TOPIRAMATE S ORAL  
PREMATURE LABOUR TEGRETOL S UNKNOWN  
Maternal exposure during pregnancy CLOBAZAM S UNKNOWN  

LAMICTAL S UNKNOWN  
MIRENA S UNKNOWN  

6844514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 6844514 NON-EXPEDITED Y US-
BAYER-200839924NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6863230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 6863230 EXPEDITED (15-DAY) Y DS JP-
BAYER-200812186BYL

46 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
167 DAY BAYER

METRORRHAGIA  
SENSATION OF FOREIGN BODY  

6998363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 6998363 NON-EXPEDITED N US-
BAYER-200920483NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
AMENORRHOEA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
Device expulsion  
MENORRHAGIA  

7010995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7010995 NON-EXPEDITED N US-
BAYER-200922003NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST FALSE POSITIVE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7038545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7038545 NON-EXPEDITED N US-
BAYER-200922426NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7038546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7038546 NON-EXPEDITED N US-
BAYER-200924465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7038549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7038549 NON-EXPEDITED Y US-
BAYER-200924569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7039634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7039634 NON-EXPEDITED N US-
BAYER-200922659NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
BREAST DISCHARGE  
BREAST PAIN  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

7041460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7041460 NON-EXPEDITED N US-
BAYER-200924711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7041461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7041461 NON-EXPEDITED N US-
BAYER-200924710NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7048215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7048215 NON-EXPEDITED N HO,OT US-
BAYER-200925785NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7049318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7049318 NON-EXPEDITED N OT US-
BAYER-200926160NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7053449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7053449 NON-EXPEDITED Y US-
BAYER-200918866NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
CRYING  

7057254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7057254 NON-EXPEDITED Y OT US-
BAYER-200926819NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
ANORECTAL DISCOMFORT  
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Detailed Report
7077922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7077922 EXPEDITED (15-DAY) N OT US-
BAYER-200928956NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LICHEN SCLEROSUS MIRENA S INTRAUTERINE 116 DAY BAYER
PAIN VITAMINS C  
DYSPAREUNIA  
PRURITUS  

7081787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7081787 NON-EXPEDITED Y OT US-
BAYER-200929563NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107027 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20090900659

< 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY TOPIRAMATE S  
CEREBRAL HAEMORRHAGE TEGRETOL S  
MUSCULOSKELETAL STIFFNESS CLOBAZAM S  
PLAGIOCEPHALY LAMICTAL S  
HYPERTONIA MIRENA S  

7107186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107186 NON-EXPEDITED N OT US-
BAYER-200932108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7107190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107190 NON-EXPEDITED N OT US-
BAYER-200931728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ANGER  
NAUSEA  
NERVOUSNESS  
PAIN  
VAGINAL HAEMORRHAGE  

7107194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107194 EXPEDITED (15-DAY) N OT US-
BAYER-200931820NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107195 NON-EXPEDITED N OT US-
BAYER-200931824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PAIN  

7107356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107356 NON-EXPEDITED N US-
BAYER-200929601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7107357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107357 NON-EXPEDITED N US-
BAYER-200929501NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 336 DAY BAYER
MENORRHAGIA  

7107358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107358 NON-EXPEDITED Y US-
BAYER-200929504NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 850 DAY BAYER

7107361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107361 NON-EXPEDITED N US-
BAYER-200929371NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7107362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107362 NON-EXPEDITED Y US-
BAYER-200929514NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7107363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107363 NON-EXPEDITED Y US-
BAYER-200929596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER
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Detailed Report
7107364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107364 NON-EXPEDITED Y US-
BAYER-200929550NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
97 DAY BAYER

7107366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107366 NON-EXPEDITED N US-
BAYER-200929505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107367 NON-EXPEDITED N US-
BAYER-200929515NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107368 NON-EXPEDITED Y US-
BAYER-200929579NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107369 NON-EXPEDITED N US-
BAYER-200929582NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7107370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107370 NON-EXPEDITED N US-
BAYER-200929592NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7107371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107371 NON-EXPEDITED N US-
BAYER-200929499NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7107372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107372 NON-EXPEDITED N US-
BAYER-200929750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107373 NON-EXPEDITED N US-
BAYER-200929549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
62 DAY BAYER

7107374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107374 NON-EXPEDITED Y US-
BAYER-200929503NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
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Detailed Report
7107375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107375 NON-EXPEDITED N US-
BAYER-200929585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7107376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107376 NON-EXPEDITED Y US-
BAYER-200929662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 240 DAY BAYER

7107377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107377 NON-EXPEDITED Y US-
BAYER-200929599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7107380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107380 NON-EXPEDITED Y US-
BAYER-200929751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107381 NON-EXPEDITED N US-
BAYER-200929870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7107383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107383 NON-EXPEDITED Y US-
BAYER-200929607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7107384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107384 NON-EXPEDITED N US-
BAYER-200929837NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7107388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107388 NON-EXPEDITED Y US-
BAYER-200929638NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 253 DAY BAYER
VAGINAL HAEMORRHAGE  

7107390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107390 NON-EXPEDITED N US-
BAYER-200929720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7107391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107391 NON-EXPEDITED N US-
BAYER-200931332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  

7107392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107392 NON-EXPEDITED N US-
BAYER-200929603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7107394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107394 NON-EXPEDITED N US-
BAYER-200929602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7107395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107395 NON-EXPEDITED N US-
BAYER-200929785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7107396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107396 NON-EXPEDITED N US-
BAYER-200929675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7107397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107397 NON-EXPEDITED Y US-
BAYER-200929718NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7107399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107399 NON-EXPEDITED N US-
BAYER-200929787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107400 NON-EXPEDITED Y US-
BAYER-200929608NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 233 DAY BAYER

7107401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107401 NON-EXPEDITED N US-
BAYER-200929679NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7107402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107402 NON-EXPEDITED Y US-
BAYER-200929610NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7107403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107403 NON-EXPEDITED N US-
BAYER-200929605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
PELVIC PAIN  

7107858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107858 EXPEDITED (15-DAY) Y HO PHHY2009FR37347 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE RUPTURE OF MEMBRANES TEGRETOL S  
PREMATURE LABOUR TOPIRAMATE S  
CAESAREAN SECTION CLOBAZAM S  
Maternal exposure during pregnancy LAMICTAL S  

MIRENA S  
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Detailed Report
7107869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7107869 EXPEDITED (15-DAY) Y HO PHHY2009FR37348 34 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY TEGRETOL S  
CEREBRAL HAEMORRHAGE TOPIRAMATE S  
CONGENITAL TORTICOLLIS CLOBAZAM S  
PLAGIOCEPHALY LAMICTAL S  
HYPERTONIA NEONATAL MIRENA S  
Maternal exposure during pregnancy  
POSTURE ABNORMAL  

7115541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2009 7115541 DIRECT N DS,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE IUD -1- 5 YEARS

INTRA-UTERINE
6 WEEK

6992107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 6992107 NON-EXPEDITED N US-
BAYER-200918486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7039636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 7039636 NON-EXPEDITED N US-
BAYER-200922416NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  
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Detailed Report
7042631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 7042631 NON-EXPEDITED N US-
BAYER-200922959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7108530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 7108530 NON-EXPEDITED Y US-
BAYER-200929903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1201 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7109075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 7109075 EXPEDITED (15-DAY) Y HO,LT PHHY2009NO38051 31 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC ARREST CATAFLAM S 50 mg, 1-3 times per day  
ACUTE MYOCARDIAL INFARCTION SUMATRIPTAN SUCCINATE S 50 mg, QD  
BREAST PAIN NORDETTE S 1 DF, QD  
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Detailed Report
7114486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2009 7114486 DIRECT Y HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S  
ABDOMINAL PAIN LOWER  
CHILLS  
DECREASED APPETITE  
INFECTION  
INSOMNIA  
INTRAUTERINE INFECTION  
MALAISE  
PELVIC INFECTION  

7054917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7054917 NON-EXPEDITED N US-
BAYER-200924387NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
90 DAY BAYER

7067325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7067325 NON-EXPEDITED N US-
BAYER-200920317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7067345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7067345 NON-EXPEDITED N US-
BAYER-200925005NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER LEVONORGESTREL S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7109632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109632 NON-EXPEDITED Y US-
BAYER-200927579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109633 NON-EXPEDITED N US-
BAYER-200929878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109634 NON-EXPEDITED N US-
BAYER-200929886NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INFECTION  

7109638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109638 NON-EXPEDITED N US-
BAYER-200929868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109639 NON-EXPEDITED N US-
BAYER-200928327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7109640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109640 NON-EXPEDITED N US-
BAYER-200928061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7109644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109644 NON-EXPEDITED Y US-
BAYER-200929611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 186 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  

7109645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109645 NON-EXPEDITED Y US-
BAYER-200929882NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7109646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109646 NON-EXPEDITED N US-
BAYER-200929716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
NAUSEA  
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Detailed Report
7109647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109647 NON-EXPEDITED N US-
BAYER-200929880NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7109648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109648 NON-EXPEDITED Y US-
BAYER-200929883NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MEDICAL DEVICE PAIN  

7109670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109670 NON-EXPEDITED Y US-
BAYER-200929921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109671 NON-EXPEDITED N US-
BAYER-200930008NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
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Detailed Report
7109672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109672 NON-EXPEDITED Y US-
BAYER-200929885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
MENORRHAGIA  

7109673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109673 NON-EXPEDITED N US-
BAYER-200930005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109674 NON-EXPEDITED N US-
BAYER-200930096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 46 DAY BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7109675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109675 NON-EXPEDITED N US-
BAYER-200929676NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEPRESSION  
LOSS OF LIBIDO  
MOOD SWINGS  
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Detailed Report
7109676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109676 NON-EXPEDITED Y US-
BAYER-200922012NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 253 DAY BAYER

7109677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109677 NON-EXPEDITED N US-
BAYER-200925717NA

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN CLIMARA PRO S TRANSDERMAL ON ABDOMEN  BAYER
BREAST SWELLING  

7109678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109678 NON-EXPEDITED N US-
BAYER-200929669NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7109679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109679 NON-EXPEDITED N US-
BAYER-200924603NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
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Detailed Report
7109680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109680 NON-EXPEDITED N US-
BAYER-200930099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 77 DAY BAYER

7109681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109681 NON-EXPEDITED N US-
BAYER-200930004NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 77 DAY BAYER

7109682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109682 NON-EXPEDITED N US-
BAYER-200930009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109683 NON-EXPEDITED N US-
BAYER-200930023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 MTH BAYER

7109684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109684 NON-EXPEDITED N US-
BAYER-200930030NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  
POLYMENORRHOEA  
PROCEDURAL PAIN  
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Detailed Report
7109686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109686 NON-EXPEDITED Y US-
BAYER-200930043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109687 NON-EXPEDITED Y US-
BAYER-200930926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7109688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109688 NON-EXPEDITED N US-
BAYER-200930032NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7109689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109689 NON-EXPEDITED N US-
BAYER-200930022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER

7109693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109693 NON-EXPEDITED N US-
BAYER-200930098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER
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Detailed Report
7109694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109694 NON-EXPEDITED N US-
BAYER-200930000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  
Medical device complication  

7109760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109760 EXPEDITED (15-DAY) N HO,OT IE-
BAYER-200930746GPV

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE  BAYER
Device dislocation  

7109921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7109921 NON-EXPEDITED N US-
BAYER-200931396NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

7117177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7117177 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  
MIGRAINE WITH AURA  
OVARIAN CYST RUPTURED  
PARAESTHESIA  
WEIGHT INCREASED  
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Detailed Report
7117437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2009 7117437 DIRECT N HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
DYSPAREUNIA  
MENORRHAGIA  
PELVIC PAIN  
UTERINE SPASM  

6913249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 6913249 NON-EXPEDITED N OT US-
BAYER-200912811NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
OVARIAN CYST  
PELVIC PAIN  

6998362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 6998362 NON-EXPEDITED Y US-
BAYER-200920443NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST FALSE POSITIVE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BREAST TENDERNESS  

7041456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7041456 NON-EXPEDITED N US-
BAYER-200925231NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7046977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7046977 NON-EXPEDITED N US-
BAYER-200923243NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7048449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7048449 NON-EXPEDITED N US-
BAYER-200923551NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7053569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7053569 EXPEDITED (15-DAY) Y OT FR-
BAYER-200925209GPV

56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 5 YR BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 3 YR BAYER
ENDOMETRIAL HYPERPLASIA  

7054903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7054903 NON-EXPEDITED N US-
BAYER-200921140NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER

Page: 2,919 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7111102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111102 EXPEDITED (15-DAY) N OT US-
BAYER-200932033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INTERVERTEBRAL DISC DISORDER  
MENSTRUATION DELAYED  
POST PROCEDURAL HAEMORRHAGE  
ROAD TRAFFIC ACCIDENT  
VAGINAL HAEMORRHAGE  

7111105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111105 EXPEDITED (15-DAY) N HO US-
BAYER-200932184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7111111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111111 NON-EXPEDITED Y OT US-
BAYER-200932024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE As used: 20 µG  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7111124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111124 NON-EXPEDITED N OT US-
BAYER-200932232NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
PAIN  
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Detailed Report
7111218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111218 NON-EXPEDITED N US-
BAYER-200914784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7111219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111219 NON-EXPEDITED N US-
BAYER-200921419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PAIN  

7111221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111221 NON-EXPEDITED Y US-
BAYER-200921644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7111222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111222 NON-EXPEDITED N US-
BAYER-200917647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7111225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111225 NON-EXPEDITED Y US-
BAYER-200921511NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111226 NON-EXPEDITED Y US-
BAYER-200918070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 MTH BAYER

7111233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111233 NON-EXPEDITED N US-
BAYER-200925526NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7111234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111234 NON-EXPEDITED N US-
BAYER-200925676NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
DIZZINESS  
INFLUENZA LIKE ILLNESS  
INSOMNIA  
Medical device complication  
MIGRAINE  
NAUSEA  
PAIN  
VAGINAL HAEMORRHAGE  

7111235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111235 NON-EXPEDITED N US-
BAYER-200913230NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7111238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111238 NON-EXPEDITED N US-
BAYER-200929650NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HOT FLUSH  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7111239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111239 NON-EXPEDITED N US-
BAYER-200929645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111240 NON-EXPEDITED Y US-
BAYER-200927144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7111241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111241 NON-EXPEDITED N US-
BAYER-200925527NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7111243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111243 NON-EXPEDITED N US-
BAYER-200925945NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
MYALGIA  
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Detailed Report
7111245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111245 NON-EXPEDITED N US-
BAYER-200925015NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL  BAYER

7111246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111246 NON-EXPEDITED N US-
BAYER-200929649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111247 NON-EXPEDITED Y US-
BAYER-200928066NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 15 DAY BAYER
BACK PAIN  
PAIN  
PELVIC PAIN  

7111248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111248 NON-EXPEDITED N US-
BAYER-200927575NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 517 DAY BAYER
DYSPAREUNIA  
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Detailed Report
7111249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111249 NON-EXPEDITED N US-
BAYER-200930107NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
MENORRHAGIA  

7111250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111250 NON-EXPEDITED N US-
BAYER-200925577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 66 MTH BAYER

7111253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111253 NON-EXPEDITED N US-
BAYER-200930122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7111254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111254 NON-EXPEDITED N US-
BAYER-200928156NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 20 MTH BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7111256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111256 NON-EXPEDITED N US-
BAYER-200928358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7111257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111257 NON-EXPEDITED Y US-
BAYER-200930106NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MENORRHAGIA  

7111258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111258 NON-EXPEDITED N US-
BAYER-200930074NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  

7111259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111259 NON-EXPEDITED Y US-
BAYER-200930169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7111260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111260 NON-EXPEDITED Y US-
BAYER-200930181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7111261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111261 NON-EXPEDITED Y US-
BAYER-200930041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 83 DAY BAYER

7111262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111262 NON-EXPEDITED Y US-
BAYER-200930141NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

7111263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111263 NON-EXPEDITED Y US-
BAYER-200930139NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111264 NON-EXPEDITED N US-
BAYER-200930039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7111265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111265 NON-EXPEDITED N US-
BAYER-200930111NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CHILLS  
DIARRHOEA  

7111266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111266 NON-EXPEDITED Y US-
BAYER-200930123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7111268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111268 NON-EXPEDITED Y US-
BAYER-200929872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111269 NON-EXPEDITED Y US-
BAYER-200930156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
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Detailed Report
7111270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111270 NON-EXPEDITED Y US-
BAYER-200930101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111273 NON-EXPEDITED N US-
BAYER-200929651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111274 NON-EXPEDITED N US-
BAYER-200930034NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  

7111275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111275 NON-EXPEDITED Y US-
BAYER-200930113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7111276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111276 NON-EXPEDITED N US-
BAYER-200930044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7111283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111283 NON-EXPEDITED N US-
BAYER-200930062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111284 NON-EXPEDITED N US-
BAYER-200929754NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7111364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111364 EXPEDITED (15-DAY) N HO B0590721A 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE RUPTURE OF MEMBRANES LAMICTAL S ORAL  GLAXOSMITHKLINE
Maternal exposure during pregnancy TOPIRAMATE S ORAL  

MIRENA S UNKNOWN  
TEGRETOL S ORAL  GLAXOSMITHKLINE
CLOBAZAM S ORAL  

7111365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7111365 EXPEDITED (15-DAY) N HO,CA B0590721B < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL TORTICOLLIS LAMICTAL S  GLAXOSMITHKLINE
PLAGIOCEPHALY TOPIRAMATE S  
HYPERTONIA MIRENA S  
CEREBRAL HAEMORRHAGE TEGRETOL S  GLAXOSMITHKLINE
PREMATURE BABY CLOBAZAM S  
Maternal exposure during pregnancy  
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Detailed Report
7126957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7126957 EXPEDITED (15-DAY) Y LT TPH-00219 33 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

EFFEXOR C  
LORAZEPAM C  
TRAZODONE C  
WELLBUTRIN C  

7130368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2009 7130368 EXPEDITED (15-DAY) HO,OT TPH-00126 18 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ORAL ; ORAL  

ABORTION  
FALL  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUATION DELAYED  
MIGRAINE  
VOMITING  

6803950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 6803950 EXPEDITED (15-DAY) Y OT US-
BAYER-200837110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS 2 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
SMALL INTESTINAL PERFORATION  
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Detailed Report
6995345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 6995345 EXPEDITED (15-DAY) N OT US-
BAYER-200920393NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
DYSKINESIA  
Eye movement disorder  
FEELING HOT  
PERIPHERAL COLDNESS  
POST PROCEDURAL HAEMORRHAGE  
SPEECH DISORDER  
SYNCOPE  
VISUAL IMPAIRMENT  

7026564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7026564 NON-EXPEDITED N HO,OT US-
BAYER-200923435NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 8 DAY BAYER
Medical device complication  
PAIN  

7039612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7039612 EXPEDITED (15-DAY) Y OT US-
BAYER-200924918NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER
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Detailed Report
7042693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7042693 NON-EXPEDITED N OT US-
BAYER-200925105NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7053572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7053572 NON-EXPEDITED N OT US-
BAYER-200926486NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7054824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7054824 NON-EXPEDITED N OT US-
BAYER-200926514NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PELVIC PAIN  
UTERINE RUPTURE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7057250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7057250 EXPEDITED (15-DAY) N OT US-
BAYER-200926253NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE CONTINUOUS 356 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7067292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7067292 NON-EXPEDITED Y OT US-
BAYER-200928125NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 42 DAY BAYER
RASH VESICULAR  

7072675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7072675 NON-EXPEDITED N OT US-
BAYER-200928795NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LAPAROSCOPY MIRENA S INTRAUTERINE CONTINUOUS 224 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  

7080520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7080520 NON-EXPEDITED N HO,OT US-
BAYER-200929181NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 240 DAY BAYER
AMENORRHOEA  
Medical device complication  
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Detailed Report
7087352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7087352 NON-EXPEDITED N OT US-
BAYER-200930185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7087353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7087353 NON-EXPEDITED Y HO,OT US-
BAYER-200930134NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DISCOMFORT  
Medical device complication  
VAGINAL HAEMORRHAGE  

7103131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7103131 EXPEDITED (15-DAY) N OT CA-
BAYER-200931146NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
IMPAIRED WORK ABILITY MULTI-VITAMIN C ORAL Total daily dose: 1 DF  
MENORRHAGIA CELEXA C As used: 20 MG  
MIGRAINE ADDERALL XR C ORAL Total daily dose: 25 MG  
DIZZINESS SINGULAIR C As used: 10 MG  
ALOPECIA  
ANXIETY  
CONSTIPATION  
DEPRESSION  
INSOMNIA  
WEIGHT LOSS POOR  
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Detailed Report
7113591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113591 NON-EXPEDITED Y HO US-
BAYER-200932169NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7113593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113593 NON-EXPEDITED Y OT US-
BAYER-200932486NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER

7113594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113594 EXPEDITED (15-DAY) Y OT GB-
BAYER-200931364GPV

43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN INCREASED MIRENA S INTRAUTERINE 47 DAY BAYER

7113597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113597 NON-EXPEDITED N OT US-
BAYER-200932372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 226 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7113672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113672 NON-EXPEDITED N US-
BAYER-200921983NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7113673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113673 NON-EXPEDITED N US-
BAYER-200925617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

7113676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113676 NON-EXPEDITED N US-
BAYER-200921984NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7113679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113679 NON-EXPEDITED N US-
BAYER-200929390NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FATIGUE  
VOMITING  
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Detailed Report
7113680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113680 NON-EXPEDITED N US-
BAYER-200929373NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7113681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113681 NON-EXPEDITED N US-
BAYER-200930154NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

7113682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113682 NON-EXPEDITED N US-
BAYER-200929977NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

SOMNOLENCE  
VAGINAL HAEMORRHAGE  

7113686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113686 NON-EXPEDITED N US-
BAYER-200929387NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydia test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113687 NON-EXPEDITED Y US-
BAYER-200930125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7113688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113688 NON-EXPEDITED N US-
BAYER-200929221NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
PENILE PAIN  
POST PROCEDURAL HAEMORRHAGE  

7113691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113691 NON-EXPEDITED N US-
BAYER-200930119NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  

7113693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113693 NON-EXPEDITED N US-
BAYER-200930144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7113695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113695 NON-EXPEDITED N US-
BAYER-200930160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7113700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113700 NON-EXPEDITED N US-
BAYER-200929289NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE CONTINUOUS 162 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7113701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113701 NON-EXPEDITED N US-
BAYER-200930177NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7113703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113703 NON-EXPEDITED N US-
BAYER-200929411NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MEDROXYPROGESTERONE
ACETATE

S  

7113704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113704 NON-EXPEDITED N US-
BAYER-200930405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7113707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113707 NON-EXPEDITED Y US-
BAYER-200930307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113708 NON-EXPEDITED Y US-
BAYER-200930445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7113720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113720 NON-EXPEDITED N US-
BAYER-200930161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113721 NON-EXPEDITED Y US-
BAYER-200930451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7113722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113722 NON-EXPEDITED N US-
BAYER-200930292NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 531 DAY BAYER
Medical device complication  

7113723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113723 NON-EXPEDITED N US-
BAYER-200930557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7113724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113724 NON-EXPEDITED N US-
BAYER-200930464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7113726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113726 NON-EXPEDITED Y US-
BAYER-200930413NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113727 NON-EXPEDITED N US-
BAYER-200930440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7113728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113728 NON-EXPEDITED Y US-
BAYER-200930266NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 141 DAY BAYER

7113729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113729 NON-EXPEDITED N US-
BAYER-200930270NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7113730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113730 NON-EXPEDITED N US-
BAYER-200930363NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 146 DAY BAYER

7113731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113731 NON-EXPEDITED N US-
BAYER-200930243NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113734 NON-EXPEDITED N US-
BAYER-200930400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7113735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113735 NON-EXPEDITED N US-
BAYER-200930366NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113736 NON-EXPEDITED N US-
BAYER-200930402NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7113737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113737 NON-EXPEDITED N US-
BAYER-200930237NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7113738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113738 NON-EXPEDITED N US-
BAYER-200930361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113739 NON-EXPEDITED N US-
BAYER-200930278NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7113741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113741 NON-EXPEDITED N US-
BAYER-200930562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  

7113742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113742 NON-EXPEDITED Y US-
BAYER-200931423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7113744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113744 NON-EXPEDITED N US-
BAYER-200930453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7113745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113745 NON-EXPEDITED N US-
BAYER-200930560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7113746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7113746 NON-EXPEDITED N US-
BAYER-200932177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL LACERATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7116886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7116886 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  BAYER
ALOPECIA  
DEVICE DISLOCATION  
DIZZINESS  
FALLOPIAN TUBE DISORDER  
FATIGUE  
INFECTION  
MULTI-ORGAN DISORDER  
SWELLING  
WEIGHT INCREASED  

7117058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2009 7117058 DIRECT N HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  
ALOPECIA  
DEVICE DISLOCATION  
MIGRAINE  
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Detailed Report
6812275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 6812275 NON-EXPEDITED N US-
BAYER-200836077NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

6816583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 6816583 NON-EXPEDITED N US-
BAYER-200838126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6924684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 6924684 NON-EXPEDITED N US-
BAYER-200912216NA

68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER
APPLICATION SITE IRRITATION  
HOT FLUSH  
WEIGHT DECREASED  

6963703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 6963703 NON-EXPEDITED N US-
BAYER-200914945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 101 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS
(REPLACEMENT)

 BAYER

Page: 2,948 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7017261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7017261 NON-EXPEDITED N US-
BAYER-200922688NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT SYNTHROID C  

7021932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7021932 EXPEDITED (15-DAY) N HO DE-
BAYER-200922275GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS NONINFECTIVE MIRENA S INTRAUTERINE 5 YR BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
BACK PAIN  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DIZZINESS  
FATIGUE  
FUNGAL INFECTION  
HEADACHE  
Hypoaesthesia  
HYPOAESTHESIA  
MUSCLE TWITCHING  
NAUSEA  
NUCHAL RIGIDITY  
PAIN IN EXTREMITY  
PALPITATIONS  
SLEEP DISORDER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7041452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7041452 NON-EXPEDITED Y US-
BAYER-200924923NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7052012 NON-EXPEDITED N OT US-
BAYER-200926120NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

7054825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7054825 NON-EXPEDITED N OT US-
BAYER-200926169NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

7059482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7059482 NON-EXPEDITED N US-
BAYER-200926749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7070129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7070129 NON-EXPEDITED N US-
BAYER-200925833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
MENORRHAGIA  

7082994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7082994 EXPEDITED (15-DAY) N OT US-
BAYER-200929343NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MAJOR DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST DISCHARGE  
COMPLICATION OF DEVICE INSERTION  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

7113598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7113598 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200931562GPV

< 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
CEREBRAL HAEMORRHAGE TOPIRAMATE S TRANSPLACENTAL  
CONGENITAL TORTICOLLIS TEGRETOL S TRANSPLACENTAL  
PLAGIOCEPHALY CLOBAZAM S TRANSPLACENTAL  
HYPERTONIA LAMICTAL S TRANSPLACENTAL  
CONGENITAL HYPEREXTENSION OF SPINE  
HYPOTONIA  
HYPOTONIA NEONATAL  
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Detailed Report
7114831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114831 NON-EXPEDITED N US-
BAYER-200925801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
UNEVALUABLE EVENT  
VAGINAL DISORDER  

7114834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114834 NON-EXPEDITED N US-
BAYER-200927047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7114836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114836 NON-EXPEDITED N US-
BAYER-200927793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7114837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114837 NON-EXPEDITED Y US-
BAYER-200927985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER
MENORRHAGIA  
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Detailed Report
7114839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114839 NON-EXPEDITED N US-
BAYER-200927504NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7114840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114840 NON-EXPEDITED N US-
BAYER-200927588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEAD DISCOMFORT  

7114841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114841 NON-EXPEDITED Y US-
BAYER-200927124NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN  

7114845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114845 NON-EXPEDITED N US-
BAYER-200927045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7114846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114846 NON-EXPEDITED Y US-
BAYER-200929913NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7114847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114847 NON-EXPEDITED N US-
BAYER-200929793NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
DYSPAREUNIA  
Medical device complication  

7114848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114848 NON-EXPEDITED N US-
BAYER-200927062NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
BREAST TENDERNESS  
VAGINAL HAEMORRHAGE  

7114850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114850 NON-EXPEDITED N US-
BAYER-200927789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7114856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114856 NON-EXPEDITED N US-
BAYER-200927460NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VULVOVAGINAL PRURITUS  
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Detailed Report
7114860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114860 NON-EXPEDITED N US-
BAYER-200927250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL ODOUR  

7114862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114862 NON-EXPEDITED N US-
BAYER-200928179NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7114865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114865 NON-EXPEDITED N US-
BAYER-200927244NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
VAGINAL ODOUR ANTIBIOTICS C  

7114874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114874 EXPEDITED (15-DAY) Y HO NL-
BAYER-200931524GPV

25 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER MIRENA S INTRAUTERINE 14 MTH BAYER
ADNEXA UTERI PAIN  
DYSMENORRHOEA  
FATIGUE  
INTRACRANIAL PRESSURE INCREASED  
MOOD SWINGS  
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Detailed Report
7114877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114877 NON-EXPEDITED N HO US-
BAYER-200932160NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 348 DAY BAYER
ABDOMINAL PAIN LOWER  
UTERINE RUPTURE  

7114882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 7114882 NON-EXPEDITED N OT US-
BAYER-200932701NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6776908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6776908 NON-EXPEDITED Y US-
BAYER-200829658NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

6896623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6896623 NON-EXPEDITED N US-
BAYER-200841470NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6916588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6916588 NON-EXPEDITED Y US-
BAYER-200910655NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE  BAYER
EMOTIONAL DISORDER ZOLOFT C ORAL  

6952547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6952547 NON-EXPEDITED N US-
BAYER-200913958NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
Product shape issue  

6963625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6963625 NON-EXPEDITED N US-
BAYER-200914388NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 247 DAY BAYER
PAIN  

6963689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6963689 NON-EXPEDITED N US-
BAYER-200916931NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6972403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 6972403 NON-EXPEDITED N US-
BAYER-200916538NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ARTHRALGIA  
HYPOAESTHESIA  

7024579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7024579 NON-EXPEDITED Y US-
BAYER-200923381NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER

7039611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7039611 EXPEDITED (15-DAY) Y OT DE-
BAYER-200923975GPV

34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 17 DAY BAYER
DEPRESSION  

7041399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7041399 NON-EXPEDITED N US-
BAYER-200922336NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7048203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7048203 NON-EXPEDITED N HO,OT US-
BAYER-200925541NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7053477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7053477 NON-EXPEDITED N US-
BAYER-200920181NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 142 DAY BAYER

7054900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7054900 NON-EXPEDITED N US-
BAYER-200924382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
198 DAY BAYER

7070085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7070085 NON-EXPEDITED Y US-
BAYER-200925457NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE Total daily dose: 20 µG 295 DAY BAYER
Device expulsion  
Medical device complication  
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Detailed Report
7076660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7076660 NON-EXPEDITED N US-
BAYER-200926404NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 55 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7101221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7101221 NON-EXPEDITED N US-
BAYER-200928714NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S 5 YR BAYER

7115955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115955 NON-EXPEDITED Y US-
BAYER-200917787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7115956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115956 NON-EXPEDITED Y US-
BAYER-200921706NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER

7115959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115959 NON-EXPEDITED N US-
BAYER-200927190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7115966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115966 NON-EXPEDITED N US-
BAYER-200927049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
RASH  

7115969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115969 NON-EXPEDITED N US-
BAYER-200927345NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7115973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115973 NON-EXPEDITED N US-
BAYER-200927206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
DIZZINESS  
FATIGUE  
FEELING ABNORMAL  

7115999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7115999 NON-EXPEDITED N OT US-
BAYER-200932870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
Medical device complication  
PAIN  
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Detailed Report
7116000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7116000 EXPEDITED (15-DAY) Y OT BR-
BAYER-200921575LA

32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1462 DAY BAYER

7116001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7116001 NON-EXPEDITED Y OT US-
BAYER-200932712NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7116003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7116003 NON-EXPEDITED Y OT US-
BAYER-200932905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7116004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7116004 NON-EXPEDITED Y OT US-
BAYER-200932812NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
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Detailed Report
7139170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2009 7139170 EXPEDITED (15-DAY) OT TPH-00112 26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

BLOOD PRESSURE DECREASED  
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
NAUSEA  
SYNCOPE  

6766657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 6766657 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200833559NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
70 MTH BAYER

COMPLICATION OF DEVICE REMOVAL MEDROXYPROGESTERONE
ACETATE

C INTRAMUSCULAR  

BREAST PAIN  
BREAST TENDERNESS  
CERVICAL DYSPLASIA  
HYSTERECTOMY  
UTERINE CERVIX STENOSIS  
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Detailed Report
6810455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 6810455 NON-EXPEDITED Y OT US-
BAYER-200837683NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
392 DAY BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  

7015932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7015932 EXPEDITED (15-DAY) N US-
BAYER-200922159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISORDER MIRENA S INTRAUTERINE  BAYER

7033008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7033008 EXPEDITED (15-DAY) N OT CA-
BAYER-200924339NA

30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSIVE DELUSION MIRENA S INTRAUTERINE 354 DAY BAYER
ADJUSTMENT DISORDER WITH DEPRESSED
MOOD

 

DEPRESSION  
WEIGHT INCREASED  
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Detailed Report
7041450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7041450 NON-EXPEDITED Y US-
BAYER-200925067NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 7 DAY BAYER

COREG C ORAL  
ENALAPRIL MALEATE C ORAL  

7041455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7041455 NON-EXPEDITED N US-
BAYER-200924665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  

7048214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7048214 NON-EXPEDITED N OT US-
BAYER-200925817NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 55 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7056131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7056131 NON-EXPEDITED N OT US-
BAYER-200926355NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INSOMNIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7062394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7062394 NON-EXPEDITED N HO,OT US-
BAYER-200927123NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PAIN  
PERITONEAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7116986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7116986 EXPEDITED (15-DAY) N OT US-TEVA-209185USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
DYSPNOEA  
MENSTRUATION IRREGULAR  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

PRESYNCOPE  
VOMITING  

7117080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117080 NON-EXPEDITED N HO US-
BAYER-200932798NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN VITAMINS C  
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Detailed Report
7117081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117081 EXPEDITED (15-DAY) N OT PL-
BAYER-200931980GPV

32 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
BONE PAIN  
HEADACHE  

7117083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117083 EXPEDITED (15-DAY) N OT PL-
BAYER-200931992GPV

47 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BONE PAIN MIRENA S INTRAUTERINE 5 MTH BAYER
ASTHENIA  
GENITAL HAEMORRHAGE  
HEADACHE  

7117084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117084 EXPEDITED (15-DAY) N OT PL-
BAYER-200931986GPV

40 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE 2 YR BAYER
AFFECT LABILITY  
AMENORRHOEA  
HEADACHE  
LIBIDO DECREASED  
OEDEMA PERIPHERAL  
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Detailed Report
7117085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117085 NON-EXPEDITED Y OT US-
BAYER-200932746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7117095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117095 NON-EXPEDITED N US-
BAYER-200930687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7117096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117096 NON-EXPEDITED N US-
BAYER-200930627NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7117098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117098 NON-EXPEDITED N US-
BAYER-200930683NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 167 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7117099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117099 NON-EXPEDITED Y US-
BAYER-200930598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
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Detailed Report
7117101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117101 NON-EXPEDITED Y US-
BAYER-200930631NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7117102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117102 NON-EXPEDITED N US-
BAYER-200930572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 YR BAYER
AMENORRHOEA  

7117103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117103 NON-EXPEDITED N US-
BAYER-200931293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 6 WEEK BAYER

7117104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117104 NON-EXPEDITED Y US-
BAYER-200930620NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 347 DAY BAYER

7117106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117106 NON-EXPEDITED N US-
BAYER-200930595NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7117107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117107 NON-EXPEDITED Y US-
BAYER-200921925NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7117108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117108 NON-EXPEDITED N US-
BAYER-200927506NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
VAGINAL DISCHARGE  

7117109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2009 7117109 NON-EXPEDITED N US-
BAYER-200930634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7118310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118310 NON-EXPEDITED N US-
BAYER-200928135NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN  
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Detailed Report
7118311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118311 NON-EXPEDITED N US-
BAYER-200928104NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7118312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118312 NON-EXPEDITED N US-
BAYER-200930393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRACAVERNOSA CONTINUOUS  BAYER

7118313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118313 NON-EXPEDITED Y US-
BAYER-200930725NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 959 DAY BAYER

7118314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118314 NON-EXPEDITED N US-
BAYER-200928265NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7118316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118316 NON-EXPEDITED N US-
BAYER-200928240NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS PAXIL C  
HOT FLUSH  
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Detailed Report
7118320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118320 NON-EXPEDITED N US-
BAYER-200930630NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7118321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118321 NON-EXPEDITED N US-
BAYER-200928592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

METRORRHAGIA  

7118322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118322 NON-EXPEDITED N US-
BAYER-200928076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7118323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118323 NON-EXPEDITED Y US-
BAYER-200928300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7118325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118325 NON-EXPEDITED N US-
BAYER-200930729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7118326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118326 NON-EXPEDITED N US-
BAYER-200928232NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118329 NON-EXPEDITED Y US-
BAYER-200930885NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7118330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118330 NON-EXPEDITED N US-
BAYER-200930895NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7118334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118334 NON-EXPEDITED N US-
BAYER-200930872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7118335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118335 NON-EXPEDITED Y US-
BAYER-200930692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118336 NON-EXPEDITED Y US-
BAYER-200928113NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
Medical device complication  

7118337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118337 NON-EXPEDITED N US-
BAYER-200930753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7118338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118338 NON-EXPEDITED Y US-
BAYER-200931646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7118339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118339 NON-EXPEDITED N US-
BAYER-200930769NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118340 NON-EXPEDITED N US-
BAYER-200930768NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 9 MTH BAYER
AMENORRHOEA  

7118341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118341 NON-EXPEDITED N US-
BAYER-200930776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118342 NON-EXPEDITED N US-
BAYER-200932198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7118343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118343 NON-EXPEDITED N US-
BAYER-200930773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7118344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118344 NON-EXPEDITED N US-
BAYER-200930744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 184 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118345 NON-EXPEDITED N US-
BAYER-200930856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7118346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118346 NON-EXPEDITED N US-
BAYER-200931638NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7118347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118347 NON-EXPEDITED N US-
BAYER-200930764NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  BAYER

7118348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118348 NON-EXPEDITED N US-
BAYER-200930897NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7118472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7118472 EXPEDITED (15-DAY) N OT US-TEVA-038657 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7133028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2009 7133028 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER
ANXIETY  
DEPRESSION  
DIZZINESS  
MUSCLE SPASMS  
NERVOUSNESS  

6705853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6705853 EXPEDITED (15-DAY) N OT US-
BAYER-200822099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG\ DAY

CONTINOUS
 BAYER

UTERINE DILATION AND CURETTAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6790159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6790159 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200835196NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROADENOMA OF BREAST MIRENA S INTRAUTERINE 20UG/ DAY

CONTINUOUS
 BAYER

Phyllodes tumour  

6817984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6817984 NON-EXPEDITED N US-
BAYER-200838626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6842016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6842016 NON-EXPEDITED N US-
BAYER-200838535NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Device expulsion  
INFLUENZA LIKE ILLNESS  
Medical device complication  

6883080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6883080 NON-EXPEDITED N US-
BAYER-200841239NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN TYLENOL C  
Device expulsion  
Medical device complication  
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Detailed Report
6901681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6901681 NON-EXPEDITED N US-
BAYER-200912267NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
INSOMNIA  
NAUSEA  
WEIGHT INCREASED  

6963538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 6963538 NON-EXPEDITED N OT US-
BAYER-200917440NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1027 DAY BAYER
COMPLICATION OF DEVICE REMOVAL VITAMINS C  
LIBIDO DECREASED  

7024575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7024575 NON-EXPEDITED N US-
BAYER-200921285NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7033016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7033016 EXPEDITED (15-DAY) N DS CA-
BAYER-200924340NA

36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER
DIZZINESS DAILY MULTIVITAMIN C  
DRUG LEVEL INCREASED MEFENAMIC ACID C  
FATIGUE BETAHISTINE C  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

TYLENOL C  

Medical device complication KETOROLAC TROMETHAMINE C  
MOBILITY DECREASED  
UTERINE SPASM  

7042691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7042691 EXPEDITED (15-DAY) N DS,OT CA-
BAYER-200925101NA

27 YR Female CAN
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Detailed Report
7042691
Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE As used: 20 µG 15 MTH BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
APPLICATION SITE PAIN  
BLEPHARITIS  
COLD SWEAT  
CRYING  
DISSOCIATION  
DYSPAREUNIA  
DYSSTASIA  
ECZEMA  
EXERCISE TOLERANCE DECREASED  
FATIGUE  
FEELING COLD  
HUNGER  
HYPERSENSITIVITY  
HYPERSOMNIA  
HYPOAESTHESIA  
LYMPHADENOPATHY  
MENORRHAGIA  
MENSTRUATION DELAYED  
OCULAR ICTERUS  
ONYCHOMYCOSIS  
PAROSMIA  
PROCEDURAL PAIN  
PSYCHOMOTOR SKILLS IMPAIRED  
SPEECH DISORDER  
THIRST  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  
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Detailed Report
7044044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7044044 EXPEDITED (15-DAY) Y OT US-
BAYER-200924867NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7053525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7053525 NON-EXPEDITED N US-
BAYER-200925858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7056154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7056154 NON-EXPEDITED Y US-
BAYER-200926427NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

7058256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7058256 NON-EXPEDITED Y US-
BAYER-200920533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  

7059462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7059462 NON-EXPEDITED N US-
BAYER-200924849NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7064097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7064097 NON-EXPEDITED N US-
BAYER-200920407NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

2 WEEK BAYER

NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL CONTINUOUS
DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

7066350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7066350 NON-EXPEDITED N US-
BAYER-200927807NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
BLOOD URINE PRESENT  
CYSTITIS  

7067293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7067293 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200927965NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE SYNTHROID C ORAL  
ABDOMINAL PAIN  
Medical device complication  
PELVIC PAIN  
PROCEDURAL PAIN  
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Detailed Report
7075368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7075368 NON-EXPEDITED Y US-
BAYER-200928537NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENORRHAGIA  
PREGNANCY TEST POSITIVE  

7081788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7081788 NON-EXPEDITED N OT US-
BAYER-200929176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST ABORTION COMPLICATION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE PLACED AFTER THE
2ND ASPIRATION OF
THE UTERUS

 BAYER

7081797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7081797 NON-EXPEDITED N HO US-
BAYER-200929383NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7103136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7103136 NON-EXPEDITED N HO,OT US-
BAYER-200931108NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation  
Medical device complication  
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Detailed Report
7111106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7111106 EXPEDITED (15-DAY) N OT US-
BAYER-200932041NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYTOGENETIC ABNORMALITY MIRENA S  BAYER

7123677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123677 NON-EXPEDITED Y US-
BAYER-200914491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7123678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123678 NON-EXPEDITED N US-
BAYER-200914318NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7123679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123679 NON-EXPEDITED Y US-
BAYER-200914942NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123680 NON-EXPEDITED Y US-
BAYER-200914786NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
7123681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123681 NON-EXPEDITED N US-
BAYER-200914148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 YR BAYER
VAGINAL HAEMORRHAGE  

7123682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123682 NON-EXPEDITED N US-
BAYER-200911176NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

7123683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123683 NON-EXPEDITED Y US-
BAYER-200914781NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
Device expulsion  

7123684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123684 NON-EXPEDITED N US-
BAYER-200913813NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7123685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123685 NON-EXPEDITED N US-
BAYER-200912599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
Device expulsion  
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Detailed Report
7123688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123688 NON-EXPEDITED Y US-
BAYER-200912694NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123689 NON-EXPEDITED Y US-
BAYER-200913605NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123690 NON-EXPEDITED N US-
BAYER-200914371NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 186 DAY BAYER
VAGINAL HAEMORRHAGE  

7123691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123691 NON-EXPEDITED Y US-
BAYER-200913817NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123692 NON-EXPEDITED N US-
BAYER-200914111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7123693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123693 NON-EXPEDITED Y US-
BAYER-200915014NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS URINARY INCONTINENCE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MICTURITION DISORDER  
URINARY INCONTINENCE  
URINARY RETENTION  

7123694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123694 NON-EXPEDITED Y US-
BAYER-200910714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7123695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123695 NON-EXPEDITED Y US-
BAYER-200914089NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123696 NON-EXPEDITED N US-
BAYER-200915313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
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Detailed Report
7123697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123697 NON-EXPEDITED N US-
BAYER-200914091NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 355 DAY BAYER

7123699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123699 NON-EXPEDITED Y US-
BAYER-200914822NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE  BAYER
FLUID RETENTION  
HYPERTENSION  
NIGHT SWEATS  

7123700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123700 NON-EXPEDITED N US-
BAYER-200915628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 376 DAY BAYER
UTERINE LEIOMYOMA  

7123702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123702 NON-EXPEDITED N US-
BAYER-200910400NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS  
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Detailed Report
7123703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123703 NON-EXPEDITED Y US-
BAYER-200913244NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7123704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123704 NON-EXPEDITED N US-
BAYER-200914205NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

7123706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123706 NON-EXPEDITED Y US-
BAYER-200915109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7123707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123707 NON-EXPEDITED N US-
BAYER-200915328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7123708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123708 NON-EXPEDITED N US-
BAYER-200915448NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7123709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123709 NON-EXPEDITED Y US-
BAYER-200915525NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER

7123710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123710 NON-EXPEDITED N US-
BAYER-200915540NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 86 DAY BAYER

7123711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123711 NON-EXPEDITED Y US-
BAYER-200915606NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 75 DAY BAYER

7123712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123712 NON-EXPEDITED N US-
BAYER-200915465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7123713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123713 NON-EXPEDITED Y US-
BAYER-200915059NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7123714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123714 NON-EXPEDITED Y US-
BAYER-200915592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 169 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123715 NON-EXPEDITED Y US-
BAYER-200915613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 68 DAY BAYER

7123717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123717 NON-EXPEDITED Y US-
BAYER-200915466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7123718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123718 NON-EXPEDITED N US-
BAYER-200915181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123719 NON-EXPEDITED N US-
BAYER-200915461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7123720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123720 NON-EXPEDITED N US-
BAYER-200915312NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7123721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123721 NON-EXPEDITED N US-
BAYER-200915604NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123722 NON-EXPEDITED N US-
BAYER-200915276NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123723 NON-EXPEDITED Y US-
BAYER-200915477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
7 DAY BAYER

7123724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123724 NON-EXPEDITED Y US-
BAYER-200915530NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS 89 DAY BAYER
Medical device complication  
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Detailed Report
7123725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123725 NON-EXPEDITED N US-
BAYER-200915426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 245 DAY BAYER

7123726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123726 NON-EXPEDITED N US-
BAYER-200915202NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE  BAYER

7123728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123728 NON-EXPEDITED N US-
BAYER-200915880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ACNE  

7123729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123729 NON-EXPEDITED Y US-
BAYER-200916157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE SPASM  
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Detailed Report
7123730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123730 NON-EXPEDITED N US-
BAYER-200915543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPERTENSION  

7123731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123731 NON-EXPEDITED N US-
BAYER-200915888NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7123732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123732 NON-EXPEDITED Y US-
BAYER-200915489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7123735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123735 NON-EXPEDITED Y US-
BAYER-200916155NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 2,995 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123736 NON-EXPEDITED Y US-
BAYER-200915819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7123737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123737 NON-EXPEDITED N US-
BAYER-200915785NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 357 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7123738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123738 NON-EXPEDITED Y US-
BAYER-200915534NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 498 DAY BAYER
Medical device complication  

7123739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123739 NON-EXPEDITED N US-
BAYER-200915928NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7123740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123740 NON-EXPEDITED N US-
BAYER-200916514NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123741 NON-EXPEDITED N US-
BAYER-200916235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VOMITING  

7123742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123742 NON-EXPEDITED N US-
BAYER-200915712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123743 NON-EXPEDITED Y US-
BAYER-200915982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALOPECIA  
CYST  
FATIGUE  
IRON DEFICIENCY  
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Detailed Report
7123744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123744 NON-EXPEDITED Y US-
BAYER-200915710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123745 NON-EXPEDITED Y US-
BAYER-200916585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123746 NON-EXPEDITED Y US-
BAYER-200915980NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE MALFUNCTION  

7123747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123747 NON-EXPEDITED N US-
BAYER-200916180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
VAGINAL INFECTION  
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Detailed Report
7123748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123748 NON-EXPEDITED Y US-
BAYER-200915872NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123750 NON-EXPEDITED Y US-
BAYER-200915638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123751 NON-EXPEDITED Y US-
BAYER-200915859NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
Device expulsion  

7123752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123752 NON-EXPEDITED N US-
BAYER-200915832NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 113 DAY BAYER
POST PROCEDURAL DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7123753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123753 NON-EXPEDITED Y US-
BAYER-200915634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123754 NON-EXPEDITED N US-
BAYER-200916144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
39 DAY BAYER

7123755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123755 NON-EXPEDITED N US-
BAYER-200915717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123756 NON-EXPEDITED N US-
BAYER-200916586NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7123757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123757 NON-EXPEDITED N US-
BAYER-200915776NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
MIGRAINE  

7123758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123758 NON-EXPEDITED N US-
BAYER-200915647NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS 155 DAY BAYER

7123759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123759 NON-EXPEDITED Y US-
BAYER-200916389NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7123761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123761 NON-EXPEDITED Y US-
BAYER-200917509NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7123762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123762 NON-EXPEDITED Y US-
BAYER-200916668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123763 NON-EXPEDITED Y US-
BAYER-200916625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

COPPER-CONTAINING
INTRAUTERINE DEVICE (IUD)

C INTRAUTERINE  

7123764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123764 NON-EXPEDITED N US-
BAYER-200916687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COUGH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
RASH  
WHEEZING  

7123765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123765 NON-EXPEDITED N US-
BAYER-200919984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7123766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123766 NON-EXPEDITED N US-
BAYER-200917356NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CONTINUOUS 353 DAY BAYER

7123767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123767 NON-EXPEDITED Y US-
BAYER-200917342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7123769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123769 NON-EXPEDITED N US-
BAYER-200919780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL HAEMORRHAGE  

7123770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123770 NON-EXPEDITED Y US-
BAYER-200917326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123771 NON-EXPEDITED Y US-
BAYER-200925021NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7123772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123772 NON-EXPEDITED N US-
BAYER-200926280NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN IBUPROFEN C  
PREVACID C  

7123774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123774 NON-EXPEDITED N US-
BAYER-200916680NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

NEXIUM C  
SINGULAIR C  
WELLBUTRIN C  
MULTI-VITAMIN C  

7123776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123776 NON-EXPEDITED Y US-
BAYER-200919405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123777 NON-EXPEDITED Y US-
BAYER-200920353NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER

7123778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123778 NON-EXPEDITED N US-
BAYER-200926274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS 277 DAY BAYER
ABDOMINAL DISTENSION  
FEELING ABNORMAL  
IRRITABILITY  
Medical device complication  

7123779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123779 NON-EXPEDITED N US-
BAYER-200926263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123780 NON-EXPEDITED N US-
BAYER-200926536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
AMENORRHOEA  
ARTHRALGIA  
DIZZINESS  
MEMORY IMPAIRMENT  
MIGRAINE  
PELVIC PAIN  

7123781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123781 NON-EXPEDITED N US-
BAYER-200926624NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123782 NON-EXPEDITED N US-
BAYER-200926301NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Gingivitis  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123784 NON-EXPEDITED N US-
BAYER-200926392NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE HYDROCHLOROTHIAZIDE C  
MENORRHAGIA  

7123785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123785 NON-EXPEDITED N US-
BAYER-200926438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7123787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123787 NON-EXPEDITED N US-
BAYER-200926904NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123788 NON-EXPEDITED N US-
BAYER-200926484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
HEADACHE  
LOSS OF LIBIDO  
MOOD SWINGS  
NIGHT SWEATS  
SUPPRESSED LACTATION  
WEIGHT INCREASED  

7123789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123789 NON-EXPEDITED N US-
BAYER-200926503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123791 NON-EXPEDITED N US-
BAYER-200926595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCULOSKELETAL PAIN  
RESPIRATORY DISORDER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123794 NON-EXPEDITED N US-
BAYER-200927387NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN CELEXA C  

7123798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123798 NON-EXPEDITED N US-
BAYER-200926920NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7123800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123800 NON-EXPEDITED N US-
BAYER-200930800NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123801 NON-EXPEDITED Y US-
BAYER-200930760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 216 DAY BAYER
ABDOMINAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123802 NON-EXPEDITED N US-
BAYER-200930871NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123805 NON-EXPEDITED Y US-
BAYER-200930868NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123806 NON-EXPEDITED N US-
BAYER-200928393NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7123807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123807 NON-EXPEDITED Y US-
BAYER-200930865NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123808 NON-EXPEDITED N US-
BAYER-200930888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123809 NON-EXPEDITED N US-
BAYER-200929512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123810 NON-EXPEDITED Y US-
BAYER-200930900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 334 DAY BAYER
Device expulsion  

7123811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123811 NON-EXPEDITED N US-
BAYER-200927408NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VITAMINS C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123812 NON-EXPEDITED N US-
BAYER-200929646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  

7123813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123813 NON-EXPEDITED N US-
BAYER-200928420NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7123814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123814 NON-EXPEDITED N US-
BAYER-200930778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123815 NON-EXPEDITED Y US-
BAYER-200930552NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLOOD PRESSURE DECREASED  
DIZZINESS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123816 NON-EXPEDITED N US-
BAYER-200928223NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123817 NON-EXPEDITED N US-
BAYER-200930923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7123818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123818 NON-EXPEDITED N US-
BAYER-200929783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S  BAYER

7123819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123819 NON-EXPEDITED N US-
BAYER-200930791NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123822 NON-EXPEDITED N US-
BAYER-200930875NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123823 NON-EXPEDITED N US-
BAYER-200930863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123824 NON-EXPEDITED N US-
BAYER-200931226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
PROCEDURAL PAIN  

7123825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123825 NON-EXPEDITED N US-
BAYER-200931087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123827 NON-EXPEDITED N US-
BAYER-200931052NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123828 NON-EXPEDITED N US-
BAYER-200931288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123829 NON-EXPEDITED Y US-
BAYER-200931172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123831 NON-EXPEDITED N US-
BAYER-200931222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123832 NON-EXPEDITED N US-
BAYER-200931224NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
ABDOMINAL PAIN LOWER  
ACNE  
BREAST SWELLING  
WEIGHT INCREASED  

7123833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123833 NON-EXPEDITED N US-
BAYER-200931176NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123838 NON-EXPEDITED Y US-
BAYER-200931230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123840 NON-EXPEDITED Y US-
BAYER-200931311NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7123843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123843 NON-EXPEDITED N US-
BAYER-200931057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7123844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123844 NON-EXPEDITED N US-
BAYER-200931084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123847 NON-EXPEDITED N OT US-
BAYER-200933061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
Device expulsion  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7123850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123850 NON-EXPEDITED N US-
BAYER-200931049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7123852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123852 NON-EXPEDITED N US-
BAYER-200931055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123853 NON-EXPEDITED Y US-
BAYER-200930929NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123854 NON-EXPEDITED Y US-
BAYER-200931725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123856 NON-EXPEDITED N US-
BAYER-200932747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

7123860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123860 NON-EXPEDITED Y US-
BAYER-200931424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123861 EXPEDITED (15-DAY) N OT US-
BAYER-200932817NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7123864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123864 NON-EXPEDITED Y OT US-
BAYER-200933284NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 121 DAY BAYER
ABDOMINAL PAIN  
PROCTALGIA  

7123866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123866 NON-EXPEDITED Y US-
BAYER-200931651NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
PELVIC PAIN  

7123867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123867 NON-EXPEDITED Y US-
BAYER-200932452NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER

7123872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123872 EXPEDITED (15-DAY) Y OT FI-
BAYER-200931874GPV

48 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER STAGE I MIRENA S INTRAUTERINE 5 YR BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 YR BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7123903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7123903 NON-EXPEDITED N US-
BAYER-200926370NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL CLIMARA PRO S  BAYER

CLIMARA S  BAYER

7132087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2009 7132087 DIRECT Y LT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
RUPTURED ECTOPIC PREGNANCY  

6924752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 6924752 NON-EXPEDITED Y US-
BAYER-200913654NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7050706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7050706 NON-EXPEDITED N US-
BAYER-200918073NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS 467 DAY BAYER
ACNE  
LOSS OF LIBIDO  
WEIGHT DECREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7058253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7058253 NON-EXPEDITED N US-
BAYER-200919575NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
CONTUSION  
HEADACHE  

7065093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7065093 NON-EXPEDITED N US-
BAYER-200927509NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 945 DAY BAYER
Device expulsion  

7070137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7070137 NON-EXPEDITED Y US-
BAYER-200927767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7077919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7077919 NON-EXPEDITED N OT US-
BAYER-200928947NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
MEDICATION ERROR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7104088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7104088 NON-EXPEDITED N OT US-
BAYER-200931395NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7104089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7104089 NON-EXPEDITED Y OT US-
BAYER-200931347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7124526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7124526 EXPEDITED (15-DAY) N HO,DS DE-
BAYER-200932077GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ACNE  
ANXIETY  
DEPRESSED MOOD  
GENITAL HAEMORRHAGE  
HEADACHE  
MOOD SWINGS  
RESTLESSNESS  
WEIGHT DECREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7124528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7124528 NON-EXPEDITED N OT US-
BAYER-200933273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA  

7124529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7124529 NON-EXPEDITED Y OT US-
BAYER-200933330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7124531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7124531 NON-EXPEDITED N OT US-
BAYER-200933281NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 58 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7124558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7124558 NON-EXPEDITED N US-
BAYER-200928435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ACNE  
VAGINAL ODOUR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7133082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2009 7133082 DIRECT Y DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE DISLOCATION  

7007717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7007717 NON-EXPEDITED N US-
BAYER-200919518NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

7041444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7041444 NON-EXPEDITED N US-
BAYER-200922684NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7050807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7050807 NON-EXPEDITED N US-
BAYER-200917636NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOAESTHESIA  

7054935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7054935 NON-EXPEDITED N US-
BAYER-200926118NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 777 DAY BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7087347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7087347 NON-EXPEDITED Y OT US-
BAYER-200929933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 337 DAY BAYER
Medical device complication  
VAGINAL DISCHARGE  

7103132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7103132 NON-EXPEDITED Y OT US-
BAYER-200931112NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER
Medical device complication  
PAIN  

7109113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7109113 EXPEDITED (15-DAY) OT PL-
ABBOTT-09P-129-05953
93-00

17 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROADENOMA OF BREAST CYCLOSPORINE S ORAL In two doses  
ACNE CYCLOSPORINE S ORAL In two doses  
GINGIVAL HYPERPLASIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S Not Reported  

HIRSUTISM ANTI-THYMOCYTE GLOBULIN
(RABBIT) NOS

C INTRAVENOUS  

METHYLPREDNISOLONE C INTRAVENOUS 2, 1, 0.5 mg/kg b.w.  
METHYLPREDNISOLONE C Not Reported  
G-CSF-NEULASTA-
PEGFILGRASTIM

C IV or subcutaneous  

HORSE STG C INTRAVENOUS  
NEUPOGEN C Not Reported  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7124530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7124530 EXPEDITED (15-DAY) N OT US-
BAYER-200933213NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CLAVICLE FRACTURE  

7125785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125785 NON-EXPEDITED N US-
BAYER-200917320NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125787 NON-EXPEDITED N US-
BAYER-200917268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL COMPLICATION  

7125788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125788 NON-EXPEDITED Y US-
BAYER-200916716NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP LEVONORGESTREL S INTRAUTERINE  BAYER
Device expulsion LEVONORGESTREL S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125789 NON-EXPEDITED N US-
BAYER-200917274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 821 DAY BAYER
Medical device complication  

7125790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125790 NON-EXPEDITED N US-
BAYER-200917642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  

7125795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125795 NON-EXPEDITED N US-
BAYER-200921138NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS DISORDER MIRENA S  BAYER

7125797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125797 NON-EXPEDITED N US-
BAYER-200918038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPERHIDROSIS  
PROCEDURAL DIZZINESS  

Page: 3,027 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125798 NON-EXPEDITED Y US-
BAYER-200916912NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7125799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125799 NON-EXPEDITED Y US-
BAYER-200917489NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125800 NON-EXPEDITED N US-
BAYER-200917193NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 2 WEEK BAYER
Device expulsion  

7125801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125801 NON-EXPEDITED N US-
BAYER-200916735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 15 MTH BAYER
PELVIC PAIN  

7125806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125806 NON-EXPEDITED N US-
BAYER-200928306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GAIT DISTURBANCE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125807 NON-EXPEDITED N US-
BAYER-200928310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCULOSKELETAL PAIN  

7125809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125809 NON-EXPEDITED N US-
BAYER-200927963NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125811 NON-EXPEDITED Y US-
BAYER-200927376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125812 NON-EXPEDITED N US-
BAYER-200927576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125813 NON-EXPEDITED N US-
BAYER-200928173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
ABDOMINAL PAIN LOWER  
ADVERSE EVENT  
CRYING  
PENILE PAIN  
WEIGHT INCREASED  

7125814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125814 NON-EXPEDITED N US-
BAYER-200926309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125817 NON-EXPEDITED N US-
BAYER-200928437NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER

7125818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125818 NON-EXPEDITED N US-
BAYER-200928296NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FEELING JITTERY  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125819 NON-EXPEDITED N US-
BAYER-200928383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

7125820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125820 NON-EXPEDITED N US-
BAYER-200928111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ADNEXA UTERI PAIN  
URETHRAL PAIN  

7125821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125821 NON-EXPEDITED N US-
BAYER-200928237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  

7125831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125831 NON-EXPEDITED N US-
BAYER-200927982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125833 NON-EXPEDITED N US-
BAYER-200928128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7125837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125837 NON-EXPEDITED N US-
BAYER-200929120NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Device expulsion  
HOT FLUSH  

7125838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125838 NON-EXPEDITED N US-
BAYER-200929117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE As used: 20 µG 5 YR BAYER
AMENORRHOEA  

7125839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125839 NON-EXPEDITED N US-
BAYER-200929995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125840 NON-EXPEDITED N US-
BAYER-200929887NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
BACK PAIN  
BREAST PAIN  
HEADACHE  
IRRITABILITY  
Medical device complication  
NAUSEA  
NIPPLE DISORDER  

7125842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125842 NON-EXPEDITED N US-
BAYER-200929518NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL ODOUR VYVANSE C  
ABDOMINAL PAIN WELLBUTRIN C  
MOOD SWINGS CLONAZEPAM C Unit dose: 0.3 MG  

XANAX C A FEW TIMES A WEEK  

7125843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125843 NON-EXPEDITED N US-
BAYER-200929777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125844 NON-EXPEDITED N US-
BAYER-200929788NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
SCRATCH  

7125845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125845 NON-EXPEDITED N US-
BAYER-200929081NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
EPISTAXIS  

7125848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125848 NON-EXPEDITED N US-
BAYER-200929507NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE LEIOMYOMA  

7125856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125856 NON-EXPEDITED N US-
BAYER-200930743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125858 NON-EXPEDITED Y US-
BAYER-200931715NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125859 NON-EXPEDITED N US-
BAYER-200931723NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7125861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125861 NON-EXPEDITED N US-
BAYER-200928855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER

7125862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125862 NON-EXPEDITED N US-
BAYER-200930991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
VAGINAL HAEMORRHAGE  

7125863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125863 NON-EXPEDITED N US-
BAYER-200933095NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125864 NON-EXPEDITED N US-
BAYER-200930732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7125866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125866 NON-EXPEDITED Y US-
BAYER-200930624NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7125867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2009 7125867 NON-EXPEDITED N US-
BAYER-200930021NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACTERIAL INFECTION  
MOOD SWINGS  
PALPITATIONS  

7059483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7059483 NON-EXPEDITED N US-
BAYER-200926735NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 6 MTH BAYER
AMENORRHOEA  
INFLAMMATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7129041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129041 NON-EXPEDITED N US-
BAYER-200931317NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALOPECIA  
HYPERHIDROSIS  
SEBORRHOEA  

7129045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129045 NON-EXPEDITED N US-
BAYER-200931081NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7129046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129046 NON-EXPEDITED Y US-
BAYER-200931060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7129047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129047 NON-EXPEDITED N US-
BAYER-200931343NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7129048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129048 NON-EXPEDITED Y US-
BAYER-200931089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129049 NON-EXPEDITED N US-
BAYER-200931091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129050 NON-EXPEDITED N US-
BAYER-200930992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129051 NON-EXPEDITED N US-
BAYER-200931080NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129053 NON-EXPEDITED N US-
BAYER-200922191NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7129057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129057 NON-EXPEDITED Y US-
BAYER-200931345NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129058 NON-EXPEDITED N US-
BAYER-200931412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7129060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129060 NON-EXPEDITED N US-
BAYER-200931051NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129061 NON-EXPEDITED N US-
BAYER-200931414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129064 NON-EXPEDITED N US-
BAYER-200931313NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7129065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129065 NON-EXPEDITED N US-
BAYER-200931413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129067 NON-EXPEDITED N US-
BAYER-200931411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129068 NON-EXPEDITED N US-
BAYER-200931356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DANDRUFF MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
METRORRHAGIA  

7129069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129069 NON-EXPEDITED N US-
BAYER-200931409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 4 YR BAYER

7129070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129070 NON-EXPEDITED N US-
BAYER-200931426NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7129071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2009 7129071 NON-EXPEDITED N US-
BAYER-200931415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 209 DAY BAYER

6954370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 6954370 NON-EXPEDITED Y US-
BAYER-200913695NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS -
REPLACEMENT
MIRENA

 BAYER

CITALOPRAM HYDROBROMIDE C  
COGENTIN C  
LISINOPRIL C  
DILTIAZEM HYDROCHLORIDE C  
HALOPERIDOL C  

6955347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 6955347 NON-EXPEDITED N US-
BAYER-200913771NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7033015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7033015 NON-EXPEDITED N OT US-
BAYER-200924075NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 23 MTH BAYER

7059468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7059468 NON-EXPEDITED N US-
BAYER-200924672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7062393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7062393 NON-EXPEDITED N OT US-
BAYER-200927464NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
Medical device complication  

7065092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7065092 NON-EXPEDITED Y US-
BAYER-200927315NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7069939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7069939 NON-EXPEDITED Y OT US-
BAYER-200928271NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER

BACK PAIN  
Haemorrhage in pregnancy  

7072673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7072673 NON-EXPEDITED Y OT US-
BAYER-200928789NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 422 DAY BAYER
VAGINAL HAEMORRHAGE  

7087344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7087344 NON-EXPEDITED N HO,OT US-
BAYER-200930048NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
Medical device complication  

7087346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7087346 NON-EXPEDITED Y OT US-
BAYER-200929920NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7103126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7103126 NON-EXPEDITED N OT US-
BAYER-200931260NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7104184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7104184 NON-EXPEDITED Y OT US-
BAYER-200931337NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 82 DAY BAYER
Medical device complication  

7107182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7107182 NON-EXPEDITED Y OT US-
BAYER-200931257NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication VITAMINS C ORAL  
PAIN  

7130721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130721 NON-EXPEDITED N OT US-
BAYER-200933606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7130732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130732 NON-EXPEDITED N OT US-
BAYER-200933638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7130831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130831 NON-EXPEDITED N US-
BAYER-200921172NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7130832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130832 NON-EXPEDITED Y US-
BAYER-200920356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130833 NON-EXPEDITED Y US-
BAYER-200929376NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 228 DAY BAYER

7130834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130834 NON-EXPEDITED N US-
BAYER-200921678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7130836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130836 NON-EXPEDITED N US-
BAYER-200930397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7130838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130838 NON-EXPEDITED Y US-
BAYER-200921219NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7130839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130839 NON-EXPEDITED N US-
BAYER-200930135NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
FREQUENT BOWEL MOVEMENTS  
POLYURIA  

7130840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130840 NON-EXPEDITED N US-
BAYER-200921648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Page: 3,046 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7130841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130841 NON-EXPEDITED Y US-
BAYER-200921144NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7130843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130843 NON-EXPEDITED N US-
BAYER-200920540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

7130844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130844 NON-EXPEDITED Y US-
BAYER-200921609NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7130845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130845 NON-EXPEDITED N US-
BAYER-200921530NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7130852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130852 NON-EXPEDITED N US-
BAYER-200931078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7130853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130853 NON-EXPEDITED N US-
BAYER-200931494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130854 NON-EXPEDITED N US-
BAYER-200930984NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BACK PAIN  
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
DEPRESSED MOOD  
DIZZINESS  
DYSMENORRHOEA  
DYSPAREUNIA  
HEADACHE  
MIGRAINE  
NAUSEA  
NERVOUSNESS  
OEDEMA PERIPHERAL  
PELVIC PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL INFLAMMATION  
VOMITING  
WEIGHT INCREASED  
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Detailed Report
7130856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130856 NON-EXPEDITED N US-
BAYER-200928416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7130858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130858 NON-EXPEDITED Y US-
BAYER-200924629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 43 DAY BAYER

7130860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130860 NON-EXPEDITED Y US-
BAYER-200931620NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130861 NON-EXPEDITED N US-
BAYER-200930394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7130866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130866 NON-EXPEDITED Y US-
BAYER-200931061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7130867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130867 NON-EXPEDITED N US-
BAYER-200931497NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130868 NON-EXPEDITED N US-
BAYER-200931482NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7130869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130869 NON-EXPEDITED N US-
BAYER-200931623NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7130870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130870 NON-EXPEDITED Y US-
BAYER-200931408NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7130871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130871 NON-EXPEDITED N US-
BAYER-200931405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130873 NON-EXPEDITED N US-
BAYER-200931481NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
FEELING ABNORMAL  
Medical device complication  
VAGINAL HAEMORRHAGE  

7130874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130874 NON-EXPEDITED Y US-
BAYER-200931509NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7130875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130875 NON-EXPEDITED N US-
BAYER-200931407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7130906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130906 NON-EXPEDITED N US-
BAYER-200917780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 242 DAY BAYER
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Detailed Report
7130908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130908 NON-EXPEDITED Y US-
BAYER-200917514NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7130909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130909 NON-EXPEDITED N US-
BAYER-200917468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FUNGAL INFECTION  

7130911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130911 NON-EXPEDITED N US-
BAYER-200918470NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 454 DAY BAYER
URINARY TRACT INFECTION  

7130918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130918 NON-EXPEDITED N US-
BAYER-200919011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7130921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130921 NON-EXPEDITED N US-
BAYER-200918032NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7130926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7130926 NON-EXPEDITED Y US-
BAYER-200917963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7131006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131006 NON-EXPEDITED N US-
BAYER-200921573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7131007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131007 NON-EXPEDITED N US-
BAYER-200921606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 17 MTH BAYER
Product shape issue  

7131008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131008 NON-EXPEDITED N US-
BAYER-200921649NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7131010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131010 NON-EXPEDITED Y US-
BAYER-200922059NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7131011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131011 NON-EXPEDITED N US-
BAYER-200921879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 29 DAY BAYER

7131012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131012 NON-EXPEDITED Y US-
BAYER-200921968NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7131014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7131014 NON-EXPEDITED Y US-
BAYER-200922066NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
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Detailed Report
7138741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2009 7138741 DIRECT N HO,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE LEVONORGESTREL 20

MCG DAILY INTRA-
UTERINE

 BAYER

CRYING  
DEPRESSION  
DEVICE LEAKAGE  
DEVICE MALFUNCTION  
EMOTIONAL DISORDER  
FEAR  
FEELING ABNORMAL  
INCORRECT DOSE ADMINISTERED  
SUICIDAL IDEATION  

7042632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7042632 NON-EXPEDITED Y US-
BAYER-200925192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  
Medical device complication  
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Detailed Report
7048384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7048384 NON-EXPEDITED Y US-
BAYER-200919199NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BURNING SENSATION  
CHILLS  
HYPERHIDROSIS  
NAUSEA  
PAIN IN EXTREMITY  

7050701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7050701 NON-EXPEDITED N US-
BAYER-200918251NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 346 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
DIARRHOEA  
FATIGUE  
IRRITABILITY  
VAGINAL HAEMORRHAGE  

7058241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7058241 NON-EXPEDITED N US-
BAYER-200919579NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7070523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7070523 NON-EXPEDITED N US-
BAYER-200927765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7072870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7072870 NON-EXPEDITED N US-
BAYER-200922299NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7081793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7081793 NON-EXPEDITED Y US-
BAYER-200929339NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7081908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7081908 NON-EXPEDITED N US-
BAYER-200929034NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY TEST POSITIVE  

7086498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7086498 NON-EXPEDITED N US-
BAYER-200929700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7087351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7087351 NON-EXPEDITED N OT US-
BAYER-200930162NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN VITAMINS C  
CERVICAL DYSPLASIA  
DYSMENORRHOEA  
NAUSEA  
VAGINITIS BACTERIAL  
VOMITING  

7101306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7101306 NON-EXPEDITED N US-
BAYER-200929086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7107359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7107359 NON-EXPEDITED Y US-
BAYER-200929513NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

Page: 3,058 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7130714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7130714 EXPEDITED (15-DAY) N OT BR-
BAYER-200921790LA

43 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE YAZ S ORAL  BAYER
OTOSCLEROSIS YASMIN S ORAL  BAYER
HYPOACUSIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7132345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132345 EXPEDITED (15-DAY) N OT US-
BAYER-200923831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ROAD TRAFFIC ACCIDENT  

7132355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132355 NON-EXPEDITED N US-
BAYER-200931658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7132358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132358 NON-EXPEDITED Y US-
BAYER-200931397NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
NAUSEA  
VOMITING  
WEIGHT DECREASED  
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Detailed Report
7132359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132359 NON-EXPEDITED Y US-
BAYER-200931901NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132360 NON-EXPEDITED N US-
BAYER-200931682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132361 NON-EXPEDITED N US-
BAYER-200932226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132363 NON-EXPEDITED N US-
BAYER-200931674NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 66 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132364 NON-EXPEDITED Y US-
BAYER-200931848NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 152 DAY BAYER
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Detailed Report
7132365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132365 NON-EXPEDITED Y US-
BAYER-200931755NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132366 NON-EXPEDITED Y US-
BAYER-200931841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7132367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132367 NON-EXPEDITED Y US-
BAYER-200931847NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
1 WEEK BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7132368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132368 NON-EXPEDITED N US-
BAYER-200931757NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  
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Detailed Report
7132369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132369 NON-EXPEDITED Y US-
BAYER-200931756NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7132370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132370 NON-EXPEDITED Y US-
BAYER-200931761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 757 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132371 NON-EXPEDITED Y US-
BAYER-200931828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7132372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132372 NON-EXPEDITED Y US-
BAYER-200931850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7132373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132373 NON-EXPEDITED Y US-
BAYER-200931853NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132374 NON-EXPEDITED Y US-
BAYER-200931695NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7132375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132375 NON-EXPEDITED Y US-
BAYER-200931936NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7132506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132506 NON-EXPEDITED N US-
BAYER-200922864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7132508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132508 NON-EXPEDITED N US-
BAYER-200923750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABNORMAL BEHAVIOUR  
NERVOUSNESS  

7132509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132509 NON-EXPEDITED Y US-
BAYER-200922938NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
ANXIETY  
DEPRESSION  

7132510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132510 NON-EXPEDITED N US-
BAYER-200922001NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 239 DAY BAYER
ABDOMINAL DISTENSION  
ACNE  
ARTHRALGIA  
COMPLICATION OF DEVICE INSERTION  
MENORRHAGIA  
MUSCULOSKELETAL CHEST PAIN  
POST PROCEDURAL HAEMORRHAGE  
RESPIRATORY TRACT CONGESTION  
WEIGHT INCREASED  
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Detailed Report
7132512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132512 NON-EXPEDITED N US-
BAYER-200922572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132514 NON-EXPEDITED N US-
BAYER-200923872NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN CLINDAMYCIN HYDROCHLORIDE C  
Medical device complication IBUPROFEN C  

7132515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132515 NON-EXPEDITED Y US-
BAYER-200926631NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR HYPERAEMIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
EPISTAXIS  
HEADACHE  
NAUSEA  
UTERINE HAEMORRHAGE  

7132517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132517 NON-EXPEDITED N US-
BAYER-200922437NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7132519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132519 NON-EXPEDITED N US-
BAYER-200922564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

WEIGHT INCREASED  

7132521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132521 NON-EXPEDITED Y US-
BAYER-200923354NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRACAVERNOSA CONTINUOUS  BAYER

7132523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132523 NON-EXPEDITED Y US-
BAYER-200926481NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rubber sensitivity MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132524 NON-EXPEDITED Y US-
BAYER-200927253NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
HYPOAESTHESIA BETASERON C  
HOT FLUSH  
MENSTRUATION IRREGULAR  
PREMATURE MENOPAUSE  
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Detailed Report
7132525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132525 NON-EXPEDITED Y US-
BAYER-200924430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132526 NON-EXPEDITED Y US-
BAYER-200927061NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7132529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132529 NON-EXPEDITED Y US-
BAYER-200924763NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7132530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132530 NON-EXPEDITED Y US-
BAYER-200923890NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132531 NON-EXPEDITED Y US-
BAYER-200925964NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIARRHOEA  
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Detailed Report
7132532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132532 NON-EXPEDITED N US-
BAYER-200924751NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132533 NON-EXPEDITED Y US-
BAYER-200925491NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132534 NON-EXPEDITED N US-
BAYER-200927832NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite MIRENA S INTRAUTERINE CONTINOUS  BAYER
CONSTIPATION  
HYPOAESTHESIA  
MOOD SWINGS  
PARAESTHESIA  
VAGINAL HAEMORRHAGE  

7132536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132536 NON-EXPEDITED N US-
BAYER-200925024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7132538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132538 NON-EXPEDITED N US-
BAYER-200927639NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN LOWER  

7132540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132540 NON-EXPEDITED N US-
BAYER-200924342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132541 NON-EXPEDITED N US-
BAYER-200924470NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PIGMENTATION DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132544 NON-EXPEDITED N US-
BAYER-200928662NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GYNAECOLOGICAL CHLAMYDIA INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7132547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132547 NON-EXPEDITED N US-
BAYER-200928834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
ABDOMINAL DISTENSION  
CONSTIPATION  
WEIGHT INCREASED  

7132550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132550 NON-EXPEDITED N US-
BAYER-200923761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132551 NON-EXPEDITED Y US-
BAYER-200924242NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
RESTLESSNESS  
UTERINE CERVIX STENOSIS  

7132552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132552 NON-EXPEDITED N US-
BAYER-200928833NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7132557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132557 NON-EXPEDITED N US-
BAYER-200927958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132558 NON-EXPEDITED N US-
BAYER-200927947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIARRHOEA  
GASTRIC DISORDER  
VOMITING  

7132559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132559 NON-EXPEDITED N US-
BAYER-200928846NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

ADVERSE EVENT  
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7132562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132562 NON-EXPEDITED N US-
BAYER-200928657NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER UNSPECIFIED INGREDIENT S  

ALLEGRA--D 24 HOUR C  
COMBIVENT C  
ALBUTEROL C  
ADALAT C  

7132565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132565 NON-EXPEDITED N US-
BAYER-200928423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ACNE  

7132566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132566 NON-EXPEDITED N US-
BAYER-200928588NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FEELING ABNORMAL  
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Detailed Report
7132567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132567 NON-EXPEDITED N US-
BAYER-200928886NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Device expulsion  
VAGINAL HAEMORRHAGE  

7132568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132568 NON-EXPEDITED N US-
BAYER-200928140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7132574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132574 NON-EXPEDITED N US-
BAYER-200928623NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal swelling MIRENA S INTRACAVERNOSA CONTINUOUS 10 DAY BAYER
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  

7132575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132575 NON-EXPEDITED N US-
BAYER-200928433NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7132577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132577 NON-EXPEDITED N US-
BAYER-200931116NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 123 DAY BAYER

7132578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132578 NON-EXPEDITED N US-
BAYER-200929278NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ERYTHEMA  
PROCEDURAL PAIN  
SWELLING  

7132580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132580 NON-EXPEDITED N US-
BAYER-200928871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132581 NON-EXPEDITED N US-
BAYER-200929396NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7132582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132582 NON-EXPEDITED N US-
BAYER-200928912NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132583 NON-EXPEDITED N US-
BAYER-200928865NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 316 DAY BAYER
HOT FLUSH  
MOOD SWINGS  

7132584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132584 NON-EXPEDITED N US-
BAYER-200928978NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7132585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132585 NON-EXPEDITED N US-
BAYER-200929014NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POLYMENORRHOEA MIDOL C  
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Detailed Report
7132586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132586 NON-EXPEDITED N US-
BAYER-200929206NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN  
SMEAR CERVIX ABNORMAL  

7132588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132588 NON-EXPEDITED N US-
BAYER-200929627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132589 NON-EXPEDITED N US-
BAYER-200929090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132590 NON-EXPEDITED N US-
BAYER-200931404NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
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Detailed Report
7132594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132594 NON-EXPEDITED N US-
BAYER-200931403NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7132595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132595 NON-EXPEDITED Y US-
BAYER-200929008NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132596 NON-EXPEDITED N US-
BAYER-200929283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
PRURITUS  
RASH  

7132597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132597 NON-EXPEDITED N US-
BAYER-200931604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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7132599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132599 NON-EXPEDITED Y US-
BAYER-200931657NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 99 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132600 NON-EXPEDITED Y US-
BAYER-200928868NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENOPAUSE  
NO ADVERSE EVENT  

7132601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132601 NON-EXPEDITED Y US-
BAYER-200931609NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132602 NON-EXPEDITED Y US-
BAYER-200931406NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 13 MTH BAYER
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Detailed Report
7132605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132605 NON-EXPEDITED Y US-
BAYER-200931705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER

7132607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132607 NON-EXPEDITED N US-
BAYER-200931422NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132608 NON-EXPEDITED N US-
BAYER-200931586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132609 NON-EXPEDITED N US-
BAYER-200931591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132610 NON-EXPEDITED N US-
BAYER-200931680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7132611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132611 NON-EXPEDITED N US-
BAYER-200931444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132612 NON-EXPEDITED N US-
BAYER-200931495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

7132613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132613 NON-EXPEDITED N US-
BAYER-200931606NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7132614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132614 NON-EXPEDITED N US-
BAYER-200931689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
Medical device complication  
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Detailed Report
7132615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132615 NON-EXPEDITED N US-
BAYER-200931684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132616 NON-EXPEDITED N US-
BAYER-200931491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132617 NON-EXPEDITED Y US-
BAYER-200931600NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132618 NON-EXPEDITED N US-
BAYER-200931616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132619 NON-EXPEDITED N US-
BAYER-200931660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7132620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132620 NON-EXPEDITED Y US-
BAYER-200931666NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER

7132621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132621 NON-EXPEDITED N US-
BAYER-200931608NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7132622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132622 NON-EXPEDITED N US-
BAYER-200931663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132624 NON-EXPEDITED N US-
BAYER-200931669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132625 NON-EXPEDITED N US-
BAYER-200931607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
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Detailed Report
7132626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132626 NON-EXPEDITED N US-
BAYER-200931602NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7132627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132627 NON-EXPEDITED N US-
BAYER-200931510NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7132628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132628 NON-EXPEDITED N US-
BAYER-200931809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRA-AMNIOTIC CONTINUOUS  BAYER

7132629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132629 NON-EXPEDITED N US-
BAYER-200931832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7132630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132630 NON-EXPEDITED Y US-
BAYER-200931762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7132631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132631 NON-EXPEDITED N US-
BAYER-200932032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE  BAYER
MUSCLE SPASMS  

7132632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132632 NON-EXPEDITED N US-
BAYER-200932031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE  BAYER
MUSCLE SPASMS  

7132633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132633 NON-EXPEDITED N US-
BAYER-200931811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132634 NON-EXPEDITED N US-
BAYER-200932002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7132635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132635 NON-EXPEDITED N US-
BAYER-200932691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132636 NON-EXPEDITED Y US-
BAYER-200932122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132637 NON-EXPEDITED N US-
BAYER-200932129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132638 NON-EXPEDITED N US-
BAYER-200931818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7132639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132639 NON-EXPEDITED N US-
BAYER-200931774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7132640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132640 NON-EXPEDITED N US-
BAYER-200931836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132641 NON-EXPEDITED N US-
BAYER-200931798NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132762 NON-EXPEDITED N OT US-
BAYER-200933861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7132764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132764 NON-EXPEDITED N OT US-
BAYER-200933334NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LABILE BLOOD PRESSURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PALPITATIONS BLOOD PRESSURE

MEDICATIONS
C  

CHEST PAIN  
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Detailed Report
7132765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7132765 EXPEDITED (15-DAY) N OT US-
BAYER-200933313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7139158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7139158 DIRECT N RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

7141093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7141093 DIRECT N DS 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S  
AGGRESSION  
DEPRESSION  
LOSS OF LIBIDO  
MOOD SWINGS  
SCREAMING  
SKIN ODOUR ABNORMAL  

7141896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2009 7141896 DIRECT HO,LT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACUNAR INFARCTION TRIVORA S ORAL 1 X'S DAILY ORAL 5-10

YRS
 

CEREBROVASCULAR ACCIDENT  
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Detailed Report
7032014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7032014 NON-EXPEDITED Y OT US-
BAYER-200923616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
HORMONE LEVEL ABNORMAL  
MALAISE  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

7064187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7064187 NON-EXPEDITED N US-
BAYER-200927161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7069933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7069933 NON-EXPEDITED N HO US-
BAYER-200928353NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 940 DAY BAYER
Haemorrhage in pregnancy  
PAIN  
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Detailed Report
7071559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7071559 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200928543NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER

SYNTHROID C ORAL  

7098109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7098109 EXPEDITED (15-DAY) N LT,CA,OT CA-
BAYER-200930636NA

24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE As used: 20 µG  BAYER
CONVULSION TEGRETOL C ORAL  
LOSS OF CONSCIOUSNESS CLONAZEPAM C  
DYSARTHRIA  
HEAD INJURY  
TONIC CLONIC MOVEMENTS  

7133647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133647 EXPEDITED (15-DAY) N OT CH-
BAYER-200932376GPV

23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OBSESSIVE THOUGHTS MIRENA S INTRAUTERINE 2 YR BAYER

LAMICTAL C  
ZYPREXA C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7133649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133649 EXPEDITED (15-DAY) N OT DE-
BAYER-200932712GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 8 MTH BAYER
ANXIETY  
PANIC ATTACK  
SKIN REACTION  

7133650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133650 EXPEDITED (15-DAY) N OT CA-
BAYER-200933522NA

42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOGLOBIN DECREASED MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE CIPRALEX S ORAL 1 WEEK

CIPRALEX S ORAL 3 WEEK

7133666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133666 NON-EXPEDITED Y OT US-
BAYER-200934054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  

7133667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133667 NON-EXPEDITED Y OT US-
BAYER-200933975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7133670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133670 NON-EXPEDITED N OT US-
BAYER-200933924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PAIN  
UTERINE HAEMORRHAGE  

7133794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133794 NON-EXPEDITED N US-
BAYER-200930241NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7133796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133796 NON-EXPEDITED N US-
BAYER-200930398NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN BENICAR C  
ANAEMIA  
VAGINAL HAEMORRHAGE  

7133797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133797 NON-EXPEDITED N US-
BAYER-200930559NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7133799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133799 NON-EXPEDITED N US-
BAYER-200929874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7133800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133800 NON-EXPEDITED N US-
BAYER-200930436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7133801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133801 NON-EXPEDITED N US-
BAYER-200930236NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7133802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133802 NON-EXPEDITED N US-
BAYER-200930258NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
FATIGUE  
PRURITUS  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
7133803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133803 NON-EXPEDITED N US-
BAYER-200929873NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7133804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133804 NON-EXPEDITED N US-
BAYER-200930906NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7133805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133805 NON-EXPEDITED N US-
BAYER-200930238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
VAGINAL HAEMORRHAGE  
VOMITING  

7133809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133809 NON-EXPEDITED N US-
BAYER-200933917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CONFUSIONAL STATE  
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Detailed Report
7133811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133811 NON-EXPEDITED N US-
BAYER-200931626NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7133812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133812 NON-EXPEDITED N US-
BAYER-200933779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE  BAYER

7133816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133816 NON-EXPEDITED N US-
BAYER-200931402NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
METRORRHAGIA SUDAFED 12 HOUR C  
NASOPHARYNGITIS  

7133817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133817 NON-EXPEDITED N US-
BAYER-200932635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
CYSTITIS  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  
Vulvovaginal swelling  
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Detailed Report
7133819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133819 NON-EXPEDITED N US-
BAYER-200931480NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7133820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133820 NON-EXPEDITED N US-
BAYER-200933704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY  

7133822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133822 NON-EXPEDITED N US-
BAYER-200933831NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL HEADACHE  
WEIGHT INCREASED  
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Detailed Report
7133823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133823 NON-EXPEDITED N US-
BAYER-200931053NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE  BAYER
CRYING CYMBALTA C  
MENORRHAGIA LEVOTHRODINE C  
DYSMENORRHOEA CLONIDINE TRANSDERMAL

SYSTEM
C  

DOXEPIN HYDROCHLORIDE C  
LORAZEPAM C  

7133824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133824 NON-EXPEDITED N US-
BAYER-200931671NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PROCEDURAL PAIN  

7133826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133826 NON-EXPEDITED N US-
BAYER-200931612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7133827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133827 NON-EXPEDITED N US-
BAYER-200930989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE As used: 20 µG 15 MTH BAYER
FATIGUE  
VOMITING IN PREGNANCY  

7133828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133828 NON-EXPEDITED N US-
BAYER-200931630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7133829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133829 NON-EXPEDITED N US-
BAYER-200931068NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE  BAYER

7133830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133830 NON-EXPEDITED N US-
BAYER-200934086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7133831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133831 NON-EXPEDITED Y US-
BAYER-200934113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7133832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133832 NON-EXPEDITED N US-
BAYER-200931636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7133833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133833 NON-EXPEDITED Y US-
BAYER-200931489NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7133834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133834 NON-EXPEDITED N US-
BAYER-200933548NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
DYSPAREUNIA  
LOSS OF LIBIDO  

7133835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133835 NON-EXPEDITED N US-
BAYER-200933753NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7133836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7133836 NON-EXPEDITED N US-
BAYER-200933885NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 4 YR BAYER

7134228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7134228 EXPEDITED (15-DAY) N OT US-TEVA-039430 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
Maternal exposure during pregnancy  
VAGINAL HAEMORRHAGE  

7143163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7143163 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S  

7143363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2009 7143363 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE NA NA INTRA-UTERINE  BAYER
MOBILITY DECREASED  

7076687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7076687 NON-EXPEDITED Y US-
BAYER-200928825NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7107188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7107188 NON-EXPEDITED Y HO US-
BAYER-200931751NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER
ABDOMINAL PAIN LOWER ORAL CONTRACEPTIVE NOS C  
OVARIAN CYST IUD NOS C  

7134850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7134850 EXPEDITED (15-DAY) N OT AU-
BAYER-200932650GPV

42 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL CANDIDIASIS MIRENA S INTRAUTERINE 48 MTH BAYER
ENDOMETRIAL HYPERPLASIA YAZ S  BAYER

7134851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7134851 EXPEDITED (15-DAY) N OT US-
BAYER-200933665NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
MENORRHAGIA  
METRORRHAGIA  
MIGRAINE  
PROCEDURAL PAIN  
WEIGHT INCREASED  
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Detailed Report
7134872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7134872 NON-EXPEDITED N US-
BAYER-200928732NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APHTHOUS STOMATITIS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7134873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2009 7134873 NON-EXPEDITED N US-
BAYER-200930395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7052157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7052157 NON-EXPEDITED Y US-
BAYER-200923815NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
53 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136105 NON-EXPEDITED N US-
BAYER-200931778NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136106 NON-EXPEDITED N US-
BAYER-200932011NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7136107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136107 NON-EXPEDITED N US-
BAYER-200932000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136108 NON-EXPEDITED N US-
BAYER-200931997NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136109 NON-EXPEDITED N US-
BAYER-200931779NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7136110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136110 NON-EXPEDITED N US-
BAYER-200931992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  

7136111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136111 NON-EXPEDITED N US-
BAYER-200932016NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7136112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136112 NON-EXPEDITED N US-
BAYER-200931833NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136115 NON-EXPEDITED Y US-
BAYER-200932048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136116 NON-EXPEDITED N US-
BAYER-200932019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136118 NON-EXPEDITED N US-
BAYER-200931797NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S CONTINUOUS  BAYER
AMENORRHOEA  

7136119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136119 NON-EXPEDITED Y US-
BAYER-200932008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7136120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136120 NON-EXPEDITED N US-
BAYER-200932025NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136121 NON-EXPEDITED Y US-
BAYER-200931939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PAIN IN EXTREMITY  

7136122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136122 NON-EXPEDITED N US-
BAYER-200931989NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136123 NON-EXPEDITED N US-
BAYER-200932161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
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7136124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136124 NON-EXPEDITED N US-
BAYER-200931982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136125 NON-EXPEDITED N US-
BAYER-200932150NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN PROMETHAZINE C  
HEADACHE CAPTOPRIL C  
Medical device complication VITAMINS C  

7136126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136126 NON-EXPEDITED N US-
BAYER-200931987NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7136127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136127 NON-EXPEDITED Y US-
BAYER-200932202NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7136128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136128 NON-EXPEDITED N US-
BAYER-200932346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7136129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136129 NON-EXPEDITED Y US-
BAYER-200931932NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136130 NON-EXPEDITED N US-
BAYER-200931979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7136131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136131 NON-EXPEDITED N US-
BAYER-200931843NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7136132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136132 NON-EXPEDITED Y US-
BAYER-200931993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER
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Detailed Report
7136133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136133 NON-EXPEDITED Y US-
BAYER-200932274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7136134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136134 NON-EXPEDITED N US-
BAYER-200932007NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7136135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136135 NON-EXPEDITED Y US-
BAYER-200933968NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7136137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7136137 NON-EXPEDITED N US-
BAYER-200932273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7145045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2009 7145045 DIRECT N HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S  BAYER
DEVICE DISLOCATION  
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6836120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 6836120 NON-EXPEDITED Y US-
BAYER-200839963NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7070517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7070517 NON-EXPEDITED Y US-
BAYER-200927648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Device expulsion  

7136924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136924 NON-EXPEDITED N US-
BAYER-200931935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136925 NON-EXPEDITED N US-
BAYER-200932005NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HOT FLUSH  
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Detailed Report
7136926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136926 NON-EXPEDITED Y US-
BAYER-200922602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S 1 YR BAYER
Medical device complication  

7136927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136927 NON-EXPEDITED N US-
BAYER-200929257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORECTAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136929 NON-EXPEDITED N US-
BAYER-200929219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7136931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136931 NON-EXPEDITED N US-
BAYER-200932224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S CONTINUOUSLY  BAYER
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Detailed Report
7136933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136933 NON-EXPEDITED N US-
BAYER-200929217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE  BAYER
PENILE PAIN  

7136935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136935 NON-EXPEDITED Y US-
BAYER-200931999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

7136936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136936 NON-EXPEDITED N US-
BAYER-200932203NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7136938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136938 NON-EXPEDITED N US-
BAYER-200928887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Page: 3,110 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7136941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136941 NON-EXPEDITED N US-
BAYER-200932195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136942 NON-EXPEDITED N US-
BAYER-200932251NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7136943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136943 NON-EXPEDITED Y US-
BAYER-200932319NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 286 DAY BAYER

7136946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136946 NON-EXPEDITED Y US-
BAYER-200932205NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7136947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136947 NON-EXPEDITED Y US-
BAYER-200932924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER
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Detailed Report
7136948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136948 NON-EXPEDITED N US-
BAYER-200932260NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER

7136949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136949 NON-EXPEDITED Y US-
BAYER-200932345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE  BAYER

7136950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136950 NON-EXPEDITED N US-
BAYER-200932264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136951 NON-EXPEDITED N US-
BAYER-200932199NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER

7136953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136953 NON-EXPEDITED Y US-
BAYER-200932411NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 154 DAY BAYER
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Detailed Report
7136954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136954 NON-EXPEDITED N US-
BAYER-200932316NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7136956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136956 NON-EXPEDITED N US-
BAYER-200932204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136957 NON-EXPEDITED N US-
BAYER-200932341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136958 NON-EXPEDITED Y US-
BAYER-200932227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

7136959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136959 NON-EXPEDITED Y US-
BAYER-200932175NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7136962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136962 NON-EXPEDITED Y US-
BAYER-200932253NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7136964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136964 NON-EXPEDITED Y US-
BAYER-200932269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7136965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 7136965 NON-EXPEDITED Y US-
BAYER-200932196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

6819318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 6819318 NON-EXPEDITED N US-
BAYER-200836251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
COITAL BLEEDING  
Device expulsion  
NAUSEA  
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Detailed Report
6948268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 6948268 NON-EXPEDITED N OT US-
BAYER-200915410NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  

7008597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7008597 NON-EXPEDITED N OT US-
BAYER-200921605NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7059415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7059415 NON-EXPEDITED N OT US-
BAYER-200927000NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

Device expulsion  

7071603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7071603 NON-EXPEDITED Y US-
BAYER-200928359NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7072676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7072676 NON-EXPEDITED N OT US-
BAYER-200928700NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7080518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7080518 NON-EXPEDITED N OT US-
BAYER-200929089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 42 MTH BAYER
VAGINAL HAEMORRHAGE  

7081910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7081910 NON-EXPEDITED N US-
BAYER-200929238NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7086496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7086496 NON-EXPEDITED N US-
BAYER-200929571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
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Detailed Report
7113601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7113601 EXPEDITED (15-DAY) N OT US-
BAYER-200932302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
FEELING ABNORMAL  
NAUSEA  

7113685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7113685 NON-EXPEDITED Y US-
BAYER-200929760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139397 NON-EXPEDITED N US-
BAYER-200928851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE COTNINUOUS 1 MTH BAYER
DIZZINESS  

7139401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139401 NON-EXPEDITED N US-
BAYER-200928847NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7139403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139403 NON-EXPEDITED N US-
BAYER-200928850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139406 NON-EXPEDITED N US-
BAYER-200932357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139407 NON-EXPEDITED Y US-
BAYER-200932277NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

7139408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139408 NON-EXPEDITED Y US-
BAYER-200928750NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
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7139409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139409 NON-EXPEDITED N US-
BAYER-200932407NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
MEDICAL DEVICE PAIN  

7139410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139410 NON-EXPEDITED N US-
BAYER-200932006NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7139411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139411 NON-EXPEDITED Y US-
BAYER-200932416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139415 NON-EXPEDITED N US-
BAYER-200932344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7139416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139416 NON-EXPEDITED N US-
BAYER-200932446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS FOR

OVER A YEAR
 BAYER

7139417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139417 NON-EXPEDITED N US-
BAYER-200932448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139418 NON-EXPEDITED N US-
BAYER-200932333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7139419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139419 NON-EXPEDITED Y US-
BAYER-200932279NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139420 NON-EXPEDITED N US-
BAYER-200932090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 84 DAY BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7139421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139421 NON-EXPEDITED Y US-
BAYER-200932386NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7139422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139422 NON-EXPEDITED Y US-
BAYER-200932040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139423 NON-EXPEDITED Y US-
BAYER-200932450NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 287 DAY BAYER

7139428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139428 NON-EXPEDITED Y US-
BAYER-200932359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7139429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139429 NON-EXPEDITED N US-
BAYER-200932327NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7139430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139430 NON-EXPEDITED Y US-
BAYER-200932455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139432 NON-EXPEDITED N US-
BAYER-200932322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7139435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139435 NON-EXPEDITED N US-
BAYER-200932338NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

SYNTHROID C  

7139436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139436 NON-EXPEDITED N US-
BAYER-200932335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS  

7139438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139438 NON-EXPEDITED Y US-
BAYER-200932667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 159 DAY BAYER
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Detailed Report
7139439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139439 NON-EXPEDITED Y US-
BAYER-200932687NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 129 DAY BAYER

7139440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139440 NON-EXPEDITED Y US-
BAYER-200932647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139441 NON-EXPEDITED N US-
BAYER-200932697NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7139443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139443 NON-EXPEDITED Y US-
BAYER-200932654NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7139444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139444 NON-EXPEDITED N US-
BAYER-200932683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7139445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139445 NON-EXPEDITED Y US-
BAYER-200932744NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139446 NON-EXPEDITED N US-
BAYER-200933586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7139447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139447 NON-EXPEDITED Y US-
BAYER-200932532NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7139448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139448 NON-EXPEDITED Y US-
BAYER-200931904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 416 DAY BAYER

7139449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139449 NON-EXPEDITED N US-
BAYER-200932520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7139450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139450 NON-EXPEDITED N US-
BAYER-200933387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7139452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139452 NON-EXPEDITED N US-
BAYER-200932648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139455 NON-EXPEDITED Y US-
BAYER-200932587NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 MTH BAYER

7139456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139456 NON-EXPEDITED N US-
BAYER-200932591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7139457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139457 NON-EXPEDITED Y US-
BAYER-200932524NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

Page: 3,125 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7139459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139459 NON-EXPEDITED N US-
BAYER-200932466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139460 NON-EXPEDITED N US-
BAYER-200932656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

7139462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139462 NON-EXPEDITED N US-
BAYER-200932689NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7139464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139464 NON-EXPEDITED N US-
BAYER-200932542NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
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Detailed Report
7139484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139484 NON-EXPEDITED Y OT US-
BAYER-200934670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7139485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139485 EXPEDITED (15-DAY) N OT US-
BAYER-200934035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
CHOLECYSTECTOMY  

7139489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139489 EXPEDITED (15-DAY) Y HO IE-
BAYER-200933210GPV

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VASCULITIS MIRENA S INTRAUTERINE  BAYER

7139490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139490 NON-EXPEDITED N OT US-
BAYER-200934492NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE As used: 20 µG 62 DAY BAYER
PENILE PAIN MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7139491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139491 EXPEDITED (15-DAY) N OT DE-
BAYER-200933367GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEOPLASM MIRENA S INTRAUTERINE  BAYER
CYST  
DEPRESSION  

7139496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2009 7139496 NON-EXPEDITED Y OT US-
BAYER-200934554NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
UTERINE RUPTURE  

7070136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7070136 NON-EXPEDITED N US-
BAYER-200928031NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7070522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7070522 NON-EXPEDITED Y US-
BAYER-200927854NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 25 MTH BAYER
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Detailed Report
7072862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7072862 NON-EXPEDITED Y US-
BAYER-200928032NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 698 DAY BAYER
Device expulsion PROZAC C ORAL Total daily dose: 20 MG 50 DAY

TRILEPTAL C ORAL Total daily dose: 300
MG

2 MTH

7136969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7136969 NON-EXPEDITED Y OT US-
BAYER-200932056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SUPRAPUBIC PAIN  
UTERINE CERVICAL PAIN  
VAGINAL DISCHARGE  

7140136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140136 NON-EXPEDITED N US-
BAYER-200929306NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7140137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140137 NON-EXPEDITED N US-
BAYER-200928264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7140138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140138 NON-EXPEDITED N US-
BAYER-200929500NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7140139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140139 NON-EXPEDITED N US-
BAYER-200929146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

7140141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140141 NON-EXPEDITED N US-
BAYER-200929230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7140145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140145 NON-EXPEDITED N US-
BAYER-200929834NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA FLEXERIL C  
VOMITING VICODIN C  
Medical device complication NEMBUTAL SODIUM C  
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7140148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140148 NON-EXPEDITED Y US-
BAYER-200933871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7140150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140150 NON-EXPEDITED N US-
BAYER-200929298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NIGHT SWEATS  
PYREXIA  

7140151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140151 NON-EXPEDITED N US-
BAYER-200929509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
VOMITING  

7140152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7140152 NON-EXPEDITED Y US-
BAYER-200933873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7141250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7141250 EXPEDITED (15-DAY) N OT BR-TEVA-211104ISR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
Maternal exposure during pregnancy  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7141307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7141307 EXPEDITED (15-DAY) Y LT,OT NL-WYE-G04549409 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METASTASIS EFFEXOR XR S  WYETH
NEUROENDOCRINE TUMOUR ETHINYL ESTRADIOL

\LEVONORGESTREL
S unk  WYETH

METASTASES TO LIVER  

7149041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7149041 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE LYBREL S ORAL 1 PILL 1 PER DAY PO  WYETH
ALOPECIA  

7614281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2009 7614281 DIRECT N DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE IUD DEVICE CHANGED

EVERY 5 YR
 

MIGRAINE  
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6774077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 6774077 NON-EXPEDITED N US-
BAYER-200829907NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 UG/DAY
CONTINUOUS

7 MTH BAYER

ABDOMINAL DISTENSION  
FATIGUE  
FEELING ABNORMAL  
MOOD ALTERED  
WEIGHT INCREASED  

6980504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 6980504 NON-EXPEDITED N HO,OT US-
BAYER-200919091NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 100 DAY BAYER

6993227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 6993227 NON-EXPEDITED Y HO US-
BAYER-200920360NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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6996577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 6996577 NON-EXPEDITED Y OT US-
BAYER-200920689NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 591 DAY BAYER
ACNE  
IRRITABILITY  
VAGINAL HAEMORRHAGE  

7049317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7049317 NON-EXPEDITED Y OT US-
BAYER-200917522NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
90 DAY BAYER

Medical device complication SERTRALINE HYDROCHLORIDE C ORAL  
PROCEDURAL PAIN  
SYNCOPE  

7053570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7053570 NON-EXPEDITED Y HO US-
BAYER-200926152NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER
ABDOMINAL PAIN LOWER AMPHETAMINE ASPARTATE AND

AMPHETAMINE SULFATE AND
DEXTROAMPHETAMINE
SACCHARATE AND
DEXTROAMPHETAMINE

C ORAL Unit dose: 5 MG  

Medical device complication ZOLPIDEM C ORAL  
MUSCLE TWITCHING  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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7059416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7059416 NON-EXPEDITED Y OT US-
BAYER-200927362NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7062471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7062471 NON-EXPEDITED N US-
BAYER-200924768NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
MENORRHAGIA LEVOTHROID C  
Medical device complication  

7064003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7064003 NON-EXPEDITED N OT US-
BAYER-200927587NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 380 DAY BAYER

7068591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7068591 NON-EXPEDITED N OT US-
BAYER-200928130NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Device expulsion  
FEELING ABNORMAL  
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7069937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7069937 NON-EXPEDITED N OT US-
BAYER-200928541NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7072669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7072669 NON-EXPEDITED N OT US-
BAYER-200928538NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
PAIN  

7081791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7081791 NON-EXPEDITED Y OT US-
BAYER-200929267NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7109754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7109754 NON-EXPEDITED N OT US-
BAYER-200932054NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7113725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7113725 NON-EXPEDITED Y US-
BAYER-200930310NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 421 DAY BAYER
DYSMENORRHOEA  
MENSTRUAL DISORDER  

7124555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7124555 NON-EXPEDITED Y US-
BAYER-200932299NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  

7141929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141929 NON-EXPEDITED N US-
BAYER-200929151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141931 NON-EXPEDITED N US-
BAYER-200929502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

THYROID MEDICINE NOS C DOSE INCREASED  
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7141932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141932 NON-EXPEDITED N US-
BAYER-200929510NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER
NAUSEA AMBIEN C  
AMENORRHOEA  

7141933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141933 NON-EXPEDITED N US-
BAYER-200929163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

ORAL CONTRACEPTIVE NOS C  

7141934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141934 NON-EXPEDITED N US-
BAYER-200929384NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE VALIUM C  
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7141935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141935 NON-EXPEDITED N US-
BAYER-200929377NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
NO ADVERSE EVENT  
VAGINISMUS  

7141936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141936 NON-EXPEDITED N US-
BAYER-200929149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141946 NON-EXPEDITED N US-
BAYER-200929422NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FURUNCLE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
Medical device complication  
MENORRHAGIA  

7141947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141947 NON-EXPEDITED N US-
BAYER-200929256NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7141948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141948 NON-EXPEDITED Y US-
BAYER-200930149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141950 NON-EXPEDITED N US-
BAYER-200921525NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

OTC SUPPLEMENTS C  
ASCORBIC ACID C  

7141953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141953 NON-EXPEDITED N US-
BAYER-200930234NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER

7141956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141956 NON-EXPEDITED N US-
BAYER-200930031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NIPPLE PAIN  
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7141957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141957 NON-EXPEDITED N US-
BAYER-200929628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7141958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141958 NON-EXPEDITED N US-
BAYER-200930027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7141959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141959 NON-EXPEDITED N US-
BAYER-200930091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PYREXIA  

7141961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141961 NON-EXPEDITED N US-
BAYER-200930132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7141962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141962 NON-EXPEDITED N US-
BAYER-200930155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS LAMICTAL C  

7141965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141965 NON-EXPEDITED N US-
BAYER-200929983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141966 NON-EXPEDITED Y US-
BAYER-200930033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1201 DAY BAYER

7141967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141967 NON-EXPEDITED N US-
BAYER-200930401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141968 NON-EXPEDITED N US-
BAYER-200930240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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7141969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141969 NON-EXPEDITED N US-
BAYER-200930172NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
GALACTORRHOEA  
MOOD SWINGS  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  

7141970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141970 NON-EXPEDITED N US-
BAYER-200929626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST ATROPHY  

7141971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141971 NON-EXPEDITED N US-
BAYER-200930416NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
HOT FLUSH  
NIGHT SWEATS  
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Detailed Report
7141972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141972 NON-EXPEDITED N US-
BAYER-200930792NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS 12 MTH BAYER
ABDOMINAL PAIN  
BACK PAIN  
DYSPAREUNIA  
MENORRHAGIA  
MOOD SWINGS  
RASH MACULAR  
WEIGHT INCREASED  

7141974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141974 NON-EXPEDITED N US-
BAYER-200930429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7141975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141975 NON-EXPEDITED N US-
BAYER-200929892NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction CLIMARA PRO S 0.045/0.015MG/DAY  BAYER
RASH IBUPROFEN C  
PRURITUS LORATADINE C  
EYE SWELLING  
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7141976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141976 NON-EXPEDITED N US-
BAYER-200930480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  

7141977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141977 NON-EXPEDITED Y US-
BAYER-200930686NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  

7141980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141980 NON-EXPEDITED N US-
BAYER-200930626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUS DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7141982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141982 NON-EXPEDITED Y US-
BAYER-200930585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7141985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141985 NON-EXPEDITED N US-
BAYER-200930629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7141986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141986 NON-EXPEDITED N US-
BAYER-200930659NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7141987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141987 NON-EXPEDITED N US-
BAYER-200930691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141988 NON-EXPEDITED N US-
BAYER-200930472NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL DISTENSION  
AFFECT LABILITY  
AMENORRHOEA  
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Detailed Report
7141989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141989 NON-EXPEDITED N US-
BAYER-200930474NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
EMOTIONAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
AFFECT LABILITY  
AMENORRHOEA  

7141992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141992 NON-EXPEDITED N US-
BAYER-200930406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141994 NON-EXPEDITED N US-
BAYER-200930770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINYUOUS 5 YR BAYER

7141999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7141999 NON-EXPEDITED N US-
BAYER-200930685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7142000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142000 NON-EXPEDITED Y US-
BAYER-200932570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7142005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142005 NON-EXPEDITED N US-
BAYER-200932572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7142007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142007 NON-EXPEDITED N US-
BAYER-200931178NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE PRENATABS FA C  
PROCEDURAL PAIN  

7142011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142011 NON-EXPEDITED N US-
BAYER-200931152NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7142012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142012 NON-EXPEDITED Y US-
BAYER-200932531NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7142015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142015 NON-EXPEDITED N US-
BAYER-200931416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7142016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142016 NON-EXPEDITED N US-
BAYER-200932530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7142018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142018 NON-EXPEDITED N US-
BAYER-200931103NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
NAUSEA  
VOMITING  

7142020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142020 NON-EXPEDITED N US-
BAYER-200931296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7142021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142021 NON-EXPEDITED N US-
BAYER-200932412NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7142023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142023 NON-EXPEDITED N US-
BAYER-200932680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7142025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142025 NON-EXPEDITED N US-
BAYER-200932461NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE  BAYER
GONORRHOEA  
PELVIC PAIN  
PURULENT DISCHARGE  
PYREXIA  

7142027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142027 NON-EXPEDITED N US-
BAYER-200930860NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7142037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7142037 NON-EXPEDITED N OT US-
BAYER-200934568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7150736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2009 7150736 DIRECT N HO,OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 5 DAY BAYER

6898225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 6898225 NON-EXPEDITED N US-
BAYER-200910951NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 411 DAY BAYER
MALAISE CELEXA C  
MENSTRUATION DELAYED  
NAUSEA  

7143436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 7143436 NON-EXPEDITED N HO US-
BAYER-200934795NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7143437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 7143437 EXPEDITED (15-DAY) N HO US-
BAYER-200934502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE ABSCESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHILLS  
COMPUTERISED TOMOGRAM ABNORMAL  
PELVIC PAIN  
PYREXIA  
UTERINE RUPTURE  

7143488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 7143488 NON-EXPEDITED N US-
BAYER-200929242NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEEDING DISORDER OF INFANCY OR EARLY
CHILDHOOD

MIRENA S  BAYER

7143489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 7143489 NON-EXPEDITED N US-
BAYER-200930118NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

HOT FLUSH  
HYPERHIDROSIS  
HYPERSOMNIA  
INSOMNIA  
IRRITABILITY  
NAUSEA  
VASODILATATION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7150428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2009 7150428 DIRECT Y DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

6784607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 6784607 NON-EXPEDITED US-
BAYER-200834670NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7056129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7056129 EXPEDITED (15-DAY) N HO DE-
BAYER-200925478GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE  BAYER
SPEECH DISORDER MIRENA S INTRAUTERINE 1970 DAY BAYER
ARTERY DISSECTION  
CAROTID ARTERY OCCLUSION  
PARAESTHESIA  

7091231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7091231 NON-EXPEDITED N US-
BAYER-200927986NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 4 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7139479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7139479 EXPEDITED (15-DAY) N OT CA-
BAYER-200934005NA

32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
ABNORMAL SENSATION IN EYE  
Hypoaesthesia  

7139486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7139486 EXPEDITED (15-DAY) N GB-
BAYER-200933614GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE  BAYER
INFECTION  
PAIN  

7144535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144535 EXPEDITED (15-DAY) Y OT UY-
BAYER-200921445LA

38 YR Female URY

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATOSPLENOMEGALY MIRENA S INTRAUTERINE Unit dose: 52 MG  BAYER

7144554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144554 NON-EXPEDITED N OT US-
BAYER-200934740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144571 NON-EXPEDITED N HO US-
BAYER-200934886NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FAMILIAL HEMIPLEGIC MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
APHASIA  
BLINDNESS  
PARALYSIS  

7144710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144710 NON-EXPEDITED N US-
BAYER-200930028NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7144713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144713 NON-EXPEDITED N US-
BAYER-200929624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Medical device complication  

7144718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144718 NON-EXPEDITED N US-
BAYER-200929164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144719 NON-EXPEDITED N US-
BAYER-200930025NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

NAUSEA ORAL CONTRACEPTIVES NOS C  
ALOPECIA  
GENITAL PAIN  
Medical device complication  

7144723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144723 NON-EXPEDITED N US-
BAYER-200931286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PROCEDURAL COMPLICATION  

7144724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144724 NON-EXPEDITED N US-
BAYER-200930688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HOT FLUSH  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144726 NON-EXPEDITED N US-
BAYER-200930404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA LEVLEN S  BAYER

LEVORA C FEELS BLOATED AND
JUST AWFUL AND
GETS PERIOD FOR A
FEW DAYS

 

7144729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144729 NON-EXPEDITED Y US-
BAYER-200931291NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144731 NON-EXPEDITED N US-
BAYER-200931236NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGITATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

LEVOXYL C  

7144740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144740 NON-EXPEDITED Y US-
BAYER-200930799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144741 NON-EXPEDITED N US-
BAYER-200930684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144742 NON-EXPEDITED N US-
BAYER-200931294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144743 NON-EXPEDITED N US-
BAYER-200931180NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE MISOPROSTOL C 2 PILLS GIVEN THE

NIGHT BEFORE
REMOVAL OF MIRENA

 

AMENORRHOEA LIDOCAINE C  

7144744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144744 NON-EXPEDITED N US-
BAYER-200930121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

SENSATION OF PRESSURE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144746 NON-EXPEDITED N US-
BAYER-200930662NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN CYMBALTA C DAILY  
PROCEDURAL PAIN PRENATABS FA C  

7144747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144747 NON-EXPEDITED N US-
BAYER-200930569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE MIRENA REPLACED

AFTER 5 YEARS.
CANNOT RECALL IF IT
WAS 2006 OR 2007.

 BAYER

NAUSEA MIRENA S UNKNOWN SECOND MIRENA
PLACED IN (2006 OR
2007)

 BAYER

BREAST PAIN  

7144748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144748 NON-EXPEDITED N US-
BAYER-200931284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA  
BREAST PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7144750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144750 NON-EXPEDITED N US-
BAYER-200930352NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144751 NON-EXPEDITED N US-
BAYER-200930772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

7144752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144752 NON-EXPEDITED N US-
BAYER-200931305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINITIS BACTERIAL IBUPROFEN C  
VAGINAL ODOUR ACETAMINOPHEN C  
VAGINAL DISCHARGE  

7144756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144756 NON-EXPEDITED Y US-
BAYER-200930788NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN COMBIRX C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7144757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144757 NON-EXPEDITED Y US-
BAYER-200931234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144759 NON-EXPEDITED N US-
BAYER-200932394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

7144763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144763 NON-EXPEDITED N US-
BAYER-200931326NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BLOOD PRESSURE INCREASED  
FEELING HOT  
VOMITING  
WEIGHT INCREASED  

7144764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144764 NON-EXPEDITED N US-
BAYER-200931417NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144766 NON-EXPEDITED N US-
BAYER-200931358NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
HYPOMENORRHOEA  
MIGRAINE  
MUSCULOSKELETAL PAIN  
NAUSEA  
VOMITING  

7144767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144767 NON-EXPEDITED Y US-
BAYER-200932820NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

7144768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144768 NON-EXPEDITED Y US-
BAYER-200932535NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7144769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144769 NON-EXPEDITED Y US-
BAYER-200931361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7144770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144770 NON-EXPEDITED N US-
BAYER-200931378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OBESITY  

7144771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144771 NON-EXPEDITED N US-
BAYER-200932786NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7144772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144772 NON-EXPEDITED Y US-
BAYER-200932782NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER
ABDOMINAL PAIN LOWER  
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7144774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144774 NON-EXPEDITED N US-
BAYER-200931523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144776 NON-EXPEDITED N US-
BAYER-200932824NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  

7144780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144780 NON-EXPEDITED Y US-
BAYER-200932539NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144786 NON-EXPEDITED Y US-
BAYER-200932854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144787 NON-EXPEDITED N US-
BAYER-200932816NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7144788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144788 NON-EXPEDITED N US-
BAYER-200932849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7144789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144789 NON-EXPEDITED Y US-
BAYER-200931401NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER

7144790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144790 NON-EXPEDITED Y US-
BAYER-200931377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7144793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144793 NON-EXPEDITED N US-
BAYER-200931329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  
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7144794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144794 NON-EXPEDITED N US-
BAYER-200932840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144795 NON-EXPEDITED N US-
BAYER-200932845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144796 NON-EXPEDITED Y US-
BAYER-200932892NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7144798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144798 NON-EXPEDITED N US-
BAYER-200933140NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUAL DYSFUNCTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7144799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144799 NON-EXPEDITED N US-
BAYER-200932861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7144800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144800 NON-EXPEDITED N US-
BAYER-200932963NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7144801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144801 NON-EXPEDITED Y US-
BAYER-200933110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144802 NON-EXPEDITED N US-
BAYER-200932835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
BACK PAIN  
MENORRHAGIA  

7144803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144803 NON-EXPEDITED N US-
BAYER-200932830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

Page: 3,167 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7144804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144804 NON-EXPEDITED Y US-
BAYER-200932855NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER
PAIN  

7144805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144805 NON-EXPEDITED Y US-
BAYER-200933870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 114 DAY BAYER

7144806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144806 NON-EXPEDITED N US-
BAYER-200932878NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 82 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144807 NON-EXPEDITED N US-
BAYER-200932973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

MIRENA S INTRAUTERINE  BAYER
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7144808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7144808 NON-EXPEDITED N US-
BAYER-200933141NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7151734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7151734 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 5YR IUD  
ACNE  
ANGER  
BACK PAIN  
BREAST TENDERNESS  
CRYING  
DEPRESSION  
IMPAIRED WORK ABILITY  
METRORRHAGIA  
MOOD ALTERED  
MUSCLE SPASMS  
RASH  
SINUS DISORDER  
WEIGHT INCREASED  
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7603326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2009 7603326 EXPEDITED (15-DAY) N LT,OT SE-
BAYER-200925167GPV

46 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  BAYER
COLITIS ULCERATIVE YASMIN S  
LIMB DISCOMFORT YASMIN S 14 MTH
PULMONARY EMBOLISM DROSPIRENONE\ETHINYL

ESTRADIOL
S 24 MTH

DYSPNOEA METRONIDAZOLE C VAGINAL 7.500 MG/G 40 G 1*1  
ACNE  
AMENORRHOEA  

6916633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 6916633 NON-EXPEDITED N US-
BAYER-200911868NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
FATIGUE  
FLUSHING  
FORMICATION  
INSOMNIA  
LIBIDO DECREASED  
NIGHT SWEATS  
URTICARIA  
VULVOVAGINAL BURNING SENSATION  
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7048429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7048429 NON-EXPEDITED Y US-
BAYER-200923640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7050726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7050726 NON-EXPEDITED N US-
BAYER-200919640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
MENORRHAGIA  

7067374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7067374 NON-EXPEDITED N US-
BAYER-200927586NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7081854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7081854 NON-EXPEDITED N US-
BAYER-200920792NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE ALBUTEROL C  
HERPES VIRUS INFECTION LOESTRIN 24 FE C  
ACNE  
DRY SKIN  
HAEMORRHAGE  
HYPERSENSITIVITY  
INFECTION  
LETHARGY  
VAGINAL DISCHARGE  
VAGINAL LESION  

7081909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7081909 NON-EXPEDITED N US-
BAYER-200928973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7095384 NON-EXPEDITED N US-
BAYER-200930424NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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7097021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7097021 NON-EXPEDITED N OT US-
BAYER-200930461NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 5 YR BAYER
ABORTION SPONTANEOUS  

7101349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7101349 NON-EXPEDITED N OT US-
BAYER-200930916NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 123 DAY BAYER
PELVIC PAIN  
PROCEDURAL PAIN  

7107360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7107360 NON-EXPEDITED N US-
BAYER-200929544NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7109685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7109685 NON-EXPEDITED N US-
BAYER-200931430NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
7109692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7109692 NON-EXPEDITED Y US-
BAYER-200930001NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7111271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7111271 NON-EXPEDITED N US-
BAYER-200931428NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7113596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7113596 NON-EXPEDITED Y OT US-
BAYER-200932236NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 631 DAY BAYER
Medical device complication  

7114875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7114875 NON-EXPEDITED N OT US-
BAYER-200932305NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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7123553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7123553 EXPEDITED (15-DAY) Y CA,OT DK-
BAYER-200932280GPV

< 1 DAY Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GROWTH RETARDATION MIRENA S UNKNOWN  BAYER
ATRIAL SEPTAL DEFECT  
FAILURE TO THRIVE  
Foetal growth restriction  
GROSS MOTOR DELAY  
PREMATURE BABY  
SMALL FOR DATES BABY  

7132518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7132518 NON-EXPEDITED Y US-
BAYER-200923298NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7139424 NON-EXPEDITED N US-
BAYER-200932118NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
HEADACHE  
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7146107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146107 EXPEDITED (15-DAY) N HO US-TEVA-211415USA < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY PLAN B S TRANSPLACENTAL  DURAMED
SMALL FOR DATES BABY  

7146533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146533 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200914044GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 2 YR BAYER
ABORTION INFECTED  
AMENORRHOEA  
CHORIOAMNIONITIS  
MENSTRUATION IRREGULAR  

7146536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146536 NON-EXPEDITED N US-
BAYER-200930555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7146541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146541 NON-EXPEDITED N US-
BAYER-200927824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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7146542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146542 NON-EXPEDITED N US-
BAYER-200931319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146546 NON-EXPEDITED N US-
BAYER-200932928NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7146548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146548 NON-EXPEDITED N US-
BAYER-200930426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7146551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146551 NON-EXPEDITED N US-
BAYER-200932714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146552 NON-EXPEDITED Y US-
BAYER-200932893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE Total daily dose: 20 µG  BAYER
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7146553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146553 NON-EXPEDITED N US-
BAYER-200931506NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  

7146554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146554 NON-EXPEDITED N US-
BAYER-200932940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER

7146555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146555 NON-EXPEDITED N US-
BAYER-200931504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7146556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146556 NON-EXPEDITED N US-
BAYER-200932956NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUSLY  BAYER
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7146558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146558 NON-EXPEDITED N US-
BAYER-200931507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHILLS  
FEELING ABNORMAL  
INSOMNIA  

7146559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146559 NON-EXPEDITED N US-
BAYER-200932922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146561 NON-EXPEDITED N US-
BAYER-200931501NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
CHILLS  
RASH  

7146562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146562 NON-EXPEDITED N US-
BAYER-200932985NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER
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7146563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146563 NON-EXPEDITED N US-
BAYER-200932663NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ADNEXA UTERI PAIN  
COMPLICATION OF DEVICE INSERTION  

7146564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146564 NON-EXPEDITED N US-
BAYER-200932759NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING COLD  
HOT FLUSH  

7146565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146565 NON-EXPEDITED N US-
BAYER-200931508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7146566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146566 NON-EXPEDITED N US-
BAYER-200931520NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
7146569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146569 NON-EXPEDITED N US-
BAYER-200933142NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ADVERSE EVENT  
BACK PAIN  
VAGINAL HAEMORRHAGE  

7146571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146571 NON-EXPEDITED Y US-
BAYER-200933137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146572 NON-EXPEDITED Y US-
BAYER-200933080NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146573 NON-EXPEDITED Y US-
BAYER-200933264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7146574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146574 NON-EXPEDITED Y US-
BAYER-200933225NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER

7146575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146575 NON-EXPEDITED N US-
BAYER-200933070NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

7146576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146576 NON-EXPEDITED Y US-
BAYER-200933162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146577 NON-EXPEDITED N US-
BAYER-200933155NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146579 NON-EXPEDITED N US-
BAYER-200933113NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 178 DAY BAYER
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Detailed Report
7146580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146580 NON-EXPEDITED Y US-
BAYER-200933150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7146581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146581 NON-EXPEDITED N US-
BAYER-200933031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  

7146582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146582 NON-EXPEDITED Y US-
BAYER-200933167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7146583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146583 NON-EXPEDITED Y US-
BAYER-200933030NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7146584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146584 NON-EXPEDITED N US-
BAYER-200933082NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7146585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146585 NON-EXPEDITED N US-
BAYER-200933201NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7146586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146586 NON-EXPEDITED N US-
BAYER-200933074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 61 DAY BAYER

7146587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146587 NON-EXPEDITED N US-
BAYER-200933147NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7146588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146588 NON-EXPEDITED Y US-
BAYER-200933079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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7146591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146591 NON-EXPEDITED Y US-
BAYER-200933208NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED  

7146592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146592 NON-EXPEDITED N US-
BAYER-200933383NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146593 NON-EXPEDITED Y US-
BAYER-200933075NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER
VAGINAL HAEMORRHAGE  

7146594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146594 NON-EXPEDITED N US-
BAYER-200933234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE INSERTION IN JUL OR

AUG 2009
CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7146595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146595 NON-EXPEDITED Y US-
BAYER-200933394NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146596 NON-EXPEDITED Y US-
BAYER-200933220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146597 NON-EXPEDITED N US-
BAYER-200933073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7146598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146598 NON-EXPEDITED N US-
BAYER-200933319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146600 NON-EXPEDITED N US-
BAYER-200933151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7146603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146603 NON-EXPEDITED N US-
BAYER-200933316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER
VAGINAL HAEMORRHAGE  

7146604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146604 NON-EXPEDITED N US-
BAYER-200933279NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146606 NON-EXPEDITED Y US-
BAYER-200933746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146608 NON-EXPEDITED N US-
BAYER-200933471NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE PAIN MEDICINES NOS C  
Medical device complication  
SUPPRESSED LACTATION  
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Detailed Report
7146609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146609 NON-EXPEDITED N US-
BAYER-200933433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
BACK PAIN  
MOOD ALTERED  
WEIGHT INCREASED  

7146610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146610 NON-EXPEDITED N US-
BAYER-200933339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146612 NON-EXPEDITED Y US-
BAYER-200933277NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7146613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146613 NON-EXPEDITED Y US-
BAYER-200933386NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7146614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146614 NON-EXPEDITED N US-
BAYER-200933341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7146616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146616 NON-EXPEDITED N US-
BAYER-200933448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146617 NON-EXPEDITED Y US-
BAYER-200933473NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER

7146618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146618 NON-EXPEDITED Y US-
BAYER-200933322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146620 NON-EXPEDITED Y US-
BAYER-200933436NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7146621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146621 NON-EXPEDITED Y US-
BAYER-200933381NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7146626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146626 NON-EXPEDITED N OT US-
BAYER-200934943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146627 NON-EXPEDITED N HO US-
BAYER-200935077NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
PAIN  
PYREXIA  

7146628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146628 NON-EXPEDITED N OT US-
BAYER-200934968NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 22 MTH BAYER
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Detailed Report
7146629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146629 NON-EXPEDITED N US-
BAYER-200935398NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD POTASSIUM INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE CYSTIC  

7146630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146630 NON-EXPEDITED N OT US-
BAYER-200935181NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7146635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146635 EXPEDITED (15-DAY) N HO US-
BAYER-200935274NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7146638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146638 NON-EXPEDITED Y OT US-
BAYER-200934903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

Page: 3,191 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7146640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2009 7146640 NON-EXPEDITED N OT US-
BAYER-200934743NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7147282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147282 NON-EXPEDITED N US-
BAYER-200931512NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7147285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147285 NON-EXPEDITED N US-
BAYER-200923322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7147287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147287 NON-EXPEDITED N US-
BAYER-200931511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147288 NON-EXPEDITED N US-
BAYER-200931410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 69 MTH BAYER
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Detailed Report
7147291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147291 NON-EXPEDITED N US-
BAYER-200931562NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
CONFUSIONAL STATE  
WEIGHT INCREASED  

7147292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147292 NON-EXPEDITED N US-
BAYER-200931565NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147293 NON-EXPEDITED N US-
BAYER-200931588NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 67 DAY BAYER
VAGINAL HAEMORRHAGE ZOLOFT C  

ASPIRIN C  

7147295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147295 NON-EXPEDITED N US-
BAYER-200931601NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7147296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147296 NON-EXPEDITED N US-
BAYER-200931632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7147297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147297 NON-EXPEDITED N US-
BAYER-200931569NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147298 NON-EXPEDITED N US-
BAYER-200931676NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7147299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147299 NON-EXPEDITED N US-
BAYER-200931599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  
DEPRESSION  

7147300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147300 NON-EXPEDITED N US-
BAYER-200931655NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7147302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147302 NON-EXPEDITED Y US-
BAYER-200931641NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147303 NON-EXPEDITED N US-
BAYER-200931634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
FLATULENCE  
VAGINAL HAEMORRHAGE  

7147304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147304 NON-EXPEDITED N US-
BAYER-200931624NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHEST PAIN  
FATIGUE  
IRRITABILITY  
LIBIDO DECREASED  
PALPITATIONS  
PROCEDURAL PAIN  
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Detailed Report
7147305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147305 NON-EXPEDITED N US-
BAYER-200931618NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7147306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147306 NON-EXPEDITED N US-
BAYER-200931590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147308 NON-EXPEDITED N US-
BAYER-200931653NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

PROCARDIA C  

7147309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147309 NON-EXPEDITED N US-
BAYER-200931585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
HEADACHE  
MIGRAINE  
NECK PAIN  
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Detailed Report
7147310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147310 NON-EXPEDITED N US-
BAYER-200931589NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7147311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147311 NON-EXPEDITED N US-
BAYER-200931815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147312 NON-EXPEDITED N US-
BAYER-200931720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7147313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147313 NON-EXPEDITED N US-
BAYER-200931838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147314 NON-EXPEDITED N US-
BAYER-200931628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7147316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147316 NON-EXPEDITED N US-
BAYER-200931746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7147922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2009 7147922 EXPEDITED (15-DAY) Y OT PHBS2005BR12056 44 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY DIOVAN S ORAL 80 mg, QD  
HAEMORRHAGE DIOVAN S ORAL Half 160 mg tablet, QD  
REBOUND EFFECT ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

DYSPEPSIA CAPTOPRIL C ORAL UNK, PRN  
DYSPNOEA OMEPRAZOLE C ORAL 1 DF, QD  
HYPERTENSION HYDROCHLOROTHIAZIDE C ORAL UNK, PRN  
HYPOTENSION CLONAZEPAM C ORAL half a 2 mg tablet, PRN  
PARAESTHESIA POLARAMINE C  
ASTHENIA  
BLOOD PRESSURE INADEQUATELY
CONTROLLED

 

DIZZINESS  
DRUG INEFFECTIVE  
HORMONE LEVEL ABNORMAL  
HYPOAESTHESIA  
SENSORY LOSS  

Page: 3,198 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6898256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 6898256 NON-EXPEDITED Y OT US-
BAYER-200911457NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER RHINOCORT C NASAL  
Haemorrhage in pregnancy  

7005226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7005226 NON-EXPEDITED N US-
BAYER-200921439NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7111112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7111112 NON-EXPEDITED N HO US-
BAYER-200932088NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER
ABDOMINAL PAIN LOWER PLAVIX C  
Device expulsion LIPITOR C  
Medical device complication BLOOD PRESSURE MEDICATION C  
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Detailed Report
7148455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148455 NON-EXPEDITED N US-
BAYER-200931574NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ALOPECIA ANTIBIOTICS C  
WEIGHT INCREASED STEROID CREAM C  
EAR INFECTION  
FATIGUE  
GASTROOESOPHAGEAL REFLUX DISEASE  
NAUSEA  
PAIN  
SINUSITIS  
SKIN DISORDER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL MYCOTIC INFECTION  

7148456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148456 NON-EXPEDITED N US-
BAYER-200931742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY. 2007
 BAYER
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Detailed Report
7148457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148457 NON-EXPEDITED N US-
BAYER-200931571NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE  BAYER
HEADACHE  
HOT FLUSH  
WEIGHT INCREASED  

7148459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148459 NON-EXPEDITED N US-
BAYER-200930373NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS 1807 DAY BAYER

7148460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148460 NON-EXPEDITED N US-
BAYER-200932982NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7148461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148461 NON-EXPEDITED N US-
BAYER-200933231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER

GAS-X C  
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Detailed Report
7148462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148462 NON-EXPEDITED N US-
BAYER-200933018NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
UTERINE MALPOSITION  
VAGINAL HAEMORRHAGE  

7148463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148463 NON-EXPEDITED N US-
BAYER-200933019NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

7148464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148464 NON-EXPEDITED N US-
BAYER-200930403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTIBIOTIC THERAPY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7148465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148465 NON-EXPEDITED N US-
BAYER-200931753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7148466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148466 NON-EXPEDITED N US-
BAYER-200931975NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY. INSERTION
DATE WAS MAR-2209
OR APR-2009

 BAYER

7148468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148468 NON-EXPEDITED N US-
BAYER-200933109NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINOUS  BAYER
Device expulsion  
Medical device complication  

7148469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148469 NON-EXPEDITED N US-
BAYER-200933306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7148470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148470 NON-EXPEDITED N US-
BAYER-200931747NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7148472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148472 NON-EXPEDITED N US-
BAYER-200933467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  

7148473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148473 NON-EXPEDITED N US-
BAYER-200933024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7148474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148474 NON-EXPEDITED N US-
BAYER-200935917NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7148475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148475 NON-EXPEDITED N US-
BAYER-200931748NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ADNEXA UTERI PAIN  
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Detailed Report
7148476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148476 NON-EXPEDITED N US-
BAYER-200931754NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
CONSTIPATION  

7148477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7148477 NON-EXPEDITED Y US-
BAYER-200931780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7154762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2009 7154762 DIRECT N DS,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 UG DAY INTRA-

UTERINE
 

ABDOMINAL PAIN LOWER  

6864565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 6864565 NON-EXPEDITED Y US-
BAYER-200841080NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
Medical device complication  
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Detailed Report
7085230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7085230 NON-EXPEDITED N OT US-
BAYER-200929658NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE  BAYER
BLIGHTED OVUM  
Device dislocation  
PREGNANCY TEST POSITIVE  

7097925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7097925 EXPEDITED (15-DAY) N HO,CA US-TEVA-206491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROCEPHALUS PLAN B S TRANSPLACENTAL  DURAMED
HEART DISEASE CONGENITAL  
Maternal exposure during pregnancy  
PREMATURE BABY  

7098105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7098105 EXPEDITED (15-DAY) N OT US-
BAYER-200930571NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CYSTITIS  
LIBIDO DECREASED  
MIGRAINE  
TOOTHACHE  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
7125717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7125717 EXPEDITED (15-DAY) Y OT US-
BAYER-200933270NA

14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7130718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7130718 NON-EXPEDITED N HO US-
BAYER-200933204NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 369 DAY BAYER
ABDOMINAL PAIN  

7149366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149366 EXPEDITED (15-DAY) N OT US-TEVA-040417 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7149371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149371 EXPEDITED (15-DAY) N OT US-TEVA-212084USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
NAUSEA  
PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7149373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149373 EXPEDITED (15-DAY) N OT US-TEVA-212085USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL  DURAMED
MENSTRUATION IRREGULAR ZYVOX S  

KLONOPIN S ORAL  

7149515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149515 NON-EXPEDITED N US-
BAYER-200932014NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 30 MTH BAYER
ABDOMINAL PAIN  

7149518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149518 NON-EXPEDITED N US-
BAYER-200932026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 43 MTH BAYER

7149519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149519 NON-EXPEDITED N US-
BAYER-200932021NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7149520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149520 NON-EXPEDITED N US-
BAYER-200932159NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7149525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149525 NON-EXPEDITED N US-
BAYER-200932548NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

OVULATION PAIN CELEXA C  
CLONAZEPAM C  

7149526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149526 NON-EXPEDITED N US-
BAYER-200933069NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7149527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149527 NON-EXPEDITED N US-
BAYER-200932256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7149528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149528 NON-EXPEDITED N US-
BAYER-200932578NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Medical device complication  
MUSCLE SPASMS  
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Detailed Report
7149529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149529 NON-EXPEDITED N US-
BAYER-200932521NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INCREASED APPETITE  
POST PROCEDURAL HAEMORRHAGE  
STRESS  
VAGINAL HAEMORRHAGE  

7149530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149530 NON-EXPEDITED Y US-
BAYER-200933238NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7149531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149531 NON-EXPEDITED Y US-
BAYER-200932170NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 60 MTH BAYER

7149533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149533 NON-EXPEDITED N US-
BAYER-200933153NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7149534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149534 NON-EXPEDITED N US-
BAYER-200933025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7149535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149535 NON-EXPEDITED N US-
BAYER-200932936NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELUVERY.
 BAYER

7149536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149536 NON-EXPEDITED N US-
BAYER-200932262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER

7149537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149537 NON-EXPEDITED N US-
BAYER-200932977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTIUOUS

DELIVERY.
 BAYER
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Detailed Report
7149538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149538 NON-EXPEDITED N US-
BAYER-200933161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSORY DISTURBANCE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7149539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149539 NON-EXPEDITED N US-
BAYER-200932545NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
AFFECT LABILITY  
BREAST PAIN  
BURNING SENSATION  
CYST  
DECREASED ACTIVITY  
LOSS OF LIBIDO  
NAUSEA  
PAIN  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PAIN  
WEIGHT INCREASED  

7149541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149541 NON-EXPEDITED N US-
BAYER-200932391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
7149543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149543 NON-EXPEDITED N US-
BAYER-200932796NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPHONIA MIRENA S INTRAUTERINE CONTINUOUS 19 MTH BAYER

7149544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149544 NON-EXPEDITED N US-
BAYER-200932649NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7149545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149545 NON-EXPEDITED N US-
BAYER-200932281NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX NEOPLASM MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7149547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149547 NON-EXPEDITED N US-
BAYER-200932315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7149548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149548 NON-EXPEDITED N US-
BAYER-200932401NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7149549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149549 NON-EXPEDITED N US-
BAYER-200932330NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7149550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149550 NON-EXPEDITED N US-
BAYER-200932540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD CRAVING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPERHIDROSIS  

7149551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149551 NON-EXPEDITED N US-
BAYER-200932528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA COUMADIN C  
VAGINAL DISCHARGE  

7149552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149552 NON-EXPEDITED N US-
BAYER-200933449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DIARRHOEA  
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Detailed Report
7149553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149553 NON-EXPEDITED N US-
BAYER-200935080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
VOMITING IN PREGNANCY LEVONORGESTREL C  
BACK PAIN  
DYSPEPSIA  
Haemorrhage in pregnancy  
INSOMNIA  
Medical device complication  
WEIGHT INCREASED  

7149555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149555 NON-EXPEDITED Y US-
BAYER-200933408NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER

7149557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149557 NON-EXPEDITED N US-
BAYER-200933400NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7149559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149559 NON-EXPEDITED Y US-
BAYER-200933240NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
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Detailed Report
7149560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149560 NON-EXPEDITED N US-
BAYER-200933581NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN REACTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

HORMONE LEVEL ABNORMAL  

7149565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149565 NON-EXPEDITED Y US-
BAYER-200933459NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7149566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149566 NON-EXPEDITED N US-
BAYER-200933396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7149567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149567 NON-EXPEDITED N US-
BAYER-200933575NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7149584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149584 NON-EXPEDITED N OT US-
BAYER-200935601NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER
MENSTRUAL DISORDER  
PELVIC INFLAMMATORY DISEASE  

7149585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149585 EXPEDITED (15-DAY) N OT US-
BAYER-200935473NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
OVARIAN CYST  

7149587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149587 NON-EXPEDITED Y OT US-
BAYER-200935566NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7149588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149588 EXPEDITED (15-DAY) Y HO,OT CA-
BAYER-200935461NA

24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC INFLAMMATORY DISEASE  
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Detailed Report
7149592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7149592 NON-EXPEDITED N OT US-
BAYER-200935450NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 4 YR BAYER
PAIN  

7153550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7153550 DIRECT N RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
UTERINE DISORDER  
VERTIGO POSITIONAL  

7153885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7153885 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 1 IUD 5YEARS INTRA-

UTERINE
 

ACNE  
ALOPECIA  
DEPRESSION  
HEADACHE  

7161444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7161444 EXPEDITED (15-DAY) Y OT TPH-00224 28 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STEVENS-JOHNSON SYNDROME LEVONORGESTREL S ORAL NI; ORAL 22 MTH
OCULOMUCOCUTANEOUS SYNDROME  
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Detailed Report
7303443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2009 7303443 NON-EXPEDITED N OT US-TEVA-212095USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
VAGINAL HAEMORRHAGE  

7027543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7027543 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200923412NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBARACHNOID HAEMORRHAGE NEONATAL MIRENA S INTRAUTERINE  BAYER
CONVULSION NEONATAL  

7103133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7103133 NON-EXPEDITED Y OT US-
BAYER-200931105NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
HYPOMENORRHOEA  
MENSTRUATION DELAYED  

7117082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7117082 NON-EXPEDITED N HO US-
BAYER-200932754NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 501 DAY BAYER
ABDOMINAL PAIN LOWER  
UTERINE HAEMORRHAGE  
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Detailed Report
7123705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7123705 NON-EXPEDITED N OT US-
BAYER-200913000NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  

7133668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7133668 NON-EXPEDITED Y OT US-
BAYER-200933998NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE As used: 20 µG 1101 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  

7139497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7139497 NON-EXPEDITED N OT US-
BAYER-200934315NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
CRYING  
DIZZINESS  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
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Detailed Report
7140140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7140140 NON-EXPEDITED N US-
BAYER-200928848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT CLIMARA PRO S  BAYER

7144753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7144753 NON-EXPEDITED N OT US-
BAYER-200931307NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS 25 MTH BAYER
CLITORIS ABSCESS  
MUSCLE SPASMS  
PELVIC INFLAMMATORY DISEASE  
VAGINAL HAEMORRHAGE  
VAGINAL NEOPLASM  
VULVOVAGINAL BURNING SENSATION  

7149556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7149556 NON-EXPEDITED N US-
BAYER-200933461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7150889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150889 NON-EXPEDITED N US-
BAYER-200932381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  

7150893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150893 NON-EXPEDITED N US-
BAYER-200922122NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7150896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150896 NON-EXPEDITED Y US-
BAYER-200922123NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7150899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150899 NON-EXPEDITED N US-
BAYER-200932366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE CONTINUOS  BAYER
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Detailed Report
7150902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150902 NON-EXPEDITED N US-
BAYER-200932943NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  

7150904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150904 NON-EXPEDITED N US-
BAYER-200932395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7150905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150905 NON-EXPEDITED N US-
BAYER-200932410NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7150906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150906 NON-EXPEDITED N US-
BAYER-200932469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7150908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150908 NON-EXPEDITED N US-
BAYER-200932351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER
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Detailed Report
7150909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150909 NON-EXPEDITED Y US-
BAYER-200933909NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER

7150910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150910 NON-EXPEDITED N US-
BAYER-200933634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7150911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150911 NON-EXPEDITED N US-
BAYER-200933034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION YAZ S  BAYER

MIRENA S  BAYER

7150913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150913 NON-EXPEDITED Y US-
BAYER-200932367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7150914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150914 NON-EXPEDITED N US-
BAYER-200933071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 1 YR BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
7150915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150915 NON-EXPEDITED N US-
BAYER-200932413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISTURBANCE IN ATTENTION  

7150916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150916 NON-EXPEDITED N US-
BAYER-200932365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S CONTINUOUS  BAYER

7150918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150918 NON-EXPEDITED N US-
BAYER-200933605NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7150921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150921 NON-EXPEDITED N US-
BAYER-200933675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7150924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150924 NON-EXPEDITED N US-
BAYER-200933593NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

DOXYCYCLINE C FOR 3 DAYS  
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Detailed Report
7150925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150925 NON-EXPEDITED N US-
BAYER-200933904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 MTH BAYER

7150929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150929 NON-EXPEDITED Y US-
BAYER-200933629NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  

7150930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150930 NON-EXPEDITED N US-
BAYER-200933639NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7150934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7150934 NON-EXPEDITED N US-
BAYER-200933715NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7151019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151019 EXPEDITED (15-DAY) N OT US-
BAYER-200935655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISORIENTATION  
FATIGUE  
HEADACHE  

7151021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151021 EXPEDITED (15-DAY) Y OT UA-
BAYER-200934835GPV

48 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7151022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151022 EXPEDITED (15-DAY) N OT FR-
BAYER-200934777GPV

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7151030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151030 NON-EXPEDITED N OT US-
BAYER-200935938NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 224 DAY BAYER
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Detailed Report
7151037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151037 NON-EXPEDITED N OT US-
BAYER-200935940NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7151060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151060 NON-EXPEDITED N HO US-
BAYER-200935751NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7151066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7151066 EXPEDITED (15-DAY) N HO US-
BAYER-200936267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 6 WEEK BAYER

7154940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7154940 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL S ORAL 1 PILL WITHIN 72

HOURS PO 2 PILL 12
HOURS LATER PO

 

ABDOMINAL PAIN  
BACK PAIN  
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7155246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2009 7155246 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE INTRAUTERINE  SCHERING
MENORRHAGIA FERINJECT C  
ACNE  
ANAEMIA  
BREAST TENDERNESS  
MOOD SWINGS  
OVARIAN CYST  
VISUAL IMPAIRMENT  

6555692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 6555692 EXPEDITED (15-DAY) N OT US-
BAYER-200813586NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 UG/DAY,

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST PAIN  
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

7076671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7076671 NON-EXPEDITED N US-
BAYER-200926275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7083126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7083126 NON-EXPEDITED N US-
BAYER-200921518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN UPPER ANTIHISTAMINES C  
METRORRHAGIA ANTIBIOTICS C 4 DAY
GENITAL PAIN  

7114828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7114828 NON-EXPEDITED N US-
BAYER-200925740NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
STRESS MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
AMENORRHOEA  
DYSPAREUNIA  

7152174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152174 NON-EXPEDITED N OT US-
BAYER-200936101NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 265 DAY BAYER
Device expulsion  
PAIN  
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7152175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152175 EXPEDITED (15-DAY) N OT US-
BAYER-200936069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BREAST INFECTION  
BREAST PAIN  
BREAST SWELLING  
INFLAMMATION  
SKIN DISCOLOURATION  
TENDERNESS  

7152179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152179 NON-EXPEDITED N OT US-
BAYER-200935932NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7152223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152223 NON-EXPEDITED N US-
BAYER-200933443NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGEUSIA MIRENA S CONTINUOUS  BAYER
WEIGHT DECREASED  
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Detailed Report
7152224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152224 NON-EXPEDITED N US-
BAYER-200933442NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION MIRENA S INTRAUTERINE CONTONUOUS  BAYER

7152225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152225 NON-EXPEDITED N US-
BAYER-200933407NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  

7152226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152226 NON-EXPEDITED N US-
BAYER-200933444NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 321 DAY BAYER

7152227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152227 NON-EXPEDITED N US-
BAYER-200933152NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

GENITAL DISCOMFORT  
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Detailed Report
7152230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152230 NON-EXPEDITED N US-
BAYER-200932397NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN YASMIN S ORAL  BAYER

MINI PILL C  

7152233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152233 NON-EXPEDITED N US-
BAYER-200933451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

HEADACHE  
LIP SWELLING  

7152235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152235 NON-EXPEDITED N US-
BAYER-200933455NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152239 NON-EXPEDITED N US-
BAYER-200933578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,233 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7152241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152241 NON-EXPEDITED N US-
BAYER-200933788NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7152242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152242 NON-EXPEDITED N US-
BAYER-200933627NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
SCAB  

7152246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152246 NON-EXPEDITED N US-
BAYER-200933745NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7152250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152250 NON-EXPEDITED N US-
BAYER-200933463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7152251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152251 NON-EXPEDITED N US-
BAYER-200933751NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROCEDURAL PAIN  

7152252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152252 NON-EXPEDITED N US-
BAYER-200933570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152260 NON-EXPEDITED N US-
BAYER-200933573NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OEDEMA PERIPHERAL  

7152261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152261 NON-EXPEDITED N US-
BAYER-200933739NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER

7152264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152264 NON-EXPEDITED N US-
BAYER-200933738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7152268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152268 NON-EXPEDITED N US-
BAYER-200933596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

UNKNOWN DRUG C  

7152270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152270 NON-EXPEDITED N US-
BAYER-200933602NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA CHRONIC MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152273 NON-EXPEDITED N US-
BAYER-200933819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152274 NON-EXPEDITED N US-
BAYER-200933812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152275 NON-EXPEDITED N US-
BAYER-200933822NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7152276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152276 NON-EXPEDITED N US-
BAYER-200933698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WISDOM TEETH REMOVAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ANTIBIOTICS C  
PAIN KILLERS C  

7152277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152277 NON-EXPEDITED N US-
BAYER-200933735NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Medical device complication  
MENORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  

7152278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152278 NON-EXPEDITED N US-
BAYER-200933963NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152279 NON-EXPEDITED N US-
BAYER-200933801NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7152280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152280 NON-EXPEDITED Y US-
BAYER-200933929NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7152281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152281 NON-EXPEDITED N US-
BAYER-200933921NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7152282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152282 NON-EXPEDITED N US-
BAYER-200933814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROCEDURAL PAIN PHENERGAN C  
PAIN PILLS NOS C  

7152283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152283 NON-EXPEDITED Y US-
BAYER-200933799NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7152287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152287 NON-EXPEDITED N US-
BAYER-200933809NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7152288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152288 NON-EXPEDITED Y US-
BAYER-200933910NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE INSERTION FOR

ALMOST A YEAR ,
CONTINUOUS
DELIVERY

 BAYER

Medical device complication  

7152289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152289 NON-EXPEDITED N US-
BAYER-200933791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
ANORGASMIA  

7152290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152290 NON-EXPEDITED N US-
BAYER-200933944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
DYSURIA  

7152291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152291 NON-EXPEDITED N US-
BAYER-200933824NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7152292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152292 NON-EXPEDITED N US-
BAYER-200933949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

VAGINAL HAEMORRHAGE  

7152294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152294 NON-EXPEDITED N US-
BAYER-200933807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7152295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152295 NON-EXPEDITED N US-
BAYER-200933937NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 182 DAY BAYER

7152296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7152296 NON-EXPEDITED N US-
BAYER-200933810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

Page: 3,240 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7157369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7157369 DIRECT Y HO,LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY MIRENA S  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

HAEMORRHAGE  
POST PROCEDURAL COMPLICATION  
RUPTURED ECTOPIC PREGNANCY  

7157373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7157373 DIRECT HO,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
DEPRESSION  
ECONOMIC PROBLEM  
FATIGUE  
LOSS OF EMPLOYMENT  
UNEVALUABLE EVENT  

7157374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2009 7157374 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE IUC ONCE EVERY 5

YEARS INTRA-
UTERINE

 

CONVULSION  
MOOD SWINGS  
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Detailed Report
7076681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7076681 NON-EXPEDITED N US-
BAYER-200928827NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7095391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7095391 NON-EXPEDITED N US-
BAYER-200930342NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

7102141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7102141 NON-EXPEDITED N US-
BAYER-200930711NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7105309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7105309 NON-EXPEDITED N US-
BAYER-200931064NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7108514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7108514 NON-EXPEDITED N HO,OT US-
BAYER-200931919NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7111277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7111277 NON-EXPEDITED Y US-
BAYER-200931852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7113747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7113747 NON-EXPEDITED N US-
BAYER-200932009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
MENSTRUAL DISORDER  

7114854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7114854 NON-EXPEDITED N US-
BAYER-200932267NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7115970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7115970 NON-EXPEDITED N US-
BAYER-200932634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7130722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7130722 NON-EXPEDITED N OT US-
BAYER-200933734NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
ABDOMINAL PAIN LOWER  

7133661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7133661 NON-EXPEDITED N OT US-
BAYER-200933882NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 17 DAY BAYER
PROCEDURAL PAIN  

7153310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153310 EXPEDITED (15-DAY) Y OT US-
BAYER-200936219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

7153348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153348 NON-EXPEDITED N US-
BAYER-200933648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7153354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153354 NON-EXPEDITED N US-
BAYER-200933446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7153355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153355 NON-EXPEDITED N US-
BAYER-200933430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7153358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153358 NON-EXPEDITED N US-
BAYER-200933637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASTICITY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN  

7153360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153360 NON-EXPEDITED Y US-
BAYER-200933780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7153361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153361 NON-EXPEDITED Y US-
BAYER-200933920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7153364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153364 NON-EXPEDITED N US-
BAYER-200934022NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE  BAYER

MELOXICAM C  
ZOLOFT C  
ACYCLOVIR C  

7153365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153365 NON-EXPEDITED N US-
BAYER-200934102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7153366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153366 NON-EXPEDITED N US-
BAYER-200933796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7153367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153367 NON-EXPEDITED N US-
BAYER-200933893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

Page: 3,246 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7153368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153368 NON-EXPEDITED N US-
BAYER-200933934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
BREAST TENDERNESS  
HEADACHE  
MUSCLE SPASMS  

7153369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153369 NON-EXPEDITED N US-
BAYER-200933941NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CONTRACTIONS ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CYTOTEC C GIVEN PRIOR TO
INSERTION TO
DIALATE CERVIX.

 

TRAZODONE C  

7153370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153370 NON-EXPEDITED N US-
BAYER-200933967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7153371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153371 NON-EXPEDITED N US-
BAYER-200933927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEITIS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

TEMPOROMANDIBULAR JOINT SURGERY AMOXICILLIN C  

7153373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7153373 NON-EXPEDITED Y US-
BAYER-200933899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7157579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2009 7157579 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S VAGINAL CONSTANT VAG 1 YR BAYER
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
HEADACHE  
LOSS OF CONSCIOUSNESS  
LOSS OF LIBIDO  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7151009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7151009 EXPEDITED (15-DAY) N OT AT-
BAYER-200925104GPV

38 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONJUNCTIVAL HYPERAEMIA MIRENA S INTRAUTERINE  BAYER
CONJUNCTIVAL OEDEMA  

7154186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7154186 NON-EXPEDITED N OT US-
BAYER-200936112NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SERRATIA INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GARDNERELLA INFECTION  
PELVIC FLUID COLLECTION  
PELVIC INFECTION  
PELVIC PAIN  

7154187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7154187 NON-EXPEDITED N OT US-
BAYER-200936106NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7154255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7154255 NON-EXPEDITED N US-
BAYER-200935928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7158932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7158932 DIRECT N DS 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRA-CERVICAL 20MCG DAILY

INTRACERVICAL  3  1/2
WEEKS

24 DAY BAYER

ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  
DEPRESSION  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
NAUSEA  
UNEVALUABLE EVENT  

7303442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2009 7303442 EXPEDITED (15-DAY) N OT US-TEVA-212795USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6892750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 6892750 NON-EXPEDITED N US-
BAYER-200911256NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication PROVENTIL HFA C INHALER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6895328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 6895328 NON-EXPEDITED N US-
BAYER-200911078NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion PAXIL C ORAL  

LISINOPRIL C ORAL  
ALBUTEROL C  

7067329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7067329 NON-EXPEDITED Y US-
BAYER-200921001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7070091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7070091 NON-EXPEDITED N US-
BAYER-200924498NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER
ABDOMINAL PAIN LOWER NUVARING C  
VAGINAL HAEMORRHAGE  

7072867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7072867 NON-EXPEDITED N US-
BAYER-200928697NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7095386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7095386 NON-EXPEDITED N US-
BAYER-200928262NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN XOPENEX C  
BACK PAIN  
HYPOMENORRHOEA  
Medical device complication  

7105303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7105303 NON-EXPEDITED N US-
BAYER-200931352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7155117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155117 NON-EXPEDITED Y OT US-
BAYER-200936247NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER
COMPLICATION OF DEVICE INSERTION  

7155119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155119 NON-EXPEDITED N OT US-
BAYER-200936381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
18 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7155307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155307 NON-EXPEDITED N US-
BAYER-200930239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

7155312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155312 NON-EXPEDITED N US-
BAYER-200930235NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S ORAL  BAYER
BACK PAIN  
MOOD SWINGS  
NERVOUSNESS  

7155313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155313 NON-EXPEDITED N US-
BAYER-200931903NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 43 DAY BAYER

7155315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155315 NON-EXPEDITED N US-
BAYER-200932243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE CLIMARA PRO S TRANSDERMAL 0.045/0.015 MG  BAYER

CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER
SYNTHROID C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7155334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155334 NON-EXPEDITED N US-
BAYER-200931525NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S TRANSDERMAL 6 MTH BAYER
SKIN EXFOLIATION  

7155347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155347 NON-EXPEDITED N US-
BAYER-200933549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155348 NON-EXPEDITED N US-
BAYER-200933599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Decreased appetite  
VAGINAL HAEMORRHAGE  

7155352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155352 NON-EXPEDITED N US-
BAYER-200932851NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
HEADACHE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7155356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155356 NON-EXPEDITED N US-
BAYER-200932858NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST ENLARGEMENT  
HAIR GROWTH ABNORMAL  

7155367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155367 NON-EXPEDITED N US-
BAYER-200933206NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA YAZ S ORAL  BAYER
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 5 MTH BAYER

CLARITIN C  
MICONAZOLE NITRATE C  

7155377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155377 NON-EXPEDITED N US-
BAYER-200933607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE As used: 20 µG 11 WEEK BAYER
ADNEXA UTERI PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7155379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155379 NON-EXPEDITED N US-
BAYER-200933817NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS.. JULY

IS AN ESTIMATED
START DATE FOR
MIRENA

 BAYER

ACNE WELLBUTRIN C  
RITALIN C  

7155381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155381 NON-EXPEDITED N US-
BAYER-200933891NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155382 NON-EXPEDITED Y US-
BAYER-200933889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 99 DAY BAYER
VAGINAL HAEMORRHAGE  

7155396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155396 NON-EXPEDITED Y US-
BAYER-200933890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7155398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155398 NON-EXPEDITED N US-
BAYER-200934026NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7155401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155401 NON-EXPEDITED N US-
BAYER-200933986NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

7155404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155404 NON-EXPEDITED N US-
BAYER-200934028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155405 NON-EXPEDITED N US-
BAYER-200933982NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

7155406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155406 NON-EXPEDITED N US-
BAYER-200934024NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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Detailed Report
7155408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155408 NON-EXPEDITED N US-
BAYER-200934057NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155409 NON-EXPEDITED N US-
BAYER-200933956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DIZZINESS  
NAUSEA  
PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7155410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155410 NON-EXPEDITED Y US-
BAYER-200934033NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ALBUTEROL C  
ADVAIR DISKUS C  
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Detailed Report
7155411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155411 NON-EXPEDITED Y US-
BAYER-200934027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155412 NON-EXPEDITED N US-
BAYER-200934048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155415 NON-EXPEDITED Y US-
BAYER-200933995NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE U  BAYER
AMENORRHOEA  

7155416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155416 NON-EXPEDITED Y US-
BAYER-200934039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
DYSMENORRHOEA  

7155417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155417 NON-EXPEDITED Y US-
BAYER-200934041NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 191 DAY BAYER
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Detailed Report
7155420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155420 NON-EXPEDITED N US-
BAYER-200933961NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155421 NON-EXPEDITED N US-
BAYER-200934058NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ASTHENIA  
BODY TEMPERATURE INCREASED  
MENORRHAGIA  

7155423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155423 NON-EXPEDITED N US-
BAYER-200933993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155424 NON-EXPEDITED Y US-
BAYER-200934034NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7155425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155425 NON-EXPEDITED N US-
BAYER-200934187NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7155426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155426 NON-EXPEDITED N US-
BAYER-200934055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155428 NON-EXPEDITED N US-
BAYER-200934009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7155429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155429 NON-EXPEDITED N US-
BAYER-200934051NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7155432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2009 7155432 NON-EXPEDITED N US-
BAYER-200934067NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
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Detailed Report
6914345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 6914345 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200913626GPV

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS TOXIC MIRENA S INTRAUTERINE 801 DAY BAYER

7070099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7070099 NON-EXPEDITED N US-
BAYER-200925471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER

7086497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7086497 NON-EXPEDITED N US-
BAYER-200927241NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
CHILLS  
FEELING ABNORMAL  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
PYREXIA  
VAGINAL DISCHARGE  
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7140143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7140143 NON-EXPEDITED N US-
BAYER-200931130NA

63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S TRANSDERMAL 0.045 MG/DAY

ESTRADIOL AND 0.015
MG/DAY
LEVONORGESTREL

 BAYER

THYROID THERAPY C  

7156275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156275 NON-EXPEDITED N US-
BAYER-200933777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7156281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156281 NON-EXPEDITED Y US-
BAYER-200933622NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
DYSPAREUNIA  
FEELING ABNORMAL  
HEADACHE  
LOSS OF LIBIDO  
VISION BLURRED  
VOMITING  
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Detailed Report
7156292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156292 NON-EXPEDITED Y US-
BAYER-200933614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7156297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156297 NON-EXPEDITED N US-
BAYER-200934078NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7156301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156301 NON-EXPEDITED Y US-
BAYER-200933923NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7156302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156302 NON-EXPEDITED N US-
BAYER-200934008NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

7156305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156305 NON-EXPEDITED N US-
BAYER-200933990NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
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Detailed Report
7156307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156307 NON-EXPEDITED N US-
BAYER-200934091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

7156308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156308 NON-EXPEDITED N US-
BAYER-200934094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7156310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156310 NON-EXPEDITED Y US-
BAYER-200934064NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7156311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156311 NON-EXPEDITED N US-
BAYER-200934030NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7156312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156312 NON-EXPEDITED N US-
BAYER-200933970NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
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Detailed Report
7156314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156314 NON-EXPEDITED Y US-
BAYER-200934031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINOUS  BAYER

7156315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156315 NON-EXPEDITED Y US-
BAYER-200934385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 478 DAY BAYER

7156321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156321 NON-EXPEDITED N US-
BAYER-200934010NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 88 DAY BAYER

7156322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156322 NON-EXPEDITED N US-
BAYER-200933965NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER

7156323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156323 NON-EXPEDITED N US-
BAYER-200934059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7156324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156324 NON-EXPEDITED N US-
BAYER-200934079NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 554 DAY BAYER
ABDOMINAL PAIN  

7156325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156325 NON-EXPEDITED N US-
BAYER-200934229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7156327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156327 NON-EXPEDITED Y US-
BAYER-200934706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7156328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156328 NON-EXPEDITED N US-
BAYER-200934191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST DISCOMFORT  

7156329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156329 NON-EXPEDITED N US-
BAYER-200934922NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7156331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156331 NON-EXPEDITED N US-
BAYER-200934389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 109 DAY BAYER

7156333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156333 NON-EXPEDITED N US-
BAYER-200934124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER

7156334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156334 NON-EXPEDITED N US-
BAYER-200934204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7156335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156335 NON-EXPEDITED N US-
BAYER-200934201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  

7156336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156336 NON-EXPEDITED N US-
BAYER-200934176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
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Detailed Report
7156337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156337 NON-EXPEDITED N US-
BAYER-200934178NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 70 DAY BAYER

7156338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156338 NON-EXPEDITED N US-
BAYER-200934211NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VITAMINS C  

7156340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7156340 NON-EXPEDITED Y US-
BAYER-200934189NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 435 DAY BAYER
Device expulsion  

7159958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2009 7159958 DIRECT Y OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
WEIGHT INCREASED  
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Detailed Report
6744324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 6744324 NON-EXPEDITED N US-
BAYER-200830342NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 205 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

6956386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 6956386 EXPEDITED (15-DAY) N OT FR-
BAYER-200917128GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1786 DAY BAYER
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

7021817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7021817 EXPEDITED (15-DAY) N OT CA-
BAYER-200922601NA

38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRUXISM MIRENA S INTRAUTERINE 5 YR BAYER
TOOTH FRACTURE MIRENA S INTRAUTERINE  BAYER
PREMENSTRUAL SYNDROME EFFEXOR C EXTENDED RELEASE 1 YR
BREAST PAIN  
HEADACHE  
MENOPAUSAL SYMPTOMS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7059413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7059413 EXPEDITED (15-DAY) N HO IE-
BAYER-200912721BNE

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
Device dislocation ACYCLOVIR C Total daily dose: 1 G 5 DAY
ABDOMINAL ADHESIONS  
HYPOTENSION  
Medical device complication  
MENORRHAGIA  
PRESYNCOPE  

7059417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7059417 NON-EXPEDITED N OT US-
BAYER-200927115NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION  

7070086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7070086 NON-EXPEDITED N US-
BAYER-200923621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL LACERATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7073824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7073824 NON-EXPEDITED N HO,OT US-
BAYER-200928468NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 62 MTH BAYER
PAIN NEXIUM C  
DEPRESSION  
DEVICE BREAKAGE  
DYSPAREUNIA  
HYPERHIDROSIS  
PROCEDURAL PAIN  
WEIGHT DECREASED  

7081889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7081889 NON-EXPEDITED Y US-
BAYER-200928656NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
MENSTRUATION IRREGULAR  

7085193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7085193 NON-EXPEDITED N US-
BAYER-200921950NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7097068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7097068 NON-EXPEDITED N US-
BAYER-200924416NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FEELING HOT  
HYPOAESTHESIA  
SENSATION OF PRESSURE  

7098235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7098235 NON-EXPEDITED N US-
BAYER-200925424NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANGER  
Decreased appetite  
IRRITABILITY  
WEIGHT DECREASED  

7101229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7101229 NON-EXPEDITED N US-
BAYER-200928548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7101338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7101338 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200930698NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA NEXIUM C  
MENORRHAGIA LEXAPRO C  
METRORRHAGIA KLONOPIN C  
ACNE  
BACK PAIN  
HEADACHE  
MOOD SWINGS  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7102101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7102101 NON-EXPEDITED N OT US-
BAYER-200930970NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
ABDOMINAL PAIN LOWER  
CHANGE OF BOWEL HABIT  
VAGINAL HAEMORRHAGE  
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Detailed Report
7107177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7107177 NON-EXPEDITED N OT US-
BAYER-200931661NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
ABDOMINAL PAIN LOWER  
DEVICE BREAKAGE  
Medical device complication  
MENORRHAGIA  

7108529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7108529 NON-EXPEDITED N US-
BAYER-200929614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7111285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7111285 NON-EXPEDITED Y US-
BAYER-200932055NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7116010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7116010 EXPEDITED (15-DAY) N OT GB-
BAYER-200931804GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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7123849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7123849 EXPEDITED (15-DAY) N CN-
BAYER-200932388GPV

36 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEIOMYOMA MIRENA S INTRAUTERINE  BAYER

7125865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7125865 NON-EXPEDITED N US-
BAYER-200929998NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
INSOMNIA  
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7136876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7136876 EXPEDITED (15-DAY) Y HO,DS,OT NZ-
BAYER-200929868GPV

33 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 5 YR BAYER
Device dislocation MIRENA S INTRAUTERINE 219 DAY BAYER
SYNCOPE FLUCLOXACILLIN C ORAL  
PROCEDURAL PAIN PAROXETINE HYDROCHLORIDE C ORAL  
DEVICE BREAKAGE PAROXETINE HYDROCHLORIDE C ORAL AS STATED IN

SOURCE DOCS OF
HOSPITAL REPORT
(REGULAR
MEDICINES)

 

PELVIC PAIN TRIAZOLAM C ORAL  
ABDOMINAL DISCOMFORT TRIAZOLAM C ORAL AS STATED IN

SOURCE DOCS OF
HOSPITAL REPORT
(REGULAR
MEDICINES)

 

VAGINAL HAEMORRHAGE DIAZEPAM C ORAL  
URINARY INCONTINENCE LOSEC C ORAL AS STATED IN

SOURCE DOCS OF
HOSPITAL REPORT
(REGULAR
MEDICINES)

 

LOSEC C ORAL  
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7139399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7139399 NON-EXPEDITED N OT US-
BAYER-200928881NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
RASH GENERALISED TEGRETOL C  
ABDOMINAL PAIN LOWER  
AFFECT LABILITY  
LIBIDO DECREASED  
Medical device complication  
MENORRHAGIA  
MOOD ALTERED  
NAUSEA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7141981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7141981 NON-EXPEDITED N US-
BAYER-200930564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

Product adhesion issue  

7144536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7144536 EXPEDITED (15-DAY) N OT GB-
BAYER-200934273GPV

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  BAYER

FROVATRIPTAN C  
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7144775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7144775 NON-EXPEDITED N US-
BAYER-200932474NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

DRUG INEFFECTIVE  

7146607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7146607 EXPEDITED (15-DAY) N OT FR-
BAYER-200934337GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST NEOPLASM MIRENA S INTRAUTERINE 5 YR BAYER

MIRENA S INTRAUTERINE 4 YR BAYER

7149590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7149590 EXPEDITED (15-DAY) N HO,LT US-
BAYER-200936225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
BRAIN DEATH  

7155116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7155116 EXPEDITED (15-DAY) Y OT GB-
BAYER-200935643GPV

21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S INTRAUTERINE 44 MTH BAYER
AMENORRHOEA  
Device dislocation  
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7156221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7156221 EXPEDITED (15-DAY) N HO US-
BAYER-200936658NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HYSTERECTOMY  

7157775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157775 NON-EXPEDITED N OT US-
BAYER-200936429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157779 NON-EXPEDITED N OT US-
BAYER-200936433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157780 NON-EXPEDITED N OT US-
BAYER-200936550NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157781 EXPEDITED (15-DAY) N OT US-
BAYER-200936624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SJOGREN'S SYNDROME MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
DRY EYE  
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7157783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157783 NON-EXPEDITED Y OT US-
BAYER-200936430NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157908 NON-EXPEDITED Y US-
BAYER-200920872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157909 NON-EXPEDITED N US-
BAYER-200934016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 183 DAY BAYER
Device expulsion  
UTERINE LEIOMYOMA  

7157910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157910 NON-EXPEDITED N US-
BAYER-200933992NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
HEADACHE  
RESPIRATORY DISORDER  
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7157912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157912 NON-EXPEDITED N US-
BAYER-200933469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
IRRITABILITY  
VAGINAL HAEMORRHAGE  

7157914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157914 NON-EXPEDITED Y US-
BAYER-200933869NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157915 NON-EXPEDITED N US-
BAYER-200932228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157917 NON-EXPEDITED N US-
BAYER-200934128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER
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7157918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157918 NON-EXPEDITED N US-
BAYER-200928891NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG  BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7157925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157925 NON-EXPEDITED Y US-
BAYER-200934087NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157927 NON-EXPEDITED N US-
BAYER-200934208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157928 NON-EXPEDITED N US-
BAYER-200934251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION IRREGULAR  
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7157929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157929 NON-EXPEDITED Y US-
BAYER-200934177NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7157930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157930 NON-EXPEDITED N US-
BAYER-200934249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NO ADVERSE EVENT  

7157933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157933 NON-EXPEDITED N US-
BAYER-200934235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
NO ADVERSE EVENT  

7157934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157934 NON-EXPEDITED Y US-
BAYER-200934247NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7157936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157936 NON-EXPEDITED N US-
BAYER-200934190NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157938 NON-EXPEDITED N US-
BAYER-200934240NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7157939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157939 NON-EXPEDITED N US-
BAYER-200934183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157940 NON-EXPEDITED N US-
BAYER-200934169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
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7157941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157941 NON-EXPEDITED N US-
BAYER-200934214NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN ESTRADIOL C  
BREAST MASS  
MENSTRUAL DISORDER  

7157943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157943 NON-EXPEDITED N US-
BAYER-200934188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157944 NON-EXPEDITED N US-
BAYER-200934203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157946 NON-EXPEDITED N US-
BAYER-200934184NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7157947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157947 NON-EXPEDITED N US-
BAYER-200934192NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER
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7157948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157948 NON-EXPEDITED N US-
BAYER-200934257NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7157950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157950 NON-EXPEDITED N US-
BAYER-200934185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7157952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157952 NON-EXPEDITED N US-
BAYER-200934215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

UNEVALUABLE EVENT ANTIBIOTIC C  
ARTHROPOD BITE  
FOOD CRAVING  

7157953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157953 NON-EXPEDITED N US-
BAYER-200934219NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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7157957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157957 NON-EXPEDITED N US-
BAYER-200934275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7157958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157958 NON-EXPEDITED N US-
BAYER-200934308NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157959 NON-EXPEDITED N US-
BAYER-200934291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7157961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157961 NON-EXPEDITED Y US-
BAYER-200934344NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157962 NON-EXPEDITED N US-
BAYER-200934357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7157963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157963 NON-EXPEDITED Y US-
BAYER-200934363NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 147 DAY BAYER

7157964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157964 NON-EXPEDITED Y US-
BAYER-200934355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 365 DAY BAYER

7157965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157965 NON-EXPEDITED N US-
BAYER-200934369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157966 NON-EXPEDITED Y US-
BAYER-200934361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 395 DAY BAYER

7157967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157967 NON-EXPEDITED N US-
BAYER-200934282NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER
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7157969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157969 NON-EXPEDITED N US-
BAYER-200934293NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157970 NON-EXPEDITED N US-
BAYER-200934358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER

7157971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157971 NON-EXPEDITED N US-
BAYER-200934274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7157972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157972 NON-EXPEDITED N US-
BAYER-200934352NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157973 NON-EXPEDITED Y US-
BAYER-200934287NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
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7157974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157974 NON-EXPEDITED N US-
BAYER-200934296NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE NITRATE NOS C  
ABDOMINAL PAIN  

7157975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157975 NON-EXPEDITED Y US-
BAYER-200934266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

7157977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157977 NON-EXPEDITED N US-
BAYER-200934375NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157978 NON-EXPEDITED N US-
BAYER-200934328NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  
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Detailed Report
7157980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157980 NON-EXPEDITED Y US-
BAYER-200934348NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 119 DAY BAYER

7157984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157984 NON-EXPEDITED Y US-
BAYER-200934426NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB INJURY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157985 NON-EXPEDITED N US-
BAYER-200934276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7157986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157986 NON-EXPEDITED N US-
BAYER-200934434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157987 NON-EXPEDITED N US-
BAYER-200934278NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
VAGINAL DISCHARGE  
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Detailed Report
7157989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157989 NON-EXPEDITED Y US-
BAYER-200934396NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7157990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157990 NON-EXPEDITED N US-
BAYER-200934400NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7157991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157991 NON-EXPEDITED N US-
BAYER-200934402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  

7157993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157993 NON-EXPEDITED Y US-
BAYER-200934450NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
7157995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157995 NON-EXPEDITED N US-
BAYER-200934376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157996 NON-EXPEDITED Y US-
BAYER-200934458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7157997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157997 NON-EXPEDITED N US-
BAYER-200934460NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7157998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157998 NON-EXPEDITED N US-
BAYER-200934393NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VITAMINS C  
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Detailed Report
7157999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7157999 NON-EXPEDITED N US-
BAYER-200934412NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

7158000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158000 NON-EXPEDITED N US-
BAYER-200934397NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER

7158001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158001 NON-EXPEDITED N US-
BAYER-200934442NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158004 NON-EXPEDITED Y US-
BAYER-200934459NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 365 DAY BAYER
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7158005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158005 NON-EXPEDITED N US-
BAYER-200934403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158006 NON-EXPEDITED N US-
BAYER-200934407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE  BAYER
MALAISE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7158007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158007 NON-EXPEDITED N US-
BAYER-200934441NA

60 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7158008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158008 NON-EXPEDITED N US-
BAYER-200934456NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
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Detailed Report
7158010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158010 NON-EXPEDITED Y US-
BAYER-200934573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7158012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158012 NON-EXPEDITED N US-
BAYER-200934928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158014 NON-EXPEDITED N US-
BAYER-200934522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
WEIGHT INCREASED BACTRIM C  

7158019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158019 NON-EXPEDITED N US-
BAYER-200936182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7158020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158020 NON-EXPEDITED N US-
BAYER-200934527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  
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Detailed Report
7158023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158023 NON-EXPEDITED N US-
BAYER-200934547NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE \CONTINUOUS  BAYER

7158024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158024 NON-EXPEDITED N US-
BAYER-200934696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7158025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158025 NON-EXPEDITED N US-
BAYER-200934570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7158026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158026 NON-EXPEDITED N US-
BAYER-200934469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7158027 NON-EXPEDITED N US-
BAYER-200934497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7161122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7161122 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S  
ACNE  
ANXIETY  
CONFUSIONAL STATE  
DIZZINESS  
FEELING ABNORMAL  
HOT FLUSH  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
PALPITATIONS  
PARAESTHESIA  

7161932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7161932 DIRECT Y 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S INTRAUTERINE INTERUTERINE  BERLEX
CHEST PAIN  
MIDDLE INSOMNIA  
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Detailed Report
7162136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7162136 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  
DEVICE DISLOCATION  
FEAR  
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
PAIN  
THROMBOSIS  

7303444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2009 7303444 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign hydatidiform mole PLAN B S 1 PILL TWICE  
Maternal exposure during pregnancy  

7123701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7123701 EXPEDITED (15-DAY) Y OT US-
BAYER-200913757NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7123845 NON-EXPEDITED N US-
BAYER-200933255NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 269 DAY BAYER
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Detailed Report
7155314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7155314 NON-EXPEDITED N US-
BAYER-200929671NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL HIP AREA  BAYER
HOT FLUSH VASOTEC C  
HYPERHIDROSIS ADDERRALL C  

LIPITOR C  
CYMBALTA C  
TORADOL C  
OXYCODONE C  
FLEXERIL C  

7159017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159017 NON-EXPEDITED N OT US-
BAYER-200936517NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER

7159021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159021 NON-EXPEDITED N OT US-
BAYER-200936516NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRESYNCOPE  

7159046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159046 NON-EXPEDITED N US-
BAYER-200934295NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7159047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159047 NON-EXPEDITED N US-
BAYER-200936500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7159049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159049 NON-EXPEDITED N US-
BAYER-200934533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

7159050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159050 NON-EXPEDITED N US-
BAYER-200934536NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7159052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159052 NON-EXPEDITED N US-
BAYER-200934254NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7159053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159053 NON-EXPEDITED N US-
BAYER-200934544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  
VULVOVAGINAL MYCOTIC INFECTION  

7159054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159054 NON-EXPEDITED Y US-
BAYER-200936347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7159056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159056 NON-EXPEDITED Y US-
BAYER-200936179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER

7159057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159057 NON-EXPEDITED N US-
BAYER-200936348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
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Detailed Report
7159058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159058 NON-EXPEDITED N US-
BAYER-200936346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7159059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2009 7159059 NON-EXPEDITED N US-
BAYER-200934288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

6588025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 6588025 NON-EXPEDITED N OT US-
BAYER-200816596NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 201 DAY BAYER
ABORTION SPONTANEOUS  
MENSTRUATION IRREGULAR  
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Detailed Report
6864599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 6864599 NON-EXPEDITED N OT US-
BAYER-200841238NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication HYPERTENSION MEDICAIONS C  
ECONOMIC PROBLEM  
MALAISE  
PREGNANCY TEST POSITIVE  

6920692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 6920692 NON-EXPEDITED Y US-
BAYER-200913574NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 256 DAY BAYER

6973585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 6973585 NON-EXPEDITED Y OT US-
BAYER-200916426NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1089 DAY BAYER
ABORTION SPONTANEOUS LEXAPRO C ORAL  

7050531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7050531 EXPEDITED (15-DAY) N OT NO-
BAYER-200924930GPV

35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 6 YR BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
POST PROCEDURAL DISCOMFORT  
SYNCOPE  
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Detailed Report
7101350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7101350 NON-EXPEDITED N OT US-
BAYER-200930811NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER

7111103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7111103 EXPEDITED (15-DAY) Y OT CH-
BAYER-200930796GPV

25 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADRENAL NEOPLASM MIRENA S INTRAUTERINE  BAYER
PROGESTERONE INCREASED  

7125713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7125713 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200933378NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
PYREXIA  

7130234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7130234 EXPEDITED (15-DAY) OT US-
ABBOTT-09P-163-05979
14-00

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS HUMIRA S SUBCUTANEOUS  

HUMIRA S Syringe  
ETHINYL ESTRADIOL
\LEVONORGESTREL

S  

UNNAMED BC PILL C  
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Detailed Report
7144562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7144562 EXPEDITED (15-DAY) Y OT US-
BAYER-200934895NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
PELVIC PAIN  

7160616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160616 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200935565GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 18 MTH BAYER
OVARIAN GERM CELL TERATOMA BENIGN  

7160619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160619 NON-EXPEDITED N US-
BAYER-200934541NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7160620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160620 NON-EXPEDITED N US-
BAYER-200936177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 8 DAY BAYER

7160621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160621 NON-EXPEDITED N OT US-
BAYER-200936727NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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7160622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160622 NON-EXPEDITED Y US-
BAYER-200936397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7160626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2009 7160626 NON-EXPEDITED N US-
BAYER-200935263NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
DEVICE BREAKAGE  
VAGINAL DISCHARGE  

7033013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7033013 EXPEDITED (15-DAY) N OT US-
BAYER-200924388NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
LOSS OF CONSCIOUSNESS CYMBALTA C ORAL  
ABDOMINAL PAIN LOWER VITAMINS C  
PRESYNCOPE  
PROCEDURAL PAIN  

7033024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7033024 NON-EXPEDITED N OT US-
BAYER-200923628NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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7161605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161605 NON-EXPEDITED N OT US-
BAYER-200936771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7161608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161608 NON-EXPEDITED N OT US-
BAYER-200936774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7161633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161633 NON-EXPEDITED N US-
BAYER-200934506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7161634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161634 NON-EXPEDITED N US-
BAYER-200934509NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7161635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161635 NON-EXPEDITED Y US-
BAYER-200934575NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7161636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161636 NON-EXPEDITED Y US-
BAYER-200934572NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7161637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161637 NON-EXPEDITED N US-
BAYER-200934567NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7161638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161638 NON-EXPEDITED N US-
BAYER-200934493NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE As used: 20 µG  BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7161640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161640 NON-EXPEDITED N US-
BAYER-200934576NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  
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7161641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161641 NON-EXPEDITED N US-
BAYER-200932369NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PAIN ALEVE C  
DYSMENORRHOEA METFORMIN HYDROCHLORIDE C  

7161646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161646 NON-EXPEDITED N US-
BAYER-200934523NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

7161649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161649 NON-EXPEDITED Y US-
BAYER-200934579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7161651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161651 NON-EXPEDITED N US-
BAYER-200934496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BACK PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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7161652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161652 NON-EXPEDITED N US-
BAYER-200934530NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7161654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161654 NON-EXPEDITED N US-
BAYER-200934519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 66 DAY BAYER

7161655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161655 NON-EXPEDITED N US-
BAYER-200934658NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7161656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161656 NON-EXPEDITED N US-
BAYER-200934645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  

7161657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161657 NON-EXPEDITED N US-
BAYER-200934628NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7161658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161658 NON-EXPEDITED Y US-
BAYER-200934929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  

7161660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161660 NON-EXPEDITED Y US-
BAYER-200934650NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
HOT FLUSH  
NAUSEA  
TINNITUS  
VAGINAL HAEMORRHAGE  

7161661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161661 NON-EXPEDITED N US-
BAYER-200934640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROGESTERONE DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7161662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161662 NON-EXPEDITED N US-
BAYER-200934641NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
MUSCULOSKELETAL STIFFNESS  
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Detailed Report
7161663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161663 NON-EXPEDITED N US-
BAYER-200934644NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7161665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161665 NON-EXPEDITED Y US-
BAYER-200934620NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7161667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161667 NON-EXPEDITED Y US-
BAYER-200934934NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7161669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161669 NON-EXPEDITED Y US-
BAYER-200934683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 190 DAY BAYER

7161671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161671 NON-EXPEDITED N US-
BAYER-200934599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication DEPO-PROVERA C  
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7161672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161672 NON-EXPEDITED N US-
BAYER-200934585NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
WEIGHT DECREASED  

7161673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161673 NON-EXPEDITED N US-
BAYER-200934594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7161674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161674 NON-EXPEDITED Y US-
BAYER-200934689NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7161675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7161675 NON-EXPEDITED Y US-
BAYER-200934606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 64 DAY BAYER

7164990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7164990 DIRECT Y DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
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7165386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 7165386 DIRECT N HO,DS,LT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S VAGINAL VAG  
MEDICAL DEVICE COMPLICATION  

7082991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7082991 NON-EXPEDITED N OT US-
BAYER-200929199NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  
AMENORRHOEA  

7102098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7102098 NON-EXPEDITED Y HO,OT US-
BAYER-200931005NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7113590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7113590 NON-EXPEDITED N HO,OT US-
BAYER-200932152NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 272 DAY BAYER
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7113600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7113600 EXPEDITED (15-DAY) Y OT US-
BAYER-200932655NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
LIMB OPERATION  

7113743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7113743 NON-EXPEDITED N US-
BAYER-200932537NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS 11 MTH BAYER
CHILLS  
DIZZINESS  
HEADACHE  
LOSS OF LIBIDO  
VAGINAL HAEMORRHAGE  
VISION BLURRED  
VOMITING  

7123855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7123855 NON-EXPEDITED N OT US-
BAYER-200933037NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL PAIN ZOLOFT C  
LORAZEPAM C  
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7162860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7162860 NON-EXPEDITED N OT US-
BAYER-200936842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

7162869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7162869 NON-EXPEDITED N HO,OT US-
BAYER-200936976NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ADNEXA UTERI PAIN  
BACK PAIN  

7162870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7162870 EXPEDITED (15-DAY) N OT US-
BAYER-200936912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THORACIC OPERATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7162875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7162875 NON-EXPEDITED N OT US-
BAYER-200936859NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FATIGUE  
Medical device complication  
MEDICATION ERROR  
NAUSEA  
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Detailed Report
7163104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163104 NON-EXPEDITED Y US-
BAYER-200934692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7163105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163105 NON-EXPEDITED Y US-
BAYER-200934726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRA-AMNIOTIC CONTINUOUS  BAYER

7163106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163106 NON-EXPEDITED N US-
BAYER-200934602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7163107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163107 NON-EXPEDITED N US-
BAYER-200934511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7163108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163108 NON-EXPEDITED N US-
BAYER-200934731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7163110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163110 NON-EXPEDITED N US-
BAYER-200934390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE  BAYER

7163111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163111 NON-EXPEDITED N US-
BAYER-200934679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL DISCHARGE  

7163112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163112 NON-EXPEDITED N US-
BAYER-200934750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7163114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163114 NON-EXPEDITED N US-
BAYER-200934703NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 277 DAY BAYER
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7163116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163116 NON-EXPEDITED N US-
BAYER-200934037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
INFECTION  

7163117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163117 NON-EXPEDITED N US-
BAYER-200934633NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE As used: 20 µG  BAYER
AMENORRHOEA  
CHEST DISCOMFORT  
FATIGUE  
PALPITATIONS  
PARAESTHESIA  
VISUAL IMPAIRMENT  

7163119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163119 NON-EXPEDITED N US-
BAYER-200934685NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER
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7163120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163120 NON-EXPEDITED N US-
BAYER-200934676NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7163122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163122 NON-EXPEDITED N US-
BAYER-200931316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

7163123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163123 NON-EXPEDITED Y US-
BAYER-200934779NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7163124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163124 NON-EXPEDITED N US-
BAYER-200934758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
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Detailed Report
7163126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163126 NON-EXPEDITED Y US-
BAYER-200934918NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
ABDOMINAL PAIN  

7163128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163128 NON-EXPEDITED N US-
BAYER-200934764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
MENORRHAGIA  
OVARIAN CYST  
OVARIAN CYST RUPTURED  
PAIN  

7163130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163130 NON-EXPEDITED Y US-
BAYER-200934723NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7163131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163131 NON-EXPEDITED N US-
BAYER-200934774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7163132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163132 NON-EXPEDITED N US-
BAYER-200934038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7163134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163134 NON-EXPEDITED Y US-
BAYER-200934919NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7163135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163135 NON-EXPEDITED N US-
BAYER-200934763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7163136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163136 NON-EXPEDITED N US-
BAYER-200934772NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER

7163137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163137 NON-EXPEDITED N US-
BAYER-200934815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 77 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7163138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7163138 NON-EXPEDITED Y US-
BAYER-200934769NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7167437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7167437 DIRECT N HO,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S  
ABDOMINAL DISTENSION  
FALLOPIAN TUBE CYST  
HOT FLUSH  
MUSCLE SPASMS  
PAIN  
WEIGHT INCREASED  

7174353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2009 7174353 DIRECT N HO 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 1 PLASTIC IUD LASTS

5 YEARS INTRA-
UTERINE

 

ABDOMINAL DISTENSION  
ANXIETY  
FATIGUE  
MUSCLE SPASMS  
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6844525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 6844525 NON-EXPEDITED N HO US-
BAYER-200840162NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

7039618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7039618 NON-EXPEDITED N OT US-
BAYER-200924808NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE 43 DAY BAYER
PAIN  

7070521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7070521 NON-EXPEDITED Y OT US-
BAYER-200927658NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION MISSED  

7107393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7107393 NON-EXPEDITED N US-
BAYER-200929779NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7114876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7114876 NON-EXPEDITED N US-
BAYER-200932308NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER

7123783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7123783 NON-EXPEDITED N US-
BAYER-200926911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE CLIMARA PRO S TRANSDERMAL ONCE WEEKLY

APPLICATION
 BAYER

VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL ONE PATCH/WEEK  BAYER

7124554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7124554 NON-EXPEDITED N US-
BAYER-200931044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS 1482 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
Product shape issue  

7136100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7136100 NON-EXPEDITED N US-
BAYER-200931740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7139433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7139433 NON-EXPEDITED Y US-
BAYER-200932297NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENSTRUATION IRREGULAR  
SALPINGO-OOPHORITIS  
WEIGHT INCREASED  

7162877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7162877 NON-EXPEDITED Y OT US-
BAYER-200936940NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164293 NON-EXPEDITED N US-
BAYER-200934898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DENTAL CARIES MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7164294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164294 NON-EXPEDITED N US-
BAYER-200934930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164296 NON-EXPEDITED N US-
BAYER-200934917NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
ABDOMINAL PAIN  

7164297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164297 NON-EXPEDITED N US-
BAYER-200934915NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7164298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164298 NON-EXPEDITED N US-
BAYER-200934933NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7164299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164299 NON-EXPEDITED N US-
BAYER-200934861NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164300 NON-EXPEDITED Y US-
BAYER-200934820NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164304 NON-EXPEDITED N US-
BAYER-200934926NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 367 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164305 NON-EXPEDITED Y US-
BAYER-200934925NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7164307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164307 NON-EXPEDITED N US-
BAYER-200934746NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER FLEXERIL C  
VAGINAL HAEMORRHAGE PERCOCET C  

7164308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164308 NON-EXPEDITED Y US-
BAYER-200934932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164309 NON-EXPEDITED Y US-
BAYER-200934954NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 98 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164310 NON-EXPEDITED Y US-
BAYER-200934936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7164311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164311 NON-EXPEDITED N US-
BAYER-200934808NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
Device expulsion  
Medical device complication  
MENSTRUATION DELAYED  

7164313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164313 NON-EXPEDITED N US-
BAYER-200934965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  
UTERINE LEIOMYOMA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164314 NON-EXPEDITED Y US-
BAYER-200934927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE \CONTINUOUS 43 DAY BAYER

7164315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164315 NON-EXPEDITED N US-
BAYER-200934905NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER ALBUTEROL C  

IBUPROFEN C  
TYLENOL C  

7164316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164316 NON-EXPEDITED Y US-
BAYER-200934923NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

7164317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164317 NON-EXPEDITED Y US-
BAYER-200934935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164318 NON-EXPEDITED Y US-
BAYER-200934937NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7164319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164319 NON-EXPEDITED N US-
BAYER-200934956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE ]CONTINUOUS  BAYER

7164320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164320 NON-EXPEDITED N US-
BAYER-200934924NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER

7164321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164321 NON-EXPEDITED Y US-
BAYER-200935161NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7164323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164323 NON-EXPEDITED N US-
BAYER-200935107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164324 NON-EXPEDITED N US-
BAYER-200935087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164325 NON-EXPEDITED N US-
BAYER-200935166NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7164327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164327 NON-EXPEDITED N US-
BAYER-200935063NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 43 DAY BAYER

7164328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164328 NON-EXPEDITED Y US-
BAYER-200935110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7164329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164329 NON-EXPEDITED N US-
BAYER-200934955NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164330 NON-EXPEDITED N US-
BAYER-200935103NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164331 NON-EXPEDITED N US-
BAYER-200935101NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164332 NON-EXPEDITED Y US-
BAYER-200935083NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164333 NON-EXPEDITED N US-
BAYER-200935062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7164334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164334 NON-EXPEDITED N US-
BAYER-200935060NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164336 NON-EXPEDITED Y US-
BAYER-200935126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 192 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164337 NON-EXPEDITED N US-
BAYER-200935065NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164338 NON-EXPEDITED N US-
BAYER-200935169NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
DIZZINESS  
PALPITATIONS  
WEIGHT DECREASED  

7164340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164340 NON-EXPEDITED Y US-
BAYER-200935157NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 DAY BAYER
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Detailed Report
7164341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164341 NON-EXPEDITED N US-
BAYER-200934970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 60 DAY BAYER
Device expulsion  

7164343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164343 NON-EXPEDITED N US-
BAYER-200935315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS 211 DAY BAYER

7164344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164344 NON-EXPEDITED Y US-
BAYER-200935258NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164345 NON-EXPEDITED N US-
BAYER-200935064NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  

7164347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164347 NON-EXPEDITED N US-
BAYER-200935183NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164348 NON-EXPEDITED N US-
BAYER-200935188NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

7164349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164349 NON-EXPEDITED Y US-
BAYER-200935309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS 27 MTH BAYER
FATIGUE  
WEIGHT INCREASED  

7164352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164352 NON-EXPEDITED N US-
BAYER-200935252NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
FATIGUE  
NAUSEA  

7164353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164353 NON-EXPEDITED N US-
BAYER-200935275NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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Detailed Report
7164355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164355 NON-EXPEDITED N US-
BAYER-200935278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MEDICAL DEVICE PAIN  

7164356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164356 NON-EXPEDITED N US-
BAYER-200935321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 39 DAY BAYER

7164357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164357 NON-EXPEDITED Y US-
BAYER-200935304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
Medical device complication  

7164360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164360 NON-EXPEDITED N US-
BAYER-200935317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER
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Detailed Report
7164363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164363 NON-EXPEDITED N US-
BAYER-200935175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 16 MTH BAYER
ABDOMINAL PAIN LOWER KEFLEX C  

7164365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164365 NON-EXPEDITED Y US-
BAYER-200935264NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 150 DAY BAYER
ABDOMINAL PAIN DEPO-PROVERA C  
Medical device complication  
PAIN  

7164366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164366 NON-EXPEDITED N US-
BAYER-200935295NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE  BAYER
FUNGAL INFECTION  

7164367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164367 NON-EXPEDITED N US-
BAYER-200935313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
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7164371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164371 NON-EXPEDITED Y US-
BAYER-200935282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164376 NON-EXPEDITED N US-
BAYER-200935355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164377 NON-EXPEDITED N US-
BAYER-200935426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164379 NON-EXPEDITED Y US-
BAYER-200935330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
WEIGHT INCREASED  

7164381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164381 NON-EXPEDITED N US-
BAYER-200935433NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER
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Detailed Report
7164382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164382 NON-EXPEDITED Y US-
BAYER-200935305NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7164383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164383 NON-EXPEDITED N US-
BAYER-200935431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
MENSTRUATION DELAYED  

7164384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164384 NON-EXPEDITED Y US-
BAYER-200936815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 4 MTH BAYER

7164387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164387 NON-EXPEDITED Y US-
BAYER-200935629NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164388 NON-EXPEDITED Y US-
BAYER-200935563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7164389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164389 NON-EXPEDITED Y US-
BAYER-200935631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164390 NON-EXPEDITED N US-
BAYER-200935439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 54 MTH BAYER
VAGINAL HAEMORRHAGE  

7164392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164392 NON-EXPEDITED N US-
BAYER-200935326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164393 NON-EXPEDITED N US-
BAYER-200935709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7164394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164394 NON-EXPEDITED N US-
BAYER-200935458NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NO ADVERSE EVENT  
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Detailed Report
7164395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164395 NON-EXPEDITED N US-
BAYER-200935721NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7164396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164396 NON-EXPEDITED N US-
BAYER-200935333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164403 NON-EXPEDITED N US-
BAYER-200937026NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7164404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164404 NON-EXPEDITED N US-
BAYER-200935560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164405 NON-EXPEDITED Y US-
BAYER-200935335NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 17 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7164406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164406 NON-EXPEDITED Y US-
BAYER-200935325NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 184 DAY BAYER

7164407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164407 NON-EXPEDITED Y US-
BAYER-200936356NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7164408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164408 NON-EXPEDITED N US-
BAYER-200935446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164409 NON-EXPEDITED N US-
BAYER-200935451NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164410 NON-EXPEDITED N US-
BAYER-200935322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7164411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7164411 NON-EXPEDITED N US-
BAYER-200935443NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7168657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2009 7168657 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
DRUG INEFFECTIVE  
GAIT DISTURBANCE  
NAUSEA  

7064006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7064006 NON-EXPEDITED N OT US-
BAYER-200927651NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1107 DAY BAYER
PELVIC PAIN  

7107175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7107175 NON-EXPEDITED N OT US-
BAYER-200931553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
COITAL BLEEDING  
Human chorionic gonadotropin decreased  
PAIN  
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Detailed Report
7165329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7165329 NON-EXPEDITED N OT US-
BAYER-200937303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CO NTINUOUS 4 DAY BAYER

7165330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7165330 EXPEDITED (15-DAY) Y OT US-
BAYER-200937275NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINOUS  BAYER
PAIN  

7165333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7165333 EXPEDITED (15-DAY) N OT US-
BAYER-200937299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE  BAYER
ACNE  

7165340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7165340 NON-EXPEDITED N OT US-
BAYER-200937163NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 30 MTH BAYER
PAIN  

7165342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7165342 NON-EXPEDITED N OT US-
BAYER-200937304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7168515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7168515 DIRECT N HO 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME YAZ S ORAL DAILY FOR 21 DAYS,

PO
 

CONDITION AGGRAVATED ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL DAILY FOR 21 DAYS,
PO

 

PULMONARY THROMBOSIS  

7170108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2009 7170108 DIRECT N RI 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S VAGINAL IUD VAG 4 MTH BAYER
BREAST SWELLING  
BURNING SENSATION  
DYSPAREUNIA  
FATIGUE  
VAGINAL DISCHARGE  
VAGINAL INFLAMMATION  
VAGINITIS BACTERIAL  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL MYCOTIC INFECTION  

6598797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 6598797 NON-EXPEDITED Y US-BAYER-
US-2007-035581

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/day, cont 4 WEEK BAYER
Device expulsion  
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Detailed Report
6906854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 6906854 NON-EXPEDITED N US-
BAYER-200912447NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7029430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7029430 NON-EXPEDITED Y US-
BAYER-200923408NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 245 DAY BAYER

7102100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7102100 NON-EXPEDITED N OT US-
BAYER-200930997NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication NORETHINDRONE C  

Page: 3,349 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7166334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166334 EXPEDITED (15-DAY) N OT CH-BRISTOL-MYERS
SQUIBB
COMPANY-14838494

37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED ACETAMINOPHEN S  CADENCE
PREGNANCY ASPIRIN S  

AMOXICILLIN S 6 DAY APOTHECON
EXCEDRIN MIGRAINE S  
DEPAKENE S  
FLUOXETINE S  
SEROQUEL S  
CLONAZEPAM S  
PRAMIPEXOLE S  
PRAMIPEXOLE S  
MEFENAMIC ACID S  
ORLISTAT S  
SODIUM PICOSULFATE S  
LEVONORGESTREL S 2 DAY
HEMICELLULASE\OX BILE
EXTRACT\PANCREATIN

S  

IRON C  
SUPRADYN C  

7166388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166388 NON-EXPEDITED N US-
BAYER-200934931NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7166402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166402 NON-EXPEDITED N US-
BAYER-200935389NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 39 MTH BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
AMENORRHOEA  

7166405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166405 NON-EXPEDITED N US-
BAYER-200935454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  

7166500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166500 NON-EXPEDITED Y OT US-
BAYER-200937748NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 859 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
PELVIC PAIN  

7166508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7166508 NON-EXPEDITED N OT US-
BAYER-200937448NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
MENORRHAGIA  
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Detailed Report
7171478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2009 7171478 DIRECT Y HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE INTRA-UTERINE 5 MTH
CONFUSIONAL STATE  
DEPRESSED LEVEL OF CONSCIOUSNESS  
FALL  
HEADACHE  
IMPAIRED DRIVING ABILITY  
TREMOR  
VISION BLURRED  

7104176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7104176 NON-EXPEDITED N US-
BAYER-200930387NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
Device expulsion  

7107365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7107365 NON-EXPEDITED N US-
BAYER-200929106NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID DISORDER MIRENA S INTRAUTERINE CONTINUOUS 394 DAY BAYER
NIGHT SWEATS  
UNEVALUABLE EVENT  
VULVOVAGINAL DISORDER  
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Detailed Report
7136966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7136966 NON-EXPEDITED N US-
BAYER-200932700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167549 EXPEDITED (15-DAY) Y OT CH-
ASTRAZENECA-2009SE
23815

37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy SEROQUEL S ORAL  ZENECA

VALPROATE SODIUM S  
FLUOXETINE S  
CLONAZEPAM S  
PRAMIPEXOLE
DIHYDROCHLORIDE

S  

ACETAMINOPHEN S  
ASPIRIN S  
MEFENAMIC ACID S  
ORLISTAT S  
SODIUM PICOSULFATE S  
HEMICELLULASE\PANCREATIN S  
LEVONORGESTREL S 2 DAY
AMOXICILLIN S 6 DAY
EXCEDRIN MIGRAINE S  
IRON C  
IRON C 1 DAY
ASCORBIC ACID\BIOTIN\IRON C  
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Detailed Report
7167617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167617 NON-EXPEDITED N US-
BAYER-200935478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167618 NON-EXPEDITED N US-
BAYER-200935491NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167619 NON-EXPEDITED N US-
BAYER-200935410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167620 NON-EXPEDITED N US-
BAYER-200935479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167622 NON-EXPEDITED N US-
BAYER-200935486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7167623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167623 NON-EXPEDITED N US-
BAYER-200935746NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTRACEPTION 12 MTH BAYER

7167624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167624 NON-EXPEDITED N US-
BAYER-200935466NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167625 NON-EXPEDITED N US-
BAYER-200935496NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167626 NON-EXPEDITED N US-
BAYER-200935793NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7167632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167632 NON-EXPEDITED N US-
BAYER-200935490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7167633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167633 NON-EXPEDITED N US-
BAYER-200935408NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7167634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167634 NON-EXPEDITED N US-
BAYER-200935799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7167635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167635 NON-EXPEDITED N US-
BAYER-200935625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167637 NON-EXPEDITED Y US-
BAYER-200935502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydia test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7167639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167639 NON-EXPEDITED N US-
BAYER-200935654NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
BLOOD URINE PRESENT  
VAGINAL HAEMORRHAGE  

7167643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167643 NON-EXPEDITED N US-
BAYER-200935603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
BREAST PAIN  
HEADACHE  

7167644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167644 NON-EXPEDITED N US-
BAYER-200935773NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
FEELING ABNORMAL  
NAUSEA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7167647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167647 NON-EXPEDITED N US-
BAYER-200935507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167648 NON-EXPEDITED N US-
BAYER-200935658NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  
PARAESTHESIA  

7167649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167649 NON-EXPEDITED N US-
BAYER-200935797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167651 NON-EXPEDITED N US-
BAYER-200935717NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 474 DAY BAYER

7167652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167652 NON-EXPEDITED N US-
BAYER-200935791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7167653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167653 NON-EXPEDITED N US-
BAYER-200936357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7167655 NON-EXPEDITED N US-
BAYER-200935726NA

68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER
ABDOMINAL DISTENSION  

Page: 3,359 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7173062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7173062 DIRECT N RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE ONCE UPON

INSERTION UP TO 5
YEARS, INTRA-UTERI

 BAYER

ACNE  
ALOPECIA  
ANXIETY  
BACK PAIN  
CERVIX INFLAMMATION  
DEPRESSION  
DYSPAREUNIA  
ECZEMA  
HAIR GROWTH ABNORMAL  
HYPERTENSION  
MIGRAINE  
MOOD SWINGS  
NERVOUSNESS  
OEDEMA PERIPHERAL  
PRURITUS  
RASH  
URTICARIA  
VAGINAL INFLAMMATION  
WEIGHT INCREASED  

7173158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2009 7173158 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B S ORAL 1 TABLET 12 HOURS

APART PO
12 HR

ABORTION SPONTANEOUS  
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Detailed Report
7125794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7125794 NON-EXPEDITED N US-
BAYER-200926368NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
DRY EYE  

7146568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7146568 NON-EXPEDITED Y US-
BAYER-200933029NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL PAIN  
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Detailed Report
7165332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7165332 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-200936982GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ABNORMAL BEHAVIOUR  
AGGRESSION  
AGITATION  
BREAST TENDERNESS  
DIVORCED  
FATIGUE  
HERPES ZOSTER  
IRRITABILITY  
LOCALISED INTRAABDOMINAL FLUID
COLLECTION

 

MOOD SWINGS  
OVARIAN CYST RUPTURED  
PROCEDURAL PAIN  
PRURITUS  
RASH  
THINKING ABNORMAL  
Toxicity to various agents  
WEIGHT INCREASED  

7168728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168728 EXPEDITED (15-DAY) N OT PT-
BAYER-200936973GPV

Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7168790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168790 NON-EXPEDITED N US-
BAYER-200935768NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7168792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168792 NON-EXPEDITED N US-
BAYER-200935732NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINAL BURNING SENSATION  

7168793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168793 NON-EXPEDITED N US-
BAYER-200935782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7168794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168794 NON-EXPEDITED N US-
BAYER-200929153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168795 NON-EXPEDITED N US-
BAYER-200935771NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER
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Detailed Report
7168796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168796 NON-EXPEDITED N US-
BAYER-200935774NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 69 DAY BAYER

7168797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168797 NON-EXPEDITED N US-
BAYER-200935743NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 130 DAY BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7168798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168798 NON-EXPEDITED Y US-
BAYER-200935788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168799 NON-EXPEDITED N US-
BAYER-200935785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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Detailed Report
7168800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168800 NON-EXPEDITED N US-
BAYER-200935651NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
NAUSEA  
VOMITING  

7168802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168802 NON-EXPEDITED Y US-
BAYER-200935781NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 132 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7168803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168803 NON-EXPEDITED Y US-
BAYER-200935762NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 86 DAY BAYER

7168804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168804 NON-EXPEDITED N US-
BAYER-200935729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7168806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168806 NON-EXPEDITED N US-
BAYER-200935430NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168809 NON-EXPEDITED N US-
BAYER-200935898NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7168812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168812 NON-EXPEDITED N US-
BAYER-200935817NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 974 DAY BAYER
AMENORRHOEA  
PELVIC PAIN  

7168813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168813 NON-EXPEDITED N US-
BAYER-200935976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7168814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168814 NON-EXPEDITED Y US-
BAYER-200935999NA

30 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168815 NON-EXPEDITED Y PR-
BAYER-200936001NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168816 NON-EXPEDITED N US-
BAYER-200935924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168817 NON-EXPEDITED N US-
BAYER-200935980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

(ESTIMATED START
DATE)

 BAYER

Page: 3,367 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7168819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168819 NON-EXPEDITED N US-
BAYER-200935900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  

7168820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168820 NON-EXPEDITED N US-
BAYER-200936007NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 79 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168821 NON-EXPEDITED N US-
BAYER-200935994NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7168822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168822 NON-EXPEDITED Y US-
BAYER-200935821NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7168823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168823 NON-EXPEDITED Y US-
BAYER-200935899NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7168824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168824 NON-EXPEDITED N US-
BAYER-200935902NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 4 WEEK BAYER

7168825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168825 NON-EXPEDITED N US-
BAYER-200935989NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 165 DAY BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7168826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168826 NON-EXPEDITED N US-
BAYER-200935901NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7168827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168827 NON-EXPEDITED N US-
BAYER-200935813NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7168828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7168828 NON-EXPEDITED N PR-
BAYER-200936002NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7169232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7169232 EXPEDITED (15-DAY) N OT B0601953A 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED AMOXICILLIN S UNKNOWN 6 DAY GLAXOSMITHKLINE
Maternal exposure during pregnancy ALLI S UNKNOWN 180MG Per day  GLAXOSMITHKLINE

DEPAKENE S UNKNOWN 150MG Twice per day  
FLUOXETINE S UNKNOWN  
SEROQUEL S UNKNOWN 100MG Per day  
CLONAZEPAM S UNKNOWN  
PRAMIPEXOLE S UNKNOWN .25MG Per day  
ACETAMINOPHEN S UNKNOWN  GLAXOSMITHKLINE
ASPIRIN S UNKNOWN  GLAXOSMITHKLINE
MEFENAMIC ACID S UNKNOWN  
SODIUM PICOSULFATE S UNKNOWN  
DIMETHICONE\PANCREATIN S UNKNOWN  
LEVONORGESTREL S UNKNOWN 2 DAY
EXCEDRIN MIGRAINE S UNKNOWN  
IRON C UNKNOWN 1 DAY
SUPRADYN C UNKNOWN  
CAFFEINE C UNKNOWN  GLAXOSMITHKLINE
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Detailed Report
7175584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2009 7175584 DIRECT N DS,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 1 1 INTRA-UTERINE 7 MTH
DEVICE EXPULSION  
DYSPAREUNIA  

6681323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 6681323 NON-EXPEDITED N US-
BAYER-200815423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

ECZEMA  

6985240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 6985240 NON-EXPEDITED N OT US-
BAYER-200919282NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
Medical device complication  

7041278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7041278 EXPEDITED (15-DAY) N OT CA-
BAYER-200925097NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  
DYSPEPSIA  
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7087506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7087506 NON-EXPEDITED N US-
BAYER-200922577NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  
PARAESTHESIA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7123733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7123733 NON-EXPEDITED Y US-
BAYER-200916608NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HEADACHE MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
DIZZINESS  
PROCEDURAL PAIN  

7125802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7125802 NON-EXPEDITED N US-
BAYER-200917329NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD TESTOSTERONE INCREASED MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
HIRSUTISM  

Page: 3,372 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7125823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7125823 NON-EXPEDITED N US-
BAYER-200928636NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL (0.045 MG OF

ESTRADIOL AND
0.015MG OF
LEVONORGESTREL),
VIA TRANSDERMAL
PATCHES APPLIED
WEEKLY

 BAYER

7132604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7132604 NON-EXPEDITED Y US-
BAYER-200931276NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
TREMOR ARMOUR THYROID C  
MUSCLE TWITCHING  

7143439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7143439 NON-EXPEDITED N OT US-
BAYER-200934688NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7170389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170389 NON-EXPEDITED N OT US-
BAYER-200937740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER
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7170390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170390 NON-EXPEDITED Y OT US-
BAYER-200938051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
PELVIC PAIN  

7170393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170393 NON-EXPEDITED Y OT US-
BAYER-200937824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7170481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170481 EXPEDITED (15-DAY) N CA US-TEVA-214256USA 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRISOMY 21 PLAN B S TRANSPLACENTAL  DURAMED

7170484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170484 NON-EXPEDITED Y US-
BAYER-200935923NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7170485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170485 NON-EXPEDITED N US-
BAYER-200935933NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
MOOD SWINGS  

7170486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170486 NON-EXPEDITED N US-
BAYER-200935942NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170487 NON-EXPEDITED N US-
BAYER-200935786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7170488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170488 NON-EXPEDITED Y US-
BAYER-200935810NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 108 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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7170491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170491 NON-EXPEDITED N US-
BAYER-200935934NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170492 NON-EXPEDITED N US-
BAYER-200935929NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  
VAGINAL DISCHARGE  

7170493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170493 NON-EXPEDITED N US-
BAYER-200935777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7170494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170494 NON-EXPEDITED N US-
BAYER-200935463NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER
GENITAL HAEMORRHAGE  
Medical device complication  
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7170495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170495 NON-EXPEDITED Y US-
BAYER-200935779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170496 NON-EXPEDITED Y US-
BAYER-200935776NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
ALOPECIA  
FATIGUE  
PRURITUS  

7170497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170497 NON-EXPEDITED N US-
BAYER-200935931NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
ORGASMIC SENSATION DECREASED  

7170499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170499 NON-EXPEDITED N US-
BAYER-200935922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7170500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170500 NON-EXPEDITED Y US-
BAYER-200935915NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170502 NON-EXPEDITED N US-
BAYER-200935612NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
HEADACHE  
VAGINAL HAEMORRHAGE  

7170504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170504 NON-EXPEDITED N US-
BAYER-200935913NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 382 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7170505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170505 NON-EXPEDITED Y US-
BAYER-200935975NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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7170506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170506 NON-EXPEDITED N US-
BAYER-200935916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170507 NON-EXPEDITED N US-
BAYER-200935935NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  

7170508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170508 NON-EXPEDITED N US-
BAYER-200936003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7170509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170509 NON-EXPEDITED N US-
BAYER-200936012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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7170510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170510 NON-EXPEDITED N US-
BAYER-200935411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 11 MTH BAYER
CYSTITIS  
VAGINAL DISCHARGE  
Vulvovaginal swelling  

7170511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170511 NON-EXPEDITED N US-
BAYER-200935914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170513 NON-EXPEDITED Y US-
BAYER-200935968NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER
PIGMENTATION DISORDER  

7170514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170514 NON-EXPEDITED N US-
BAYER-200936008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
NIPPLE PAIN  
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7170516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170516 NON-EXPEDITED N US-
BAYER-200935947NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170517 NON-EXPEDITED N US-
BAYER-200935957NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170518 NON-EXPEDITED N US-
BAYER-200935991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
BACK PAIN  
BREAST TENDERNESS  
NAUSEA  

7170519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170519 NON-EXPEDITED N US-
BAYER-200935996NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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7170520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170520 NON-EXPEDITED N US-
BAYER-200935964NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
VAGINAL DISCHARGE  

7170521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170521 NON-EXPEDITED N US-
BAYER-200936005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ACNE  
ALOPECIA  
RASH  

7170524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170524 NON-EXPEDITED N US-
BAYER-200935972NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 54 DAY BAYER

7170526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170526 NON-EXPEDITED N US-
BAYER-200935962NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7170527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170527 NON-EXPEDITED N US-
BAYER-200935974NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7170528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170528 NON-EXPEDITED N US-
BAYER-200936006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170530 NON-EXPEDITED N US-
BAYER-200936004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170531 NON-EXPEDITED N US-
BAYER-200935970NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PENILE PAIN  

7170532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170532 NON-EXPEDITED N US-
BAYER-200935952NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL DISCHARGE  
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7170538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170538 NON-EXPEDITED N US-
BAYER-200936171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170540 NON-EXPEDITED N US-
BAYER-200936173NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7170541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170541 NON-EXPEDITED Y US-
BAYER-200936000NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
Device expulsion  

7170543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170543 NON-EXPEDITED N US-
BAYER-200936084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170544 NON-EXPEDITED N US-
BAYER-200936044NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
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7170545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170545 NON-EXPEDITED N US-
BAYER-200935950NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7170546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170546 NON-EXPEDITED Y US-
BAYER-200936092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170547 NON-EXPEDITED N US-
BAYER-200936011NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
COITAL BLEEDING  

7170548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170548 NON-EXPEDITED N US-
BAYER-200936088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7170549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170549 NON-EXPEDITED Y US-
BAYER-200936097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170550 NON-EXPEDITED N US-
BAYER-200936032NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
HEADACHE UNKNOWN DRUG C  

7170551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170551 NON-EXPEDITED N US-
BAYER-200936120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY.
 BAYER

MENORRHAGIA  

7170552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170552 NON-EXPEDITED Y US-
BAYER-200936167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7170553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170553 NON-EXPEDITED Y US-
BAYER-200936102NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170556 NON-EXPEDITED N US-
BAYER-200936016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170557 NON-EXPEDITED N US-
BAYER-200936020NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

7170578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170578 NON-EXPEDITED N US-
BAYER-200936046NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7170579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170579 NON-EXPEDITED Y US-
BAYER-200936018NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 239 DAY BAYER
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Detailed Report
7170580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170580 NON-EXPEDITED N US-
BAYER-200936036NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170582 NON-EXPEDITED N US-
BAYER-200936107NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170583 NON-EXPEDITED N US-
BAYER-200936165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7170584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170584 NON-EXPEDITED Y US-
BAYER-200936118NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170585 NON-EXPEDITED N US-
BAYER-200936086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7170586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170586 NON-EXPEDITED N US-
BAYER-200936117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  

7170588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170588 NON-EXPEDITED Y US-
BAYER-200936194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 24 DAY BAYER

7170589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170589 NON-EXPEDITED Y US-
BAYER-200936200NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170591 NON-EXPEDITED N US-
BAYER-200936228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  

7170592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170592 NON-EXPEDITED Y US-
BAYER-200936176NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 135 DAY BAYER
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Detailed Report
7170593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170593 NON-EXPEDITED N US-
BAYER-200936387NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  

7170594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170594 NON-EXPEDITED Y US-
BAYER-200936202NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7170595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170595 NON-EXPEDITED Y US-
BAYER-200937729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170596 NON-EXPEDITED N US-
BAYER-200936198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7170598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170598 NON-EXPEDITED N US-
BAYER-200936237NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170599 NON-EXPEDITED Y US-
BAYER-200936235NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170600 NON-EXPEDITED N US-
BAYER-200936204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7170601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170601 NON-EXPEDITED N US-
BAYER-200936258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7170604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170604 NON-EXPEDITED Y US-
BAYER-200936199NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7170605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170605 NON-EXPEDITED Y US-
BAYER-200936239NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7170608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170608 NON-EXPEDITED N US-
BAYER-200936175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

7170609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7170609 NON-EXPEDITED N US-
BAYER-200936178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7175751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7175751 DIRECT N DS,OT,RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S  
ABASIA  
CYSTITIS INTERSTITIAL  
IMPAIRED WORK ABILITY  
SEXUAL RELATIONSHIP CHANGE  
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Detailed Report
7176727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7176727 DIRECT 2 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 1  
ALOPECIA  
CYSTITIS  
FEELING ABNORMAL  
GALACTORRHOEA  
HUNGER  
SKIN DISORDER  
THYROID DISORDER  
WHITE BLOOD CELL COUNT INCREASED  

7250947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 7250947 EXPEDITED (15-DAY) Y OT US-TEVA-212233USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION PLAN B ONE-STEP S ORAL  DURAMED
DYSSTASIA PLAN B ONE-STEP S ORAL  DURAMED
CRYING PLAN B ONE-STEP S ORAL  DURAMED
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL  DURAMED
CHEST DISCOMFORT  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
HYPOAESTHESIA  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
PALPITATIONS  
STRESS  
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Detailed Report
7111107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7111107 NON-EXPEDITED N OT US-
BAYER-200932155NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7171727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171727 NON-EXPEDITED N US-
BAYER-200935951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANAL PRURITUS  
ANXIETY  

7171728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171728 NON-EXPEDITED N AE-
BAYER-200935231NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7171729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171729 NON-EXPEDITED Y US-
BAYER-200934700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7171730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171730 NON-EXPEDITED N US-
BAYER-200935828NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 58 DAY BAYER
ABDOMINAL PAIN LOWER  

7171731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171731 NON-EXPEDITED N US-
BAYER-200933177NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7171732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7171732 NON-EXPEDITED N US-
BAYER-200931318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7172778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7172778 EXPEDITED (15-DAY) Y OT CH-B.I.
PHARMACEUTICALS,IN
C./RIDGEFIELD-2009-
SI-00047SI

37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED PRAMIPEXOLE

DIHYDROCHLORIDE
S ORAL 0.125 mg  BOEHRINGER INGELHEIM

SODIUM PICOSULFATE S ORAL  
DEPAKENE S ORAL  
FLUOXETINE HCL S  
SEROQUEL S ORAL 100 mg  
CLONAZEPAM S  
ACETAMINOPHEN S  
ASPIRIN S  
MEFENAMIC ACID S  
ALLI S ORAL 180 mg  
HEMICELLULASE\PANCREATIN S  
LEVONORGESTREL S ORAL 0.75 mg  
AMOXICILLIN S  
EXCEDRIN MIGRAINE S  
IRON C  
FERROUS CARBONATE
\MANGANESE SULFATE
\MOLYBDENUM SESQUIOXIDE
\SODIUM BORATE\ZINC SULFATE

C ORAL  
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Detailed Report
7186587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2009 7186587 EXPEDITED (15-DAY) OT TPH-00167 24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 3 YR

CAESAREAN SECTION  
HYPOMENORRHOEA  
MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUAL DISORDER  
METRORRHAGIA  
PREMATURE LABOUR  

6736967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 6736967 EXPEDITED (15-DAY) N OT BR-
BAYER-200817279LA

30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE LEVONORGESTREL S ORAL 1 TAB/DAY 21/28 DAYS 12 MTH BAYER
CONSTIPATION ANTIINFLAMATORY DRUG C  
ANORECTAL DISORDER  

7103128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7103128 NON-EXPEDITED Y OT US-
BAYER-200931110NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

7136934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7136934 NON-EXPEDITED N US-
BAYER-200931789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7152262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7152262 NON-EXPEDITED N US-
BAYER-200933784NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7171682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7171682 NON-EXPEDITED N OT US-
BAYER-200937839NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7171689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7171689 NON-EXPEDITED Y OT US-
BAYER-200937851NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  

7173387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7173387 NON-EXPEDITED Y US-
BAYER-200935738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7173555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7173555 NON-EXPEDITED N HO,OT SE-
BAYER-200937947GPV

38 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE BATCH/LOT NUMBER:

34142-01, MAVE
20080402, 014453

164 DAY BAYER

ABORTION MISSED IBUPROFEN C ORAL  
FOREIGN BODY REACTION  
INDUCED ABORTION HAEMORRHAGE  
SYNCOPE  

7179078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2009 7179078 DIRECT N OT < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  
GAIT DISTURBANCE  
HAEMORRHAGE  
MATERNAL EXPOSURE BEFORE PREGNANCY  
URINARY TRACT INFECTION  

7109637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7109637 NON-EXPEDITED N US-
BAYER-200929536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INFECTION  
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Detailed Report
7113589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7113589 EXPEDITED (15-DAY) N OT US-
BAYER-200932431NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BILIARY COLIC MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPEPSIA  

7117094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7117094 NON-EXPEDITED N US-
BAYER-200925710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INSOMNIA  

7123799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7123799 NON-EXPEDITED N US-
BAYER-200927134NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT MIRENA S INTRAUTERINE  BAYER
NAUSEA ERYTHROMYCIN C  
DYSPAREUNIA OXYPROXIN C  
MENSTRUATION DELAYED VITAMINS C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
FATIGUE  
FEELING ABNORMAL  
FEELING OF BODY TEMPERATURE CHANGE  
JOINT SWELLING  
VASODILATATION  
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Detailed Report
7125718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7125718 NON-EXPEDITED N OT US-
BAYER-200917652NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7139461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7139461 NON-EXPEDITED Y US-
BAYER-200933085NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7139463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7139463 NON-EXPEDITED Y US-
BAYER-200933087NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 84 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7144566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7144566 NON-EXPEDITED N OT US-
BAYER-200934966NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  
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Detailed Report
7146540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7146540 NON-EXPEDITED N US-
BAYER-200931125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7173543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7173543 EXPEDITED (15-DAY) N HO NZ-
BAYER-200937330GPV

35 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
PYREXIA  

7174514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174514 NON-EXPEDITED Y US-
BAYER-200935790NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7174515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174515 NON-EXPEDITED Y US-
BAYER-200934307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7174518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174518 NON-EXPEDITED N US-
BAYER-200936014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174520 NON-EXPEDITED N US-
BAYER-200935248NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  
Medical device complication  
POLYMENORRHOEA  
PYREXIA  
VAGINAL DISCHARGE  

7174522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174522 NON-EXPEDITED N US-
BAYER-200936249NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER

7174523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174523 NON-EXPEDITED Y US-
BAYER-200936260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7174525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174525 NON-EXPEDITED N US-
BAYER-200936354NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174526 NON-EXPEDITED N US-
BAYER-200936349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174527 NON-EXPEDITED N US-
BAYER-200936206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  

7174528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174528 NON-EXPEDITED N US-
BAYER-200936255NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER

7174529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174529 NON-EXPEDITED N US-
BAYER-200936350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINIOUS  BAYER
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Detailed Report
7174530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174530 NON-EXPEDITED N US-
BAYER-200936280NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174531 NON-EXPEDITED N US-
BAYER-200936371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174532 NON-EXPEDITED N US-
BAYER-200936174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7174533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174533 NON-EXPEDITED N US-
BAYER-200936355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174534 NON-EXPEDITED N US-
BAYER-200936274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER
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Detailed Report
7174535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174535 NON-EXPEDITED N US-
BAYER-200936231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7174536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174536 NON-EXPEDITED Y US-
BAYER-200936261NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 164 DAY BAYER

7174538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174538 NON-EXPEDITED N US-
BAYER-200936282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE  

7174540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174540 NON-EXPEDITED N US-
BAYER-200936233NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7174541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174541 NON-EXPEDITED N US-
BAYER-200936226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7174542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174542 NON-EXPEDITED N US-
BAYER-200936353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174543 NON-EXPEDITED N US-
BAYER-200936374NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS.  BAYER
ABDOMINAL DISCOMFORT  
ANXIETY  
BREAST PAIN  

7174545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174545 NON-EXPEDITED Y US-
BAYER-200936229NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7174546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174546 NON-EXPEDITED Y US-
BAYER-200936230NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7174547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174547 NON-EXPEDITED N US-
BAYER-200936240NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174555 NON-EXPEDITED N US-
BAYER-200936379NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174557 NON-EXPEDITED N US-
BAYER-200936378NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS.  BAYER

7174558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174558 NON-EXPEDITED N US-
BAYER-200936395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7174559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174559 NON-EXPEDITED N US-
BAYER-200936426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7174560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174560 NON-EXPEDITED N US-
BAYER-200936404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  

7174561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174561 NON-EXPEDITED N US-
BAYER-200936410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7174562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174562 NON-EXPEDITED N US-
BAYER-200936398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  
OLIGOMENORRHOEA  
VAGINAL HAEMORRHAGE  

7174563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174563 NON-EXPEDITED N US-
BAYER-200936413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
7174565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174565 NON-EXPEDITED N US-
BAYER-200936412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GINGIVAL SWELLING MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7174566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174566 NON-EXPEDITED Y US-
BAYER-200936417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7174567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2009 7174567 NON-EXPEDITED N US-
BAYER-200936414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ASTHENIA  
BREAST TENDERNESS  
FATIGUE  
METRORRHAGIA  
MOOD ALTERED  
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7065052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7065052 NON-EXPEDITED N HO,OT US-
BAYER-200927507NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Device dislocation  
Medical device complication  

7067331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7067331 NON-EXPEDITED N US-
BAYER-200920338NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7103135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7103135 NON-EXPEDITED Y OT US-
BAYER-200931113NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7124527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7124527 NON-EXPEDITED Y HO,OT US-
BAYER-200933335NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL BACTERAEMIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PYREXIA TAMOXIFEN CITRATE C  
VIRAL UPPER RESPIRATORY TRACT
INFECTION
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Detailed Report
7130846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7130846 NON-EXPEDITED N US-
BAYER-200921558NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIRENA S INTRAUTERINE  BAYER

7132535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7132535 NON-EXPEDITED Y US-
BAYER-200925808NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7136102 NON-EXPEDITED Y US-
BAYER-200932197NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  

7144565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7144565 NON-EXPEDITED Y OT US-
BAYER-200934951NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 DAY BAYER

Page: 3,412 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7146537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7146537 NON-EXPEDITED N US-
BAYER-200930567NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY    (MIRENA
INSERTED IN APR OR
MAY-2009)

 BAYER

HEADACHE MIRENA S INTRAUTERINE CONTINUOUS 30 MTH BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
DIZZINESS  
MOTION SICKNESS  
VAGINAL HAEMORRHAGE  

7146632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7146632 NON-EXPEDITED N OT US-
BAYER-200935211NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7164203 NON-EXPEDITED N OT US-
BAYER-200937300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7171693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7171693 NON-EXPEDITED N OT US-
BAYER-200938332NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 384 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  

7173553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7173553 EXPEDITED (15-DAY) N OT GB-
BAYER-200938612GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7176284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176284 NON-EXPEDITED N US-
BAYER-200936475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176285 NON-EXPEDITED Y US-
BAYER-200936556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7176286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176286 NON-EXPEDITED N US-
BAYER-200936546NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 14 DAY BAYER

7176287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176287 NON-EXPEDITED Y US-
BAYER-200936403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7176294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176294 NON-EXPEDITED Y US-
BAYER-200936384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

7176295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176295 NON-EXPEDITED Y US-
BAYER-200936393NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176297 NON-EXPEDITED N US-
BAYER-200936420NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7176298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176298 NON-EXPEDITED Y US-
BAYER-200936389NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176301 NON-EXPEDITED Y US-
BAYER-200936484NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER

7176302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176302 NON-EXPEDITED N US-
BAYER-200936551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PRURITUS  

7176303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176303 NON-EXPEDITED N US-
BAYER-200936401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION IRREGULAR  
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Detailed Report
7176305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176305 NON-EXPEDITED N US-
BAYER-200936542NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176306 NON-EXPEDITED N US-
BAYER-200936472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7176307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176307 NON-EXPEDITED N US-
BAYER-200936070NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176308 NON-EXPEDITED Y US-
BAYER-200936432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176309 NON-EXPEDITED N US-
BAYER-200936434NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER
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Detailed Report
7176311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176311 NON-EXPEDITED N US-
BAYER-200936181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7176314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176314 NON-EXPEDITED N US-
BAYER-200936634NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7176320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176320 NON-EXPEDITED Y US-
BAYER-200936630NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 392 DAY BAYER

7176321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176321 NON-EXPEDITED N OT US-
BAYER-200938275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7176324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176324 EXPEDITED (15-DAY) Y OT US-
BAYER-200938250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LIP SWELLING  
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Detailed Report
7176330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176330 NON-EXPEDITED N US-
BAYER-200937152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7176331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176331 NON-EXPEDITED N OT US-
BAYER-200938658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7176335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176335 NON-EXPEDITED N US-
BAYER-200936617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176337 NON-EXPEDITED Y US-
BAYER-200936631NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 10 DAY BAYER

7176350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176350 NON-EXPEDITED N OT US-
BAYER-200938656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7176546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7176546 NON-EXPEDITED Y US-
BAYER-200936196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7179615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7179615 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE IUD, INTRA-UTERINE  
ABDOMINAL PAIN  
LOSS OF LIBIDO  
MENORRHAGIA  
MUSCLE SPASMS  

7179850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7179850 DIRECT N HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR MIRENA S INTRAUTERINE 1 IUD UP TO 5 YEARS

INTRA-UTERINE
 BAYER

COMPLICATION OF DEVICE INSERTION  
DRUG INEFFECTIVE  

7179925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2009 7179925 DIRECT N OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
UTERINE PERFORATION  

Page: 3,420 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6789952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 6789952 NON-EXPEDITED N US-
BAYER-200833982NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

6924644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 6924644 NON-EXPEDITED N OT US-
BAYER-200913737NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS 1799 DAY BAYER

7067290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7067290 EXPEDITED (15-DAY) N OT US-
BAYER-200927889NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CARDIAC DISORDER  
COMPLICATION OF DEVICE REMOVAL  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7107191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7107191 NON-EXPEDITED N OT US-
BAYER-200931872NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 118 DAY BAYER
ABORTION SPONTANEOUS  
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Detailed Report
7114857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7114857 NON-EXPEDITED N US-
BAYER-200932660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VITAMINS C  

7123698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7123698 NON-EXPEDITED Y US-
BAYER-200915459NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 254 DAY BAYER
UTERINE POLYP  
VAGINAL HAEMORRHAGE  

7125868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7125868 NON-EXPEDITED N US-
BAYER-200933051NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7132598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7132598 NON-EXPEDITED Y US-
BAYER-200930412NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7141952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7141952 NON-EXPEDITED Y US-
BAYER-200930103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 46 MTH BAYER
COMPLICATION OF DEVICE REMOVAL  
PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7144765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7144765 NON-EXPEDITED N US-
BAYER-200931526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7144792 NON-EXPEDITED N US-
BAYER-200931527NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOMENORRHOEA  
JOINT SWELLING  
OEDEMA PERIPHERAL  
WEIGHT INCREASED  
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Detailed Report
7147284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7147284 NON-EXPEDITED N US-
BAYER-200931560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ACNE  
BREAST TENDERNESS  
MOOD SWINGS  

7176283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7176283 EXPEDITED (15-DAY) N HO,OT AR-
BAYER-200923718LA

Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

18 MTH BAYER

ACUTE ABDOMEN  
INTRA-ABDOMINAL HAEMORRHAGE  
UTERINE PERFORATION  

7177655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177655 EXPEDITED (15-DAY) N OT US-
BAYER-200938469NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S  BAYER

7177670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177670 NON-EXPEDITED N OT US-
BAYER-200938497NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7177672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177672 NON-EXPEDITED N OT US-
BAYER-200938632NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7177676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177676 NON-EXPEDITED N OT US-
BAYER-200938806NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 27 DAY BAYER
Medical device complication  

7177677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177677 NON-EXPEDITED Y OT US-
BAYER-200938811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7177680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177680 NON-EXPEDITED N OT US-
BAYER-200938622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 681 DAY BAYER
ABDOMINAL PAIN  
PYREXIA  
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Detailed Report
7177879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177879 NON-EXPEDITED Y US-
BAYER-200936470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177880 NON-EXPEDITED N US-
BAYER-200936360NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7177881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177881 NON-EXPEDITED N US-
BAYER-200936568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177884 NON-EXPEDITED N US-
BAYER-200936504NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
7177885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177885 NON-EXPEDITED N US-
BAYER-200936469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
Medical device complication  

7177886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177886 NON-EXPEDITED N US-
BAYER-200936567NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER

7177888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177888 NON-EXPEDITED Y US-
BAYER-200936508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 396 DAY BAYER

7177891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177891 NON-EXPEDITED N US-
BAYER-200936220NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

7177894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177894 NON-EXPEDITED N US-
BAYER-200936586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
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Detailed Report
7177895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177895 NON-EXPEDITED N US-
BAYER-200936287NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7177896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177896 NON-EXPEDITED N US-
BAYER-200936560NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177897 NON-EXPEDITED N US-
BAYER-200936363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177901 NON-EXPEDITED N US-
BAYER-200936583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

SPIRONOLACTONE C  

7177902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177902 NON-EXPEDITED N US-
BAYER-200936620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 14 DAY BAYER
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Detailed Report
7177903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177903 NON-EXPEDITED N US-
BAYER-200936622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7177904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177904 NON-EXPEDITED Y US-
BAYER-200936657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 66 DAY BAYER

7177905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177905 NON-EXPEDITED Y US-
BAYER-200936623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177907 NON-EXPEDITED N US-
BAYER-200936655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7177909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177909 NON-EXPEDITED N US-
BAYER-200936515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
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Detailed Report
7177910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177910 NON-EXPEDITED N US-
BAYER-200936650NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

7177911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177911 NON-EXPEDITED N US-
BAYER-200936618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177912 NON-EXPEDITED N US-
BAYER-200936612NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
DIZZINESS  
VAGINAL HAEMORRHAGE  

7177914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177914 NON-EXPEDITED N US-
BAYER-200936648NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
MENORRHAGIA  
METRORRHAGIA  
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Detailed Report
7177915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177915 NON-EXPEDITED Y US-
BAYER-200936637NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177916 NON-EXPEDITED Y US-
BAYER-200936654NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCULOSKELETAL PAIN  

7177917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177917 NON-EXPEDITED N US-
BAYER-200936587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

PROGESTERONE C ORAL  

7177919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177919 NON-EXPEDITED N US-
BAYER-200936602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  

7177923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177923 NON-EXPEDITED N US-
BAYER-200936589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7177924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177924 NON-EXPEDITED Y US-
BAYER-200936638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177925 NON-EXPEDITED Y US-
BAYER-200936628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER

7177926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177926 NON-EXPEDITED N US-
BAYER-200936610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177928 NON-EXPEDITED N US-
BAYER-200936659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 MTH BAYER

7177929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177929 NON-EXPEDITED N US-
BAYER-200936625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER
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Detailed Report
7177930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177930 NON-EXPEDITED N US-
BAYER-200936615NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
WEIGHT DECREASED  

7177931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177931 NON-EXPEDITED N US-
BAYER-200936607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177934 NON-EXPEDITED N US-
BAYER-200936851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

7177935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177935 NON-EXPEDITED N US-
BAYER-200936887NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VULVOVAGINAL MYCOTIC INFECTION  

7177937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177937 NON-EXPEDITED N US-
BAYER-200936883NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7177938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177938 NON-EXPEDITED Y US-
BAYER-200936813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177939 NON-EXPEDITED N US-
BAYER-200936776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 1 YR BAYER
ACNE  
BACK PAIN  
FEELING ABNORMAL  

7177940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177940 NON-EXPEDITED N US-
BAYER-200936884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177941 NON-EXPEDITED N US-
BAYER-200936614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7177942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177942 NON-EXPEDITED N US-
BAYER-200936662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177943 NON-EXPEDITED N US-
BAYER-200936669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177945 NON-EXPEDITED Y US-
BAYER-200936673NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7177946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177946 NON-EXPEDITED N US-
BAYER-200936909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER

7177947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177947 NON-EXPEDITED N US-
BAYER-200936888NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7177948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177948 NON-EXPEDITED N US-
BAYER-200936894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE As used: 20 µG 51 DAY BAYER
PELVIC PAIN  

7177949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177949 NON-EXPEDITED N US-
BAYER-200936846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 49 DAY BAYER

7177950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177950 NON-EXPEDITED Y US-
BAYER-200936843NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 230 DAY BAYER

7177951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177951 NON-EXPEDITED N US-
BAYER-200936899NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177952 NON-EXPEDITED N US-
BAYER-200936848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7177953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177953 NON-EXPEDITED N US-
BAYER-200936892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

7177954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177954 NON-EXPEDITED N US-
BAYER-200936766NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

7177955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177955 NON-EXPEDITED N US-
BAYER-200936857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 322 DAY BAYER

7177956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177956 NON-EXPEDITED Y US-
BAYER-200936904NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177958 NON-EXPEDITED N US-
BAYER-200936762NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,437 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7177959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177959 NON-EXPEDITED N US-
BAYER-200936676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE  BAYER

7177960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177960 NON-EXPEDITED N US-
BAYER-200936961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 8 DAY BAYER

7177961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177961 NON-EXPEDITED N US-
BAYER-200936681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 606 DAY BAYER

7177962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177962 NON-EXPEDITED Y US-
BAYER-200936679NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7177963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177963 NON-EXPEDITED N US-
BAYER-200936667NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7177966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177966 NON-EXPEDITED N US-
BAYER-200936943NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177967 NON-EXPEDITED N US-
BAYER-200936958NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 8 MTH BAYER

7177968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177968 NON-EXPEDITED N US-
BAYER-200936918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE YAZ S 1 YR BAYER
ALCOHOL INTOLERANCE  
NAUSEA  

7177969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177969 NON-EXPEDITED N US-
BAYER-200937157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER
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Detailed Report
7177970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177970 NON-EXPEDITED N US-
BAYER-200936915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177972 NON-EXPEDITED N US-
BAYER-200936936NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7177974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177974 NON-EXPEDITED Y US-
BAYER-200937054NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7177975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177975 NON-EXPEDITED Y US-
BAYER-200936923NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7177976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177976 NON-EXPEDITED N US-
BAYER-200936959NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7177977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177977 NON-EXPEDITED N US-
BAYER-200936935NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7177978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7177978 NON-EXPEDITED N US-
BAYER-200937048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 202 DAY BAYER

7180795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7180795 DIRECT N DS,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
ACNE  
METRORRHAGIA  
VAGINAL DISCHARGE  

7180858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7180858 DIRECT Y OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 52 MG/UNIT VARIES,

UP TO 5YEARS INTRA-
UTERINE DEVICE
(EXTENDED
DURATION)

 BAYER
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Detailed Report
7180859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7180859 DIRECT Y OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 52 MG/UNIT VARIES,

UP TO 5 YEARS
INTRA-UTERINE
DEVICE EXTENDED
DURATION

 BAYER

7180872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2009 7180872 DIRECT N HO,DS,LT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 1 INSERT GOOD FOR 5

YEARS INTRA-
UTERINE

 

PROCEDURAL PAIN  
STRESS  

6850031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 6850031 NON-EXPEDITED Y US-
BAYER-200840223NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion ATENOLOL C  
MENORRHAGIA  

7139451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7139451 NON-EXPEDITED N US-
BAYER-200934601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  
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Detailed Report
7139488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7139488 NON-EXPEDITED Y HO,OT US-
BAYER-200934491NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 702 DAY BAYER
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  

7146615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7146615 EXPEDITED (15-DAY) N OT DE-
BAYER-200934529GPV

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE  BAYER
MITRAL VALVE PROLAPSE  

7154178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7154178 NON-EXPEDITED Y HO,OT US-
BAYER-200936216NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA CRESTOR C ORAL  

VASERETIC C ORAL 10/ 25 MG  

7165335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7165335 EXPEDITED (15-DAY) N OT CH-
BAYER-200936700GPV

35 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GILBERT'S SYNDROME MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
BLOOD BILIRUBIN INCREASED  
CHOLESTASIS  
NAUSEA  
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Detailed Report
7178708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7178708 NON-EXPEDITED N OT US-
BAYER-200939018NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE CONTINUOUE  BAYER
AMENORRHOEA  

7178719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7178719 NON-EXPEDITED N OT US-
BAYER-200938733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7178738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7178738 NON-EXPEDITED N US-
BAYER-200936418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7178740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7178740 NON-EXPEDITED Y US-
BAYER-200936366NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS.  BAYER
METRORRHAGIA  
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Detailed Report
7178744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7178744 NON-EXPEDITED N US-
BAYER-200938287NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7182726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2009 7182726 DIRECT Y DE 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM TRIVORA S ORAL 1 TABLET PER DAY PO  
DEPRESSED LEVEL OF CONSCIOUSNESS  
FALL  
MALAISE  
PALLOR  

7029347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7029347 EXPEDITED (15-DAY) Y OT US-
BAYER-200923562NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE CONTINUOUS 176 DAY BAYER
ANXIETY  
DEPRESSION  
HEART RATE INCREASED  
MIGRAINE  
OVARIAN CYST  
PALPITATIONS  
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Detailed Report
7057275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7057275 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200926643NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
BLOOD URINE PRESENT  
COMPLICATION OF DEVICE REMOVAL  
CONSTIPATION  
FEELING ABNORMAL  
PROCEDURAL COMPLICATION  

7080521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7080521 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200929057NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL ADHESIONS  
APPENDICECTOMY  
BODY TEMPERATURE INCREASED  
ILEUS  
LOCALISED INTRAABDOMINAL FLUID
COLLECTION

 

NAUSEA  
PAIN  
PELVIC PAIN  
VOMITING  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
7114881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7114881 NON-EXPEDITED N OT US-
BAYER-200932271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  

7130720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7130720 NON-EXPEDITED Y OT US-
BAYER-200933859NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

7130872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7130872 NON-EXPEDITED N US-
BAYER-200931065NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MENORRHAGIA  
MENSTRUATION DELAYED  

7131013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7131013 NON-EXPEDITED N US-
BAYER-200933271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7132766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7132766 NON-EXPEDITED N OT US-
BAYER-200933874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7132767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7132767 NON-EXPEDITED N OT US-
BAYER-200933766NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
VAGINAL HAEMORRHAGE  

7133814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7133814 NON-EXPEDITED N US-
BAYER-200933763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7152265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7152265 NON-EXPEDITED N US-
BAYER-200933457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORECTAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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Detailed Report
7153350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7153350 NON-EXPEDITED N US-
BAYER-200933808NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
IRRITABILITY  
MENORRHAGIA  
PRURITUS  

7155422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7155422 EXPEDITED (15-DAY) N HO US-
BAYER-200934043NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
ABDOMINAL PAIN LOWER  
CEREBRAL FUNGAL INFECTION  
DIZZINESS  
IMMUNODEFICIENCY  
NAUSEA  
VAGINAL DISCHARGE  

7181105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181105 NON-EXPEDITED N OT US-
BAYER-200938924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7181107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181107 NON-EXPEDITED Y OT US-
BAYER-200939355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181109 EXPEDITED (15-DAY) N HO US-
BAYER-200938923NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 51 MTH BAYER
ABASIA  
ABDOMINAL PAIN LOWER  
ACNE  
DEPRESSION  
HEADACHE  
HOT FLUSH  
VAGINAL HAEMORRHAGE  

7181110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181110 NON-EXPEDITED N OT US-
BAYER-200939037NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
PROCEDURAL PAIN  
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Detailed Report
7181111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181111 NON-EXPEDITED N OT US-
BAYER-200939514NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PROCEDURAL PAIN  

7181112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181112 EXPEDITED (15-DAY) N OT US-
BAYER-200939272NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER

7181113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181113 EXPEDITED (15-DAY) Y OT US-
BAYER-200939026NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 15 MTH BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7181115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181115 NON-EXPEDITED Y OT US-
BAYER-200938926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,451 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7181116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181116 NON-EXPEDITED N OT US-
BAYER-200939277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181117 NON-EXPEDITED N OT US-
BAYER-200938998NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7181119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181119 NON-EXPEDITED N OT US-
BAYER-200939015NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7181120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181120 NON-EXPEDITED N OT US-
BAYER-200938893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 5 YR BAYER
AMENORRHOEA  
PROCEDURAL PAIN  
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Detailed Report
7181121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181121 EXPEDITED (15-DAY) N OT US-
BAYER-200939140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE CONTINUOUS 60 MTH BAYER

7181152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181152 NON-EXPEDITED N US-
BAYER-200936863NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 89 DAY BAYER

7181153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181153 NON-EXPEDITED N US-
BAYER-200936864NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING MIRENA S INTRAUTERINE  BAYER

ANTIHYPERTENSIVE C  

7181154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181154 NON-EXPEDITED N US-
BAYER-200936760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 63 MTH BAYER

7181155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181155 NON-EXPEDITED Y US-
BAYER-200936875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 225 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7181156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181156 NON-EXPEDITED N US-
BAYER-200936764NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE ADVAIR DISKUS C  
ACNE  
BACK PAIN  
DEPRESSED MOOD  
HEADACHE  
LIBIDO DECREASED  
MUSCULOSKELETAL STIFFNESS  
NAUSEA  
NERVOUSNESS  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7181161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181161 NON-EXPEDITED N US-
BAYER-200936787NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7181162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181162 NON-EXPEDITED N US-
BAYER-200936872NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 306 DAY BAYER
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Detailed Report
7181163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181163 NON-EXPEDITED N US-
BAYER-200936757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  
WEIGHT INCREASED  

7181164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181164 NON-EXPEDITED Y US-
BAYER-200936867NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

7181165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181165 NON-EXPEDITED Y US-
BAYER-200937018NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

7181166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181166 NON-EXPEDITED Y US-
BAYER-200937010NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7181168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181168 NON-EXPEDITED Y US-
BAYER-200937075NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7181172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181172 NON-EXPEDITED N US-
BAYER-200936938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181173 NON-EXPEDITED N US-
BAYER-200936957NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181174 NON-EXPEDITED N US-
BAYER-200937022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS 36 DAY BAYER

7181175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181175 NON-EXPEDITED N US-
BAYER-200937086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7181176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181176 NON-EXPEDITED N US-
BAYER-200937078NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181177 NON-EXPEDITED N US-
BAYER-200937367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181178 NON-EXPEDITED Y US-
BAYER-200936897NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 52 DAY BAYER

MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7181179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181179 NON-EXPEDITED N US-
BAYER-200937081NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OVARIAN DISORDER  

7181180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181180 NON-EXPEDITED N US-
BAYER-200936954NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7181181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181181 NON-EXPEDITED Y US-
BAYER-200936878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS 398 DAY BAYER
VAGINAL HAEMORRHAGE  

7181182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181182 NON-EXPEDITED N US-
BAYER-200937015NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 26 MTH BAYER

7181183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181183 NON-EXPEDITED N US-
BAYER-200936953NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
DYSPAREUNIA  
HEADACHE  
Medical device complication  
MENSTRUATION IRREGULAR  

7181186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181186 NON-EXPEDITED N US-
BAYER-200937012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 40 DAY BAYER
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Detailed Report
7181187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181187 NON-EXPEDITED Y US-
BAYER-200937062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181188 NON-EXPEDITED N US-
BAYER-200937215NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7181190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181190 NON-EXPEDITED N US-
BAYER-200936881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 41 DAY BAYER

7181194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181194 NON-EXPEDITED Y US-
BAYER-200938072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7181200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181200 NON-EXPEDITED N US-
BAYER-200937524NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7181217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181217 EXPEDITED (15-DAY) N OT CA-
JNJFOC-20091104349

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chemical injury MICONAZOLE NITRATE S VAGINAL  
VAGINAL HAEMORRHAGE MICONAZOLE NITRATE S TOPICAL  

ALESSE 28 S UNKNOWN  

7181318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7181318 NON-EXPEDITED N US-
BAYER-200936773NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 1 YR BAYER

7185022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 7185022 DIRECT N DS 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S IUD, REMOVED ON

NOV 9TH
7 WEEK BAYER
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Detailed Report
6980499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 6980499 EXPEDITED (15-DAY) N DS,OT GB-
BAYER-200911374BNE

44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 1 YR BAYER
AGITATION  
ANXIETY  
ARTHRALGIA  
DYSPNOEA  
FATIGUE  
NERVOUSNESS  
THROAT TIGHTNESS  
VAGINAL HAEMORRHAGE  

7099178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7099178 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200929628GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 13 MTH BAYER
METASTASES TO LYMPH NODES  

7139398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7139398 NON-EXPEDITED Y US-
BAYER-200928845NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE As used: 20 µG 5 YR BAYER
DYSMENORRHOEA METFORMIN HYDROCHLORIDE C ORAL  
METRORRHAGIA LISINOPRIL C ORAL  
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Detailed Report
7139498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7139498 EXPEDITED (15-DAY) Y GB-
BAYER-200933449GPV

29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  

7141963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7141963 NON-EXPEDITED N US-
BAYER-200929554NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7141978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7141978 NON-EXPEDITED N US-
BAYER-200930780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7180013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7180013 NON-EXPEDITED N OT US-
BAYER-200938718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7180014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7180014 NON-EXPEDITED N OT US-
BAYER-200938717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7182537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182537 NON-EXPEDITED Y US-
BAYER-200937030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182538 NON-EXPEDITED N US-
BAYER-200937038NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 3 DAY BAYER

7182540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182540 NON-EXPEDITED Y US-
BAYER-200937032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182541 NON-EXPEDITED N US-
BAYER-200937027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182542 NON-EXPEDITED N US-
BAYER-200936886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
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Detailed Report
7182543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182543 NON-EXPEDITED Y US-
BAYER-200937041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 29 DAY BAYER

7182545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182545 NON-EXPEDITED N US-
BAYER-200936743NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GALACTORRHOEA  
MOOD SWINGS  
NAUSEA  
VOMITING  

7182550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182550 NON-EXPEDITED N US-
BAYER-200937208NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7182551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182551 NON-EXPEDITED Y US-
BAYER-200937049NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER
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Detailed Report
7182552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182552 NON-EXPEDITED N US-
BAYER-200937201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

7182553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182553 NON-EXPEDITED N US-
BAYER-200937184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7182554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182554 NON-EXPEDITED N US-
BAYER-200937230NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182555 NON-EXPEDITED N US-
BAYER-200937047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182556 NON-EXPEDITED N US-
BAYER-200937034NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7182561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182561 NON-EXPEDITED Y US-
BAYER-200937211NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER

7182562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182562 NON-EXPEDITED N US-
BAYER-200937205NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
METRORRHAGIA  

7182563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182563 NON-EXPEDITED N US-
BAYER-200937092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7182564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182564 NON-EXPEDITED N US-
BAYER-200937083NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
FATIGUE  
FEELING ABNORMAL  
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7182565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182565 NON-EXPEDITED N US-
BAYER-200937137NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 32 DAY BAYER

7182566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182566 NON-EXPEDITED Y US-
BAYER-200937089NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182567 NON-EXPEDITED Y US-
BAYER-200937228NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7182569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182569 NON-EXPEDITED Y US-
BAYER-200937051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7182570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182570 NON-EXPEDITED N US-
BAYER-200937053NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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7182574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182574 NON-EXPEDITED Y US-
BAYER-200937131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

7182578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182578 NON-EXPEDITED N US-
BAYER-200937058NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER
Device expulsion  

7182579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182579 NON-EXPEDITED N US-
BAYER-200937094NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  

7182580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182580 NON-EXPEDITED N US-
BAYER-200937071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7182581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182581 NON-EXPEDITED N US-
BAYER-200937190NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

BONTRIL C  
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Detailed Report
7182582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182582 NON-EXPEDITED N US-
BAYER-200937087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

7182585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182585 NON-EXPEDITED N US-
BAYER-200937867NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7182586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182586 NON-EXPEDITED N US-
BAYER-200939740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
NAUSEA  

7182587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182587 NON-EXPEDITED N US-
BAYER-200937349NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINOUS  BAYER
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7182589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182589 NON-EXPEDITED N US-
BAYER-200938177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
HEADACHE  
NAUSEA  

7182590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182590 NON-EXPEDITED N US-
BAYER-200937745NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
FEELING HOT  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  
Vulvovaginal swelling  

7182591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182591 NON-EXPEDITED N US-
BAYER-200937965NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
INFERTILITY FEMALE  

Page: 3,470 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7182592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182592 NON-EXPEDITED N US-
BAYER-200937589NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
AMENORRHOEA  
BREAST SWELLING  
BREAST TENDERNESS  
MENORRHAGIA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7182593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182593 NON-EXPEDITED N US-
BAYER-200939509NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
ALOPECIA  
LOSS OF LIBIDO  
VAGINAL DISCHARGE  

7182594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182594 NON-EXPEDITED Y US-
BAYER-200937307NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
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7182596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182596 NON-EXPEDITED Y US-
BAYER-200938033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER

7182598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182598 NON-EXPEDITED N US-
BAYER-200939491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7182599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182599 NON-EXPEDITED N US-
BAYER-200938165NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE  BAYER

ANTIBIOTICS C  

7182600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182600 NON-EXPEDITED N US-
BAYER-200938920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY  
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7182601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182601 NON-EXPEDITED N US-
BAYER-200938738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7182603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182603 NON-EXPEDITED Y US-
BAYER-200937252NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 46 DAY BAYER

7182604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182604 NON-EXPEDITED N US-
BAYER-200937257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER

7182605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182605 NON-EXPEDITED N US-
BAYER-200938832NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
VAGINAL INFECTION  
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Detailed Report
7182606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182606 NON-EXPEDITED N US-
BAYER-200937746NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7182836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182836 EXPEDITED (15-DAY) N OT NO-
BAYER-200938894GPV

26 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
Medical device complication MIRENA S INTRAUTERINE  BAYER

7182876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182876 EXPEDITED (15-DAY) N OT US-
BAYER-200939464NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL CORD DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ROAD TRAFFIC ACCIDENT  

7182888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7182888 EXPEDITED (15-DAY) Y HO US-
BAYER-200939506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ISCHAEMIC MIRENA S INTRAUTERINE  BAYER

Page: 3,474 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7186260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7186260 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S VAGINAL IUD VAG  BAYER
DRUG INEFFECTIVE  

7971527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2009 7971527 EXPEDITED (15-DAY) Y OT PL-
WATSON-2009-09050

17 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROADENOMA OF BREAST CYCLOSPORINE S ORAL 5 mg/kg, in two doses  WATSON

METHYLPREDNISOLONE
ACETATE

S INTRAVENOUS 2, 1, 0.5 mg/kg for 3
weeks

 WATSON

LEVORA S ORAL UNK  WATSON

6553670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 6553670 NON-EXPEDITED N US-
BAYER-200812041NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  

6861118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 6861118 NON-EXPEDITED N US-
BAYER-200840747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7058247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7058247 NON-EXPEDITED N US-
BAYER-200919776NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TOPICAL 0.045/0.015 MG/DAY

(APPLICATION SITE IS
ABDOMEN)

 BAYER

SKIN IRRITATION CLIMARA PRO S TOPICAL 0.045/0.015 MG/DAY
(APPLICATION SITE IS
ABDOMEN)

 BAYER

RASH  

7107385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7107385 NON-EXPEDITED N US-
BAYER-200931783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7136945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7136945 NON-EXPEDITED N US-
BAYER-200932038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7139431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7139431 NON-EXPEDITED Y US-
BAYER-200932261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
Medical device complication  
NO ADVERSE EVENT  
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Detailed Report
7155394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7155394 NON-EXPEDITED N US-
BAYER-200933884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184296 EXPEDITED (15-DAY) N OT US-TEVA-215374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  DURAMED

7184301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184301 NON-EXPEDITED N US-
BAYER-200937055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7184302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184302 NON-EXPEDITED N US-
BAYER-200937130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

7184303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184303 NON-EXPEDITED N US-
BAYER-200937133NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 20 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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Detailed Report
7184307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184307 NON-EXPEDITED N US-
BAYER-200937287NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184308 NON-EXPEDITED N US-
BAYER-200937140NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 60 DAY BAYER

7184309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184309 NON-EXPEDITED N US-
BAYER-200937076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184311 NON-EXPEDITED N US-
BAYER-200936983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE As used: 20 µG  BAYER
DYSPNOEA  

7184315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184315 NON-EXPEDITED Y US-
BAYER-200937144NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS CHLAMYDIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184316 NON-EXPEDITED N US-
BAYER-200937255NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ADNEXA UTERI PAIN  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  

7184318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184318 NON-EXPEDITED N US-
BAYER-200937288NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7184319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184319 NON-EXPEDITED N US-
BAYER-200937311NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE  

7184320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184320 NON-EXPEDITED N US-
BAYER-200937297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184321 NON-EXPEDITED Y US-
BAYER-200937143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 26 DAY BAYER

7184322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184322 NON-EXPEDITED Y US-
BAYER-200937146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7184323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184323 NON-EXPEDITED N US-
BAYER-200937258NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7184324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184324 NON-EXPEDITED N US-
BAYER-200937176NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7184327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184327 NON-EXPEDITED Y US-
BAYER-200937274NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184328 NON-EXPEDITED Y US-
BAYER-200937292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184329 NON-EXPEDITED N US-
BAYER-200937281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7184332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184332 NON-EXPEDITED Y US-
BAYER-200937177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7184333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184333 NON-EXPEDITED N US-
BAYER-200937271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184335 NON-EXPEDITED N US-
BAYER-200937229NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
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Detailed Report
7184336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184336 NON-EXPEDITED N US-
BAYER-200937260NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

THYROID, UNSPECIFIED C  

7184337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184337 NON-EXPEDITED Y US-
BAYER-200937148NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184343 NON-EXPEDITED N US-
BAYER-200937314NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184344 NON-EXPEDITED N US-
BAYER-200937390NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184345 NON-EXPEDITED N US-
BAYER-200937321NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S CONTINUOUS  BAYER
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Detailed Report
7184346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184346 NON-EXPEDITED Y US-
BAYER-200937167NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184348 NON-EXPEDITED N US-
BAYER-200937396NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
RASH GENERALISED  
VAGINAL HAEMORRHAGE  
VAGINAL INFECTION  

7184350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184350 NON-EXPEDITED N US-
BAYER-200937216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7184351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184351 NON-EXPEDITED N US-
BAYER-200937315NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7184356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184356 NON-EXPEDITED N US-
BAYER-200937345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 1 WEEK BAYER

7184357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184357 NON-EXPEDITED N US-
BAYER-200937371NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184359 NON-EXPEDITED N US-
BAYER-200937316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7184360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184360 NON-EXPEDITED N US-
BAYER-200937333NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 10 MTH BAYER
MENORRHAGIA  

7184361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184361 NON-EXPEDITED N US-
BAYER-200937318NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7184362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184362 NON-EXPEDITED N US-
BAYER-200937339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCLE SPASMS  
PAIN  

7184363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184363 NON-EXPEDITED N US-
BAYER-200937395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER

7184364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184364 NON-EXPEDITED N US-
BAYER-200937384NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

7184369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184369 NON-EXPEDITED N US-
BAYER-200937323NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184370 NON-EXPEDITED N US-
BAYER-200937336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184371 NON-EXPEDITED N US-
BAYER-200937320NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7184373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184373 NON-EXPEDITED N US-
BAYER-200937328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

7184374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184374 NON-EXPEDITED N US-
BAYER-200937344NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MOOD SWINGS ZOLOFT C  
HOT FLUSH  
INCREASED APPETITE  
SUPPRESSED LACTATION  

7184375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184375 NON-EXPEDITED N US-
BAYER-200937372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184376 NON-EXPEDITED N US-
BAYER-200937327NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSFUNCTIONAL UTERINE BLEEDING  
DYSMENORRHOEA  
HEADACHE  

7184380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184380 NON-EXPEDITED N US-
BAYER-200938042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  
HEADACHE  
HOT FLUSH  
WEIGHT INCREASED  

7184381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184381 NON-EXPEDITED N US-
BAYER-200937402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTHINUOUS 23 DAY BAYER

7184382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184382 NON-EXPEDITED N US-
BAYER-200937317NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7184383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184383 NON-EXPEDITED Y US-
BAYER-200937411NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED TENDENCY TO BRUISE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184385 NON-EXPEDITED N US-
BAYER-200937420NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184386 NON-EXPEDITED N US-
BAYER-200937544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184387 NON-EXPEDITED N US-
BAYER-200937508NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7184388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184388 NON-EXPEDITED N US-
BAYER-200937539NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE BIRTH CONTROL PILLS C  
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Detailed Report
7184389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184389 NON-EXPEDITED N US-
BAYER-200937555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184400 NON-EXPEDITED Y US-
BAYER-200938053NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184402 NON-EXPEDITED N US-
BAYER-200938282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184404 NON-EXPEDITED N US-
BAYER-200937399NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184405 NON-EXPEDITED N US-
BAYER-200937553NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
FATIGUE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7184406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184406 NON-EXPEDITED N US-
BAYER-200937534NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE  BAYER

7184407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184407 NON-EXPEDITED N US-
BAYER-200937542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184408 NON-EXPEDITED N US-
BAYER-200937477NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184411 NON-EXPEDITED Y US-
BAYER-200938895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7184413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184413 NON-EXPEDITED N US-
BAYER-200937408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7184415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184415 NON-EXPEDITED Y US-
BAYER-200938878NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184416 NON-EXPEDITED N US-
BAYER-200937414NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7184417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184417 NON-EXPEDITED Y US-
BAYER-200937398NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7184418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184418 NON-EXPEDITED N US-
BAYER-200937541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7184596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7184596 NON-EXPEDITED N OT US-
BAYER-200939544NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7188171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7188171 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S STANDARD

INSERTION LEVELS
 BAYER

ACNE  
MOOD ALTERED  

7188911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7188911 DIRECT Y DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE INTRA-UTERINE 7 MTH BAYER
DEVICE EXPULSION  
EMOTIONAL DISORDER  

7189611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7189611 DIRECT N HO 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
DEVICE DISLOCATION  

7191720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7191720 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S  
ARTHRALGIA  
MYALGIA  
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Detailed Report
7300673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2009 7300673 DIRECT N HO 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ONE PILL ONCE; TOOK

ONE PILL ONLY
 

THROMBOSIS  

6842019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 6842019 NON-EXPEDITED N OT US-
BAYER-200839899NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE INCREASED  
OEDEMA PERIPHERAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7050698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7050698 EXPEDITED (15-DAY) N OT US-
BAYER-200918291NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 57 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
Medical device complication  
MENSTRUAL DISORDER  
OVARIAN CYST  
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Detailed Report
7107192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7107192 NON-EXPEDITED Y OT US-
BAYER-200931639NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FLANK PAIN  

7132763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7132763 NON-EXPEDITED N OT US-
BAYER-200933610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7133665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7133665 NON-EXPEDITED N OT US-
BAYER-200934049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7153372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7153372 NON-EXPEDITED N US-
BAYER-200935683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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Detailed Report
7159026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7159026 EXPEDITED (15-DAY) N OT FR-
BAYER-200935972GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OTOSCLEROSIS MIRENA S INTRAUTERINE  BAYER

7162887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7162887 NON-EXPEDITED Y HO,OT US-
BAYER-200937052NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7182838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7182838 EXPEDITED (15-DAY) Y OT BE-
BAYER-200938852GPV

51 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 47 MTH BAYER
ENDOMETRIAL CANCER  
VAGINAL HAEMORRHAGE  

7184572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7184572 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200938555GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 229 DAY BAYER
ABDOMINAL PAIN  
APPENDICITIS  
BRADYCARDIA  
Infectious peritonitis  
SYNCOPE  
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Detailed Report
7184594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7184594 NON-EXPEDITED N OT US-BAYER-
US-2005-009872

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7186767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186767 NON-EXPEDITED Y US-
BAYER-200939557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 202 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7186769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186769 NON-EXPEDITED N US-
BAYER-200939324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OLIGOMENORRHOEA  
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Detailed Report
7186779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186779 NON-EXPEDITED Y US-
BAYER-200939565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7186781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186781 NON-EXPEDITED N US-
BAYER-200939723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
H1N1 influenza MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHILLS  
CHROMATURIA  
FATIGUE  
NIGHT SWEATS  

7186782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186782 NON-EXPEDITED N US-
BAYER-200939799NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
METRORRHAGIA  
MOOD SWINGS  
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Detailed Report
7186785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186785 NON-EXPEDITED Y US-
BAYER-200939816NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7186787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186787 NON-EXPEDITED N US-
BAYER-200940761NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA VITAMINS C  

7186788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186788 NON-EXPEDITED N US-
BAYER-200939701NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL BEHAVIOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ACNE  
AFFECT LABILITY  
AMENORRHOEA  
MALAISE  
MENOPAUSAL SYMPTOMS  
MOOD ALTERED  
NAUSEA  
TEARFULNESS  
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Detailed Report
7186789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186789 NON-EXPEDITED N US-
BAYER-200939983NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication HUMALOG C  

7186962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186962 NON-EXPEDITED N DS,OT CH-
BAYER-200934721GPV

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

7186966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186966 NON-EXPEDITED Y OT US-
BAYER-200939782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7186968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186968 NON-EXPEDITED N HO US-
BAYER-200939488NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYSTECTOMY MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
MIGRAINE  
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Detailed Report
7186973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186973 NON-EXPEDITED Y OT US-
BAYER-200939572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7186979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186979 EXPEDITED (15-DAY) N OT US-
BAYER-200939708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7186982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186982 EXPEDITED (15-DAY) Y DE,OT NL-
BAYER-200939927GPV

< 1 DAY Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STILLBIRTH MIRENA S TRANSPLACENTAL 54 DAY BAYER
PREMATURE BABY  

7186983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186983 NON-EXPEDITED N OT US-
BAYER-200940461NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
PAIN  
PROCEDURAL PAIN  
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Detailed Report
7186985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186985 EXPEDITED (15-DAY) Y OT DE-
BAYER-200939363GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMA BENIGN MIRENA S INTRAUTERINE  BAYER
HAEMANGIOMA OF LIVER  

7186986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186986 EXPEDITED (15-DAY) N OT US-
BAYER-200939847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PROLAPSE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7186997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7186997 NON-EXPEDITED N OT US-
BAYER-200940135NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 12 MTH BAYER
ABDOMINAL PAIN  

7187002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7187002 NON-EXPEDITED Y OT US-
BAYER-200939926NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7187004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7187004 EXPEDITED (15-DAY) N OT US-
BAYER-200940485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7187008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7187008 NON-EXPEDITED Y OT US-
BAYER-200939925NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  

7187009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7187009 NON-EXPEDITED N OT US-
BAYER-200940536NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7201461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2009 7201461 DIRECT N DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
ABDOMINAL DISTENSION  
ANXIETY  
BREAST PAIN  
DEPRESSION  
LOSS OF CONSCIOUSNESS  
MEDICAL DEVICE COMPLICATION  
WEIGHT INCREASED  
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Detailed Report
7107197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2009 7107197 NON-EXPEDITED N OT US-
BAYER-200931884NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 1039 DAY BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
Human chorionic gonadotropin decreased  

7182752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2009 7182752 EXPEDITED (15-DAY) Y OT US-
BAYER-200940249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 3 YR BAYER

7189092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2009 7189092 NON-EXPEDITED N OT US-
BAYER-200940780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7196305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2009 7196305 DIRECT N HO,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B S RECOMMENDED

DOSEAGE (2 PILLS)
 WALGREEN
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Detailed Report
7197329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2009 7197329 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 4 WEEK
BLOOD PRESSURE DECREASED  
DIZZINESS  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

7050680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7050680 NON-EXPEDITED N US-
BAYER-200917773NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER
Device expulsion  

7117113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7117113 NON-EXPEDITED N US-
BAYER-200930255NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1580 DAY BAYER
Medical device complication VITAMINS C  

7130912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7130912 NON-EXPEDITED N US-
BAYER-200918547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUMBAR RADICULOPATHY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,504 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7142038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7142038 NON-EXPEDITED Y OT US-
BAYER-200934675NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7151055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7151055 NON-EXPEDITED N HO US-
BAYER-200935930NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 8 MTH BAYER

7152286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7152286 NON-EXPEDITED N US-
BAYER-200935685NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7171687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7171687 NON-EXPEDITED N HO,OT US-
BAYER-200937907NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7171691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7171691 NON-EXPEDITED N HO,OT US-
BAYER-200937912NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7182840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7182840 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200938680GPV

40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYOMETRA MIRENA S INTRAUTERINE 1625 DAY BAYER
FEMALE GENITAL TRACT FISTULA DUPHASTON C  
INFLAMMATION LEVOTHYROXINE SODIUM C  
GENITAL HAEMORRHAGE  

7190898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190898 EXPEDITED (15-DAY) Y OT US-
BAYER-200940849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO POSITIONAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
Medical device complication  
NAUSEA  

7190900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190900 EXPEDITED (15-DAY) Y OT US-
BAYER-200940844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
MOOD SWINGS  
WEIGHT INCREASED  
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Detailed Report
7190902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190902 EXPEDITED (15-DAY) N OT NO-
BAYER-200940172GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE  BAYER
CERVICAL LEUKOPLAKIA  

7190907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190907 NON-EXPEDITED Y OT US-
BAYER-200941057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7190916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190916 NON-EXPEDITED Y OT US-
BAYER-200941171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
EXCORIATION  
FALL  
HEAD INJURY  
SYNCOPE  
TOOTH LOSS  
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Detailed Report
7190946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190946 NON-EXPEDITED N US-
BAYER-200937480NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOAESTHESIA  
MENORRHAGIA  
MUSCLE SPASMS  
NAUSEA  

7190952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190952 NON-EXPEDITED Y US-
BAYER-200937521NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7190954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190954 NON-EXPEDITED Y US-
BAYER-200937518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190955 NON-EXPEDITED N US-
BAYER-200937617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE  BAYER
CONTUSION  
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Detailed Report
7190956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190956 NON-EXPEDITED N US-
BAYER-200937573NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
Device expulsion  

7190960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190960 NON-EXPEDITED N US-
BAYER-200937620NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  

7190965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190965 NON-EXPEDITED N US-
BAYER-200937559NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER

7190966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190966 NON-EXPEDITED N US-
BAYER-200937610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7190967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190967 NON-EXPEDITED N US-
BAYER-200937583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190968 NON-EXPEDITED Y US-
BAYER-200937563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190969 NON-EXPEDITED N US-
BAYER-200937642NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7190970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190970 NON-EXPEDITED N US-
BAYER-200937565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7190971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190971 NON-EXPEDITED N US-
BAYER-200937632NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7190972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190972 NON-EXPEDITED N US-
BAYER-200937627NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER

7190973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190973 NON-EXPEDITED N US-
BAYER-200937623NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST PAIN  

7190975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190975 NON-EXPEDITED Y US-
BAYER-200937638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  

7190977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190977 NON-EXPEDITED N US-
BAYER-200937562NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  
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Detailed Report
7190979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190979 NON-EXPEDITED N US-
BAYER-200937599NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA  

7190980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190980 NON-EXPEDITED N US-
BAYER-200937578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
UTERINE SPASM  

7190981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190981 NON-EXPEDITED N US-
BAYER-200937568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190983 NON-EXPEDITED Y US-
BAYER-200937636NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7190984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190984 NON-EXPEDITED N US-
BAYER-200937577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT  
NAUSEA  
PRESYNCOPE  

7190986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190986 NON-EXPEDITED N US-
BAYER-200937725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190987 NON-EXPEDITED N US-
BAYER-200937722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

7190988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190988 NON-EXPEDITED N US-
BAYER-200937891NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7190989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190989 NON-EXPEDITED Y US-
BAYER-200937611NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190991 NON-EXPEDITED N US-
BAYER-200937726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7190993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190993 NON-EXPEDITED N US-
BAYER-200937560NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
FATIGUE  
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

7190994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190994 NON-EXPEDITED Y US-
BAYER-200937678NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 101 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7190997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190997 NON-EXPEDITED N US-
BAYER-200937700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7190998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7190998 NON-EXPEDITED Y US-
BAYER-200937674NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191001 NON-EXPEDITED Y US-
BAYER-200937691NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
ABDOMINAL

MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER

7191002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191002 NON-EXPEDITED N US-
BAYER-200937702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROGESTERONE DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191003 NON-EXPEDITED N US-
BAYER-200937731NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 9 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7191004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191004 NON-EXPEDITED N US-
BAYER-200937692NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191007 NON-EXPEDITED N US-
BAYER-200937877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOMA VIRAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191009 NON-EXPEDITED N US-
BAYER-200937733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  BAYER

7191011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191011 NON-EXPEDITED N US-
BAYER-200937732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191012 NON-EXPEDITED N US-
BAYER-200938237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7191013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191013 NON-EXPEDITED N US-
BAYER-200937730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191015 NON-EXPEDITED N US-
BAYER-200937676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 34 DAY BAYER

7191019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191019 NON-EXPEDITED N US-
BAYER-200938056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7191021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191021 NON-EXPEDITED N US-
BAYER-200937942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7191022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2009 7191022 NON-EXPEDITED N US-
BAYER-200937896NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 18 WEEK BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6926943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 6926943 NON-EXPEDITED N US-
BAYER-200912083NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTACT LENS INTOLERANCE MIRENA S INTRAUTERINE 2 YR BAYER
DRY EYE  
LACRIMATION INCREASED  
MENSTRUAL DISORDER  
OCULAR HYPERAEMIA  

7124556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7124556 NON-EXPEDITED N US-
BAYER-200933328NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7149558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7149558 NON-EXPEDITED N US-
BAYER-200935165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7177889 NON-EXPEDITED Y US-
BAYER-200936581NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7177957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7177957 NON-EXPEDITED Y US-
BAYER-200936889NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193805 NON-EXPEDITED N US-
BAYER-200937855NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINAL PRURITUS EXCEDRIN MIGRAINE C 5 TABLETS  
Medical device complication  
MIGRAINE  

7193813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193813 NON-EXPEDITED N US-
BAYER-200937915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193815 NON-EXPEDITED Y US-
BAYER-200937983NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 98 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193816 NON-EXPEDITED N US-
BAYER-200937878NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193817 NON-EXPEDITED N US-
BAYER-200938030NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193818 NON-EXPEDITED Y US-
BAYER-200937899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193819 NON-EXPEDITED N US-
BAYER-200937995NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7193820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193820 NON-EXPEDITED Y US-
BAYER-200937945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OBSTETRIC PROCEDURE COMPLICATION MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193822 NON-EXPEDITED Y US-
BAYER-200937865NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 179 DAY BAYER

7193824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193824 NON-EXPEDITED N US-
BAYER-200937889NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193825 NON-EXPEDITED N US-
BAYER-200937950NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7193826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193826 NON-EXPEDITED N US-
BAYER-200937992NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7193827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193827 NON-EXPEDITED N US-
BAYER-200937909NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193828 NON-EXPEDITED N US-
BAYER-200937902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193829 NON-EXPEDITED Y US-
BAYER-200938034NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 4 MTH BAYER
HEADACHE  
NECK PAIN  

7193830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193830 NON-EXPEDITED N US-
BAYER-200937914NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 63 DAY BAYER

7193831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193831 NON-EXPEDITED N US-
BAYER-200938022NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
INFECTION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193832 NON-EXPEDITED Y US-
BAYER-200938037NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193833 NON-EXPEDITED Y US-
BAYER-200938067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193834 NON-EXPEDITED N US-
BAYER-200938065NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7193835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193835 NON-EXPEDITED N US-
BAYER-200938083NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 135 DAY BAYER

7193836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193836 NON-EXPEDITED N US-
BAYER-200938039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193837 NON-EXPEDITED N US-
BAYER-200938096NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7193838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193838 NON-EXPEDITED N US-
BAYER-200938093NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Device expulsion  

7193839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193839 NON-EXPEDITED Y US-
BAYER-200938070NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193840 NON-EXPEDITED N US-
BAYER-200938069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193842 NON-EXPEDITED Y US-
BAYER-200938100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 45 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193843 NON-EXPEDITED N US-
BAYER-200938061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7193845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193845 NON-EXPEDITED N US-
BAYER-200938035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
BREAST TENDERNESS  
DYSPEPSIA  
NAUSEA  
RASH  

7193846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193846 NON-EXPEDITED N US-
BAYER-200938094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193847 NON-EXPEDITED N US-
BAYER-200938090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193848 NON-EXPEDITED N US-
BAYER-200938068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7193849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193849 NON-EXPEDITED N US-
BAYER-200938054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7193850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193850 NON-EXPEDITED N US-
BAYER-200938044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193851 NON-EXPEDITED N US-
BAYER-200938101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 67 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7193852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193852 NON-EXPEDITED N US-
BAYER-200938043NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HUNGER  

7193854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193854 NON-EXPEDITED N US-
BAYER-200938063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 218 DAY BAYER
Medical device complication  

7193856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193856 NON-EXPEDITED Y US-
BAYER-200938141NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193857 NON-EXPEDITED N US-
BAYER-200938142NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL DISTENSION  
BACTERIAL INFECTION  
DEPRESSED MOOD  
FUNGAL INFECTION  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7193858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193858 NON-EXPEDITED N US-
BAYER-200938074NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 249 DAY BAYER

7193859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193859 NON-EXPEDITED N US-
BAYER-200938064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER

7193860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193860 NON-EXPEDITED N US-
BAYER-200938059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193862 NON-EXPEDITED N US-
BAYER-200938151NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 31 DAY BAYER

LEVOTHYROXINE SODIUM C  

7193863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193863 NON-EXPEDITED Y US-
BAYER-200938062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER
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7193864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193864 NON-EXPEDITED N US-
BAYER-200938132NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
POST PROCEDURAL HAEMORRHAGE  

7193865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193865 NON-EXPEDITED N US-
BAYER-200938146NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER

7193867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193867 NON-EXPEDITED N US-
BAYER-200938173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
JOINT RANGE OF MOTION DECREASED  

7193868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193868 NON-EXPEDITED N US-
BAYER-200938145NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
NAUSEA  
SUPPRESSED LACTATION  
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7193869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193869 NON-EXPEDITED N US-
BAYER-200938160NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UPPER RESPIRATORY TRACT INFECTION  

7193870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193870 NON-EXPEDITED N US-
BAYER-200938149NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193871 NON-EXPEDITED N US-
BAYER-200938162NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7193872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193872 NON-EXPEDITED N US-
BAYER-200938139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSPAREUNIA  

7193873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193873 NON-EXPEDITED N US-
BAYER-200938122NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER
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7193875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193875 NON-EXPEDITED N US-
BAYER-200938153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

POST PROCEDURAL HAEMORRHAGE  

7193876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193876 NON-EXPEDITED N US-
BAYER-200938164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193877 NON-EXPEDITED N US-
BAYER-200938104NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7193878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193878 NON-EXPEDITED N US-
BAYER-200938135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7193879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193879 NON-EXPEDITED Y US-
BAYER-200938163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7193880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193880 NON-EXPEDITED N US-
BAYER-200938147NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE BUTALBITAL C  
BACK PAIN  
FATIGUE  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7193881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193881 NON-EXPEDITED N US-
BAYER-200938144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7193882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193882 NON-EXPEDITED N US-
BAYER-200938125NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 135 DAY BAYER
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Detailed Report
7193883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193883 NON-EXPEDITED N US-
BAYER-200938159NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193887 NON-EXPEDITED N US-
BAYER-200938121NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA MUSCLE RELAXANTS C  
FUNGAL INFECTION  
VAGINAL DISCHARGE  
VULVOVAGINAL PAIN  

7193889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193889 NON-EXPEDITED N US-
BAYER-200938448NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193899 NON-EXPEDITED Y US-
BAYER-200938455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7193938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193938 NON-EXPEDITED N US-
BAYER-200939812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7193939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7193939 NON-EXPEDITED N US-
BAYER-200939374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7198952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 7198952 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

7152284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2009 7152284 NON-EXPEDITED N US-
BAYER-200935926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
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7199601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2009 7199601 DIRECT N HO,LT,OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
DRUG HYPERSENSITIVITY  
EOSINOPHIL COUNT INCREASED  
IMPAIRED WORK ABILITY  
MALAISE  

6812317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 6812317 NON-EXPEDITED Y US-
BAYER-200837947NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6881686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 6881686 EXPEDITED (15-DAY) N OT US-
BAYER-200910375NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 200 DAY BAYER
Device expulsion  
PRE-ECLAMPSIA  
PREGNANCY TEST POSITIVE  
UMBILICAL CORD PROLAPSE  
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7025466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7025466 EXPEDITED (15-DAY) N HO,OT AT-
BAYER-200921952GPV

43 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE 1863 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 991 DAY BAYER
ABDOMINAL PAIN LOWER  
CARCINOID SYNDROME  
CARCINOID TUMOUR  
DIARRHOEA  
HYPOTHYROIDISM  
METASTASES TO LIVER  
NAUSEA  
RENAL IMPAIRMENT  

7033017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7033017 EXPEDITED (15-DAY) Y OT DE-
BAYER-200923456GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL FIELD DEFECT MIRENA S INTRAUTERINE 44 MTH BAYER
THROMBOSIS  

7045148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7045148 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200924857GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 778 DAY BAYER
ANOGENITAL WARTS  
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Detailed Report
7103124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7103124 NON-EXPEDITED Y US-
BAYER-200930905NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN YAZ S  BAYER
PAIN IN EXTREMITY YASMIN S  BAYER
ANXIETY LOESTRIN 1.5/30 21 DAY C ORAL  
ABDOMINAL PAIN  
AMENORRHOEA  
DEPRESSION  
MOOD SWINGS  
NAUSEA  
OVARIAN CYST  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7170398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7170398 NON-EXPEDITED N HO,OT US-
BAYER-200937934NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
PELVIC PAIN  

7196612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196612 NON-EXPEDITED N US-
BAYER-200941176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7196614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196614 NON-EXPEDITED N US-
BAYER-200938169NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7196713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196713 EXPEDITED (15-DAY) Y OT DE-
BAYER-200940307GPV

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA AREATA MIRENA S INTRAUTERINE 547 DAY BAYER

7196741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196741 EXPEDITED (15-DAY) N OT RU-
BAYER-200940600GPV

31 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC CIRRHOSIS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
ALANINE AMINOTRANSFERASE INCREASED  
ASPARTATE AMINOTRANSFERASE INCREASED  

7196743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196743 NON-EXPEDITED Y HO US-
BAYER-200941292NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
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Detailed Report
7196746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2009 7196746 NON-EXPEDITED Y OT US-
BAYER-200941200NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S  BAYER

6892976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 6892976 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200911393GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 604 DAY BAYER

7177689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7177689 NON-EXPEDITED N OT US-
BAYER-200938678NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication SYNTHROID C  
AMENORRHOEA  
CERVICAL CYST  
COMPLICATION OF DEVICE INSERTION  
VAGINAL HAEMORRHAGE  
VAGINITIS BACTERIAL  
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Detailed Report
7193941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7193941 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-200940186GPV

37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
Foetal death  
RETAINED PRODUCTS OF CONCEPTION  
VAGINAL HAEMORRHAGE  

7198002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198002 NON-EXPEDITED N HO US-
BAYER-200941531NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7198003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198003 NON-EXPEDITED N OT US-
BAYER-200941458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER

7198005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198005 NON-EXPEDITED Y OT US-
BAYER-200941521NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7198044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198044 NON-EXPEDITED N US-
BAYER-200938180NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARTILAGE INJURY MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

7198045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198045 NON-EXPEDITED N US-
BAYER-200938188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7198046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198046 NON-EXPEDITED Y US-
BAYER-200938185NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7198048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198048 NON-EXPEDITED N US-
BAYER-200938184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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7198049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198049 NON-EXPEDITED N US-
BAYER-200938182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7198055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198055 NON-EXPEDITED Y US-
BAYER-200938309NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7198056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198056 NON-EXPEDITED Y US-
BAYER-200939334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7198057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198057 NON-EXPEDITED N US-
BAYER-200941286NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
PAIN IN JAW  
PELVIC PAIN  

7198058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198058 NON-EXPEDITED N US-
BAYER-200938191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7198060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198060 NON-EXPEDITED N US-
BAYER-200938183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7198061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198061 NON-EXPEDITED N US-
BAYER-200938205NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 25 DAY BAYER

7198064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198064 NON-EXPEDITED N US-
BAYER-200938213NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 23 DAY BAYER

7198068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198068 NON-EXPEDITED N US-
BAYER-200938461NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S ORAL  BAYER

7198069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198069 NON-EXPEDITED Y US-
BAYER-200940333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7198070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198070 NON-EXPEDITED N US-
BAYER-200938593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7198071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198071 NON-EXPEDITED N US-
BAYER-200939042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7198072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198072 NON-EXPEDITED N US-
BAYER-200938290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7198073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198073 NON-EXPEDITED N US-
BAYER-200938298NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7198076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198076 NON-EXPEDITED N US-
BAYER-200938266NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NIPPLE PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7198080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198080 NON-EXPEDITED N US-
BAYER-200938313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST PAIN  
VAGINAL HAEMORRHAGE  

7198081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198081 NON-EXPEDITED Y US-
BAYER-200938296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7198085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198085 NON-EXPEDITED N US-
BAYER-200941426NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
UTERINE CYST  

7198086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198086 NON-EXPEDITED N US-
BAYER-200938269NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
VAGINAL DISCHARGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7198087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198087 NON-EXPEDITED N US-
BAYER-200938300NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  

7198088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7198088 NON-EXPEDITED N US-
BAYER-200938233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7210197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2009 7210197 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE INSURTION IN TO

UTERINE ONCE
EVERY 5 YEARS,
INTRA-UTERINE

 

HEADACHE  
MUSCLE SPASMS  

6910886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 6910886 NON-EXPEDITED N US-
BAYER-200912783NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 0 DAY BAYER
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7164199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7164199 EXPEDITED (15-DAY) Y HO,OT CH-
BAYER-200936383GPV

35 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
ERYTHEMA  

7166509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7166509 EXPEDITED (15-DAY) N OT FR-
BAYER-200936942GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS DEEP MIRENA S INTRAUTERINE 787 DAY BAYER

7200125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200125 NON-EXPEDITED Y US-
BAYER-200938305NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 212 DAY BAYER

7200127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200127 NON-EXPEDITED Y US-
BAYER-200938293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200128 NON-EXPEDITED N US-
BAYER-200938304NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7200129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200129 NON-EXPEDITED N US-
BAYER-200938314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7200131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200131 NON-EXPEDITED N US-
BAYER-200938311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200132 NON-EXPEDITED N US-
BAYER-200938317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 90 DAY BAYER

7200138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200138 NON-EXPEDITED N US-
BAYER-200938460NA

< 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER

7200139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200139 NON-EXPEDITED Y US-
BAYER-200938303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7200140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200140 NON-EXPEDITED N US-
BAYER-200938442NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7200141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200141 NON-EXPEDITED N US-
BAYER-200938453NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 144 DAY BAYER
Device expulsion  

7200142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200142 NON-EXPEDITED N US-
BAYER-200938322NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200145 NON-EXPEDITED N US-
BAYER-200938365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200146 NON-EXPEDITED Y US-
BAYER-200938463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7200147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200147 NON-EXPEDITED N US-
BAYER-200938459NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200148 NON-EXPEDITED N US-
BAYER-200938371NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200149 NON-EXPEDITED Y US-
BAYER-200938329NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200150 NON-EXPEDITED Y US-
BAYER-200938454NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200151 NON-EXPEDITED N US-
BAYER-200938327NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7200152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200152 NON-EXPEDITED N US-
BAYER-200938319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 19 DAY BAYER

7200154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200154 NON-EXPEDITED N US-
BAYER-200938379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  

7200155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200155 NON-EXPEDITED N US-
BAYER-200938376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOS  BAYER
Medical device complication  
NAUSEA  

7200157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200157 NON-EXPEDITED N US-
BAYER-200938330NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7200158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200158 NON-EXPEDITED N US-
BAYER-200938449NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

7200160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200160 NON-EXPEDITED N US-
BAYER-200938359NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200161 NON-EXPEDITED N US-
BAYER-200938451NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200163 NON-EXPEDITED Y US-
BAYER-200938446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200164 NON-EXPEDITED Y US-
BAYER-200938456NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7200165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200165 NON-EXPEDITED N US-
BAYER-200938470NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200166 NON-EXPEDITED N US-
BAYER-200938474NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 282 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7200167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200167 NON-EXPEDITED N US-
BAYER-200938476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200168 NON-EXPEDITED N US-
BAYER-200938479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7200169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200169 NON-EXPEDITED N US-
BAYER-200938724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7200170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200170 NON-EXPEDITED Y US-
BAYER-200938467NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200171 NON-EXPEDITED N PR-
BAYER-200939242NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7200172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7200172 NON-EXPEDITED N US-
BAYER-200938483NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ARTHRALGIA  
VAGINAL DISCHARGE  
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Detailed Report
7203808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7203808 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  
BREAST ENLARGEMENT  
BREAST PAIN  
HAEMORRHAGE  
INCREASED APPETITE  
NAUSEA  
PAIN  
URINARY INCONTINENCE  

7250956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2009 7250956 EXPEDITED (15-DAY) N OT US-TEVA-213538USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
CHILLS PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA ORTHO TRI CYCLEN S ORAL  
DRUG INEFFECTIVE  
FATIGUE  
HEADACHE  
HIGH RISK SEXUAL BEHAVIOUR  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VOMITING  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7142017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7142017 NON-EXPEDITED N US-
BAYER-200931882NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE As used: 20 µG 22 DAY BAYER
Medical device complication  

7149546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7149546 NON-EXPEDITED N US-
BAYER-200933055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  

7152293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7152293 NON-EXPEDITED N US-
BAYER-200933865NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
PALLOR  

7186780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7186780 NON-EXPEDITED N OT US-
BAYER-200940493NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202147 NON-EXPEDITED N US-
BAYER-200938576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GALACTORRHOEA  
VULVOVAGINAL MYCOTIC INFECTION  

7202150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202150 NON-EXPEDITED N US-
BAYER-200938647NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202152 NON-EXPEDITED Y US-
BAYER-200938519NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202153 NON-EXPEDITED N US-
BAYER-200938566NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202154 NON-EXPEDITED Y US-
BAYER-200938642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202155 NON-EXPEDITED N US-
BAYER-200938560NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202156 NON-EXPEDITED N US-
BAYER-200938552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER

7202157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202157 NON-EXPEDITED N US-
BAYER-200938512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7202160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202160 NON-EXPEDITED N US-
BAYER-200938586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7202171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202171 NON-EXPEDITED Y US-
BAYER-200938875NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7202172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202172 NON-EXPEDITED Y US-
BAYER-200938514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202174 NON-EXPEDITED N US-
BAYER-200938649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  

7202176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202176 NON-EXPEDITED N US-
BAYER-200938564NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN UPPER  
AMENORRHOEA  
WEIGHT DECREASED  

7202177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202177 NON-EXPEDITED Y US-
BAYER-200938921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 59 DAY BAYER
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Detailed Report
7202178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202178 NON-EXPEDITED N US-
BAYER-200938681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202179 NON-EXPEDITED N US-
BAYER-200938538NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER
DEPRESSION PROZAC C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
DIZZINESS  
DYSMENORRHOEA  
FLATULENCE  
HOT FLUSH  
Medical device complication  
NAUSEA  

7202182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202182 NON-EXPEDITED N US-
BAYER-200938722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202183 NON-EXPEDITED N US-
BAYER-200938720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NIPPLE PAIN  

7202184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202184 NON-EXPEDITED N US-
BAYER-200938865NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 69 DAY BAYER

7202185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202185 NON-EXPEDITED N US-
BAYER-200938927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

7202186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202186 NON-EXPEDITED N US-
BAYER-200938866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

7202187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202187 NON-EXPEDITED N US-
BAYER-200938864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202188 NON-EXPEDITED N US-
BAYER-200938869NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  

7202189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202189 NON-EXPEDITED Y US-
BAYER-200938838NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 126 DAY BAYER

7202190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202190 NON-EXPEDITED Y US-
BAYER-200938919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202195 NON-EXPEDITED Y US-
BAYER-200938930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7202196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202196 NON-EXPEDITED N US-
BAYER-200938917NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AGEUSIA  
HYPOAESTHESIA  
VAGINAL HAEMORRHAGE  

7202197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202197 NON-EXPEDITED N US-
BAYER-200938662NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202198 NON-EXPEDITED N US-
BAYER-200938871NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL COMPLICATION  

7202199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202199 NON-EXPEDITED N US-
BAYER-200938858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
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Detailed Report
7202200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202200 NON-EXPEDITED N US-
BAYER-200938870NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7202201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202201 NON-EXPEDITED N US-
BAYER-200938672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202202 NON-EXPEDITED N US-
BAYER-200938652NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202203 NON-EXPEDITED Y US-
BAYER-200938872NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202204 NON-EXPEDITED N US-
BAYER-200938953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7202205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202205 NON-EXPEDITED N US-
BAYER-200939031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202206 NON-EXPEDITED N US-
BAYER-200938942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202208 NON-EXPEDITED N US-
BAYER-200938874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202209 NON-EXPEDITED N US-
BAYER-200938981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202210 NON-EXPEDITED N US-
BAYER-200939020NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202211 NON-EXPEDITED N US-
BAYER-200938867NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202212 NON-EXPEDITED N US-
BAYER-200939076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7202213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202213 NON-EXPEDITED N US-
BAYER-200938963NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202217 NON-EXPEDITED N US-
BAYER-200939033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202218 NON-EXPEDITED N US-
BAYER-200939058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7202219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202219 NON-EXPEDITED N US-
BAYER-200939057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202220 NON-EXPEDITED N US-
BAYER-200939036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202221 NON-EXPEDITED N US-
BAYER-200939034NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7202222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202222 NON-EXPEDITED N US-
BAYER-200939029NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE  BAYER
CRYING  
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Detailed Report
7202223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202223 NON-EXPEDITED Y US-
BAYER-200939055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7202224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202224 NON-EXPEDITED N US-
BAYER-200938933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202225 NON-EXPEDITED N US-
BAYER-200938938NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202226 NON-EXPEDITED N US-
BAYER-200939074NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE  BAYER

7202228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202228 NON-EXPEDITED N US-
BAYER-200939061NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDODONTIC PROCEDURE MIRENA S 3 WEEK BAYER
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Detailed Report
7202231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202231 NON-EXPEDITED Y US-
BAYER-200938932NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7202232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202232 NON-EXPEDITED N US-
BAYER-200939035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7202233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202233 NON-EXPEDITED N US-
BAYER-200939108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S CONTINUOUS  BAYER

7202234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202234 NON-EXPEDITED N US-
BAYER-200939091NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
AMENORRHOEA  
BACK PAIN  
FATIGUE  
Medical device complication  
METRORRHAGIA  
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Detailed Report
7202235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202235 NON-EXPEDITED N US-
BAYER-200939030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  

7202236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202236 NON-EXPEDITED N US-
BAYER-200939032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CYST  
PAIN IN EXTREMITY  

7202237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202237 NON-EXPEDITED Y US-
BAYER-200939049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7202249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202249 NON-EXPEDITED N US-
BAYER-200939196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
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Detailed Report
7202250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202250 NON-EXPEDITED N US-
BAYER-200939190NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202251 NON-EXPEDITED N US-
BAYER-200939121NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202252 NON-EXPEDITED N US-
BAYER-200939202NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202256 NON-EXPEDITED N US-
BAYER-200939103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7202257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202257 NON-EXPEDITED N US-
BAYER-200940456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7202258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7202258 NON-EXPEDITED N US-
BAYER-200939105NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7206305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7206305 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
ABDOMINAL DISTENSION  
ACNE  
DEPRESSION  
DISTURBANCE IN ATTENTION  
HYPERTENSION  
LIBIDO DISORDER  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MOOD SWINGS  
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Detailed Report
7206306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7206306 DIRECT N DS,OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ALOPECIA  
ANXIETY  
ASTHMA LATE ONSET  
BLOOD POTASSIUM DECREASED  
DIARRHOEA  
DIZZINESS  
FEELING ABNORMAL  
FLUSHING  
HYPOAESTHESIA  
MULTIPLE ALLERGIES  
NAUSEA  
PANIC REACTION  
PREMENSTRUAL SYNDROME  
SWOLLEN TONGUE  
VISION BLURRED  
VOMITING  
WEIGHT DECREASED  
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Detailed Report
7206309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7206309 DIRECT N DS,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
DEVICE DISLOCATION  
ECONOMIC PROBLEM  
MEDICAL DEVICE DISCOMFORT  
PRODUCT QUALITY ISSUE  

7206319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7206319 DIRECT N HO,LT,OT,RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION LYBREL S ORAL 1 TABLET DAILY PO  WYETH
PULMONARY EMBOLISM  
THROMBOSIS  

7206362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2009 7206362 DIRECT N HO,DS,LT,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S ONE TIME IMPLANT  
ABDOMINAL PAIN  
BREAST PAIN  
METRORRHAGIA  
MOOD SWINGS  
RASH  
URINARY TRACT INFECTION  
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Detailed Report
7201974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2009 7201974 EXPEDITED (15-DAY) Y HO,OT GB-
BAYER-200940720GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE  BAYER

7204345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2009 7204345 NON-EXPEDITED N OT US-
BAYER-200941611NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER

7209670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2009 7209670 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR TRIVORA S ORAL 1 TABLET QD PO  WATSON
HUMAN CHORIONIC GONADOTROPIN POSITIVE  
MENORRHAGIA  
METRORRHAGIA  
NAUSEA  

7211943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2009 7211943 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ONE TAB OD PO  WATSON

PREGNANCY ON CONTRACEPTIVE ETHINYL ESTRADIOL
\LEVONORGESTREL

S  
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Detailed Report
6979393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 6979393 NON-EXPEDITED Y HO,OT US-
BAYER-200918932NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 491 DAY BAYER
Medical device complication VITAMINS C ORAL DAILY  

7151067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 7151067 NON-EXPEDITED N OT US-
BAYER-200936039NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 94 DAY BAYER

7171681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 7171681 NON-EXPEDITED Y OT US-
BAYER-200937817NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE  BAYER

7177650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 7177650 NON-EXPEDITED N OT US-
BAYER-200938619NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
MEDICATION ERROR  
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Freedom of Information Act (FOIA) 

Detailed Report
7206396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 7206396 NON-EXPEDITED N US-
BAYER-200941434NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA YAZ S ORAL  BAYER

MIRENA S INTRAUTERINE CO NTINUOUS  BAYER

7206398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2009 7206398 NON-EXPEDITED N US-
BAYER-200940369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6785756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 6785756 NON-EXPEDITED N US-
BAYER-200834888NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS DAILY  BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6868025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 6868025 NON-EXPEDITED Y US-
BAYER-200841293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 894 DAY BAYER

6948337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 6948337 NON-EXPEDITED N US-
BAYER-200915552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
6950967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 6950967 EXPEDITED (15-DAY) N OT US-
BAYER-200914000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRE-ECLAMPSIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7064133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7064133 NON-EXPEDITED N OT US-
BAYER-200924898NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 54 MTH BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
VAGINITIS BACTERIAL  

7076642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7076642 NON-EXPEDITED N US-
BAYER-200926044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7102099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7102099 NON-EXPEDITED Y OT US-
BAYER-200930911NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 22 MTH BAYER
BACK PAIN  
Medical device complication  
PAINFUL DEFAECATION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7123868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7123868 NON-EXPEDITED N US-
BAYER-200932799NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
FEELING ABNORMAL  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7161653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7161653 NON-EXPEDITED N US-
BAYER-200934560NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

7193785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7193785 EXPEDITED (15-DAY) Y HO US-TEVA-215710USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY AVIANE S ORAL 28 day regimen  DURAMED
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Detailed Report
7209907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209907 NON-EXPEDITED N US-
BAYER-200939118NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7209908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209908 NON-EXPEDITED Y US-
BAYER-200939106NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE COCNTINUOUS  BAYER

7209909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209909 NON-EXPEDITED Y US-
BAYER-200939137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 33 DAY BAYER

7209910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209910 NON-EXPEDITED N US-
BAYER-200938659NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
DIARRHOEA  
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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Detailed Report
7209911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209911 NON-EXPEDITED N US-
BAYER-200939079NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209912 NON-EXPEDITED N US-
BAYER-200938431NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CHILLS  
DIARRHOEA  
DIZZINESS  
GAIT DISTURBANCE  
HYPERHIDROSIS  
INFLUENZA LIKE ILLNESS  
MOBILITY DECREASED  
PAIN IN EXTREMITY  

7209913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209913 NON-EXPEDITED N US-
BAYER-200939080NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7209914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209914 NON-EXPEDITED Y US-
BAYER-200939102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7209915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209915 NON-EXPEDITED N US-
BAYER-200939070NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7209917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209917 NON-EXPEDITED N US-
BAYER-200939130NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7209918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209918 NON-EXPEDITED Y US-
BAYER-200939099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
Product shape issue  

7209921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209921 NON-EXPEDITED N US-
BAYER-200938437NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  
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Detailed Report
7209922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209922 NON-EXPEDITED N US-
BAYER-200938946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209923 NON-EXPEDITED Y US-
BAYER-200939124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 240 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7209924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209924 NON-EXPEDITED N US-
BAYER-200938555NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7209926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209926 NON-EXPEDITED Y US-
BAYER-200939109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7209930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209930 NON-EXPEDITED Y US-
BAYER-200939297NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 55 DAY BAYER
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Detailed Report
7209932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209932 NON-EXPEDITED N US-
BAYER-200938918NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209933 NON-EXPEDITED Y US-
BAYER-200939126NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 102 DAY BAYER

7209935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209935 NON-EXPEDITED N US-
BAYER-200939145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209937 NON-EXPEDITED N US-
BAYER-200939317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE CONTINUOUS 2 YR BAYER
BREAST ATROPHY  

7209938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209938 NON-EXPEDITED N US-
BAYER-200939270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UNEVALUABLE EVENT  
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Detailed Report
7209939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209939 NON-EXPEDITED N US-
BAYER-200939142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209940 NON-EXPEDITED Y US-
BAYER-200939748NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7209942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209942 NON-EXPEDITED N US-
BAYER-200939278NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS FOR

ALMOST 5 YEARS
 BAYER

VAGINAL HAEMORRHAGE  

7209943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209943 NON-EXPEDITED N US-
BAYER-200939152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7209945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209945 NON-EXPEDITED Y US-
BAYER-200939150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7209946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7209946 NON-EXPEDITED N US-
BAYER-200939307NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7213389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2009 7213389 DIRECT N DS,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN MIRENA S  
ABASIA  
ABDOMINAL PAIN  
ACNE CYSTIC  
AMENORRHOEA  
BACK PAIN  
CHEST PAIN  
IMPAIRED WORK ABILITY  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
NAUSEA  
PAIN  
VOMITING  
WEIGHT INCREASED  
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Detailed Report
7057268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7057268 NON-EXPEDITED N OT US-
BAYER-200926942NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
ABDOMINAL PAIN LOWER  
PELVIC INFLAMMATORY DISEASE  

7059481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7059481 NON-EXPEDITED Y US-
BAYER-200925503NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS 142 DAY BAYER
HYPOAESTHESIA  

7136103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7136103 NON-EXPEDITED Y US-
BAYER-200931931NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7144519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7144519 EXPEDITED (15-DAY) Y OT CN-
BAYER-200933812GPV

39 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
THROAT IRRITATION  
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Detailed Report
7166512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7166512 EXPEDITED (15-DAY) N HO US-
BAYER-200937439NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S INTRAUTERINE CONTINUOUS 6 WEEK BAYER
CHEST PAIN  

7198419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7198419 NON-EXPEDITED N CA-
JNJFOC-20091108218

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN EXFOLIATION MICONAZOLE NITRATE S VAGINAL  
VAGINAL HAEMORRHAGE MICONAZOLE NITRATE S VAGINAL  
VULVOVAGINAL BURNING SENSATION MICONAZOLE NITRATE S TOPICAL  
VULVOVAGINAL PAIN MICONAZOLE NITRATE S TOPICAL  
ABDOMINAL PAIN ALESSE 28 S  

7212570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212570 EXPEDITED (15-DAY) N OT US-
BAYER-200941704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device expulsion  
DYSPAREUNIA  
ENDOMETRIOSIS  
PROCEDURAL PAIN  
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Detailed Report
7212592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212592 NON-EXPEDITED N US-
BAYER-200939306NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTONUOUS  BAYER

7212593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212593 NON-EXPEDITED N US-
BAYER-200939214NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7212594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212594 NON-EXPEDITED N US-
BAYER-200939220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FATIGUE  

7212595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212595 NON-EXPEDITED N US-
BAYER-200939302NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212596 NON-EXPEDITED Y PR-
BAYER-200939257NA

Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7212597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212597 NON-EXPEDITED N US-
BAYER-200939132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  

7212598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212598 NON-EXPEDITED N US-
BAYER-200939267NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7212599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212599 NON-EXPEDITED N US-
BAYER-200939129NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA  

7212600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212600 NON-EXPEDITED Y US-
BAYER-200939310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212601 NON-EXPEDITED N US-
BAYER-200939233NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL LESION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE ALEVE C  
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Detailed Report
7212604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212604 NON-EXPEDITED N US-
BAYER-200939290NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7212609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212609 NON-EXPEDITED N US-
BAYER-200939338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  

7212610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212610 NON-EXPEDITED N US-
BAYER-200939294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212611 NON-EXPEDITED Y US-
BAYER-200939397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212612 NON-EXPEDITED N US-
BAYER-200939389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7212613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212613 NON-EXPEDITED Y US-
BAYER-200939340NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212614 NON-EXPEDITED Y US-
BAYER-200939248NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ACNE  
AFFECT LABILITY  
DEPRESSION  
HEADACHE  
LIBIDO DECREASED  

7212616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212616 NON-EXPEDITED N US-
BAYER-200939045NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
BACTERIAL INFECTION  
UTERINE ENLARGEMENT  

7212617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212617 NON-EXPEDITED N US-
BAYER-200939392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7212618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212618 NON-EXPEDITED N US-
BAYER-200939411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

7212619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212619 NON-EXPEDITED N US-
BAYER-200939386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212620 NON-EXPEDITED N US-
BAYER-200939341NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 42 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212621 NON-EXPEDITED N US-
BAYER-200939381NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212622 NON-EXPEDITED N US-
BAYER-200939342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7212624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212624 NON-EXPEDITED N US-
BAYER-200939390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7212626 NON-EXPEDITED N US-
BAYER-200939417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7219030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7219030 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
ABDOMINAL DISCOMFORT  
MUSCLE SPASMS  
SLEEP DISORDER  
VAGINAL DISCHARGE  
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Detailed Report
7219072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7219072 DIRECT N HO,DS,LT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 A DAY FOR 21 DAYS

21 DAYS ON 7 DAYS
PO

 

CORONARY ARTERY THROMBOSIS AVIANE S ORAL 1 A DAY FOR 21 DAYS
21 DAYS ON 7 DAYS
PO

 

ALCOHOL USE  
CORONARY ARTERY DISEASE  
DYSPEPSIA  
HANGOVER  
PRODUCT SUBSTITUTION ISSUE  

7219094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7219094 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S  BAYER

7219155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7219155 DIRECT N LT,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRA-CERVICAL INTRACERVICAL  
ECTOPIC PREGNANCY  
FALLOPIAN TUBE PERFORATION  
FOETAL DEATH  
MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7219157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2009 7219157 DIRECT N DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
INFERTILITY FEMALE MIRENA S  

6835670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 6835670 EXPEDITED (15-DAY) N HO US-
BAYER-200839615NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

SOTALOL HYDROCHLORIDE S  BAYER
LISINOPRIL C ORAL Total daily dose: 10 MG  
ASPIRIN S  BAYER
COUMADIN S  

6925436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 6925436 NON-EXPEDITED N OT US-
BAYER-200914007NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7026561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7026561 NON-EXPEDITED N OT US-
BAYER-200923305NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

7066349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7066349 NON-EXPEDITED N OT US-
BAYER-200927966NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication SERTRALINE HYDROCHLORIDE C  
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  
VAGINAL HAEMORRHAGE  

7066352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7066352 NON-EXPEDITED Y OT US-
BAYER-200927826NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
UTERINE LEIOMYOMA  
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Detailed Report
7098110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7098110 EXPEDITED (15-DAY) Y OT US-
BAYER-200930574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUS SYSTEM DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7107176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7107176 NON-EXPEDITED N OT US-
BAYER-200931259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 225 DAY BAYER
Haemorrhage in pregnancy  
Human chorionic gonadotropin decreased  
PAIN  

7139480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7139480 EXPEDITED (15-DAY) N OT US-
BAYER-200934105NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA MIRENA S INTRAUTERINE As used: 20 µG 454 DAY BAYER
ERYTHEMA  
ERYTHEMA NODOSUM  
FEELING HOT  
GAIT DISTURBANCE  
OEDEMA PERIPHERAL  
PAIN  
PAIN IN EXTREMITY  
RASH  
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Detailed Report
7143438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7143438 EXPEDITED (15-DAY) Y OT US-
BAYER-200934408NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7155114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7155114 EXPEDITED (15-DAY) N OT FR-
BAYER-200935740GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ABSCESS MIRENA S INTRAUTERINE 351 DAY BAYER

7156294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7156294 NON-EXPEDITED N US-
BAYER-200933911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

HOT FLUSH  

7164370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7164370 NON-EXPEDITED N US-
BAYER-200935245NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S TRANSDERMAL 1 YR BAYER
ABDOMINAL DISTENSION  
HEADACHE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7170590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7170590 NON-EXPEDITED N US-
BAYER-200938009NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
WEIGHT INCREASED  

7173552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7173552 NON-EXPEDITED Y OT US-
BAYER-200938019NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 1911 DAY BAYER
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  

7177671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7177671 EXPEDITED (15-DAY) N OT FR-
BAYER-200938230GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
ADENOMYOSIS  

7177679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7177679 NON-EXPEDITED Y OT US-
BAYER-200938629NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER
Medical device complication  
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Detailed Report
7206381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7206381 EXPEDITED (15-DAY) N HO DE-BAYER-
DE-2006-003399

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER LEVONORGESTREL S ORAL 2 tab(s), 1x/day [Daily

dose: 2 tab(s)] [Total
dose: 390 tab(s)]

195 DAY BAYER

YASMIN S ORAL 1 tab(s), 1x/day [Daily
dose: 1 tab(s)] [Total
dose: 78 tab(s)]

78 DAY BAYER

7214192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214192 NON-EXPEDITED N US-
BAYER-200939398NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7214194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214194 NON-EXPEDITED N US-
BAYER-200939404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7214195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214195 NON-EXPEDITED Y US-
BAYER-200939396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7214196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214196 NON-EXPEDITED N US-
BAYER-200939516NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MOTRIN C  
TYLENOL C  

7214197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214197 NON-EXPEDITED N US-
BAYER-200939526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214199 NON-EXPEDITED N US-
BAYER-200939414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214201 NON-EXPEDITED N US-
BAYER-200939542NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ANTIBIOTICS C  
CEPHALEXIN C  
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Detailed Report
7214202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214202 NON-EXPEDITED N US-
BAYER-200939550NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214203 NON-EXPEDITED N US-
BAYER-200939422NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214204 NON-EXPEDITED N US-
BAYER-200939426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NERVOUSNESS  

7214205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214205 NON-EXPEDITED N US-
BAYER-200939545NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7214206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214206 NON-EXPEDITED N US-
BAYER-200939421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7214208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214208 NON-EXPEDITED N US-
BAYER-200939522NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214209 NON-EXPEDITED N US-
BAYER-200939408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7214210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214210 NON-EXPEDITED N US-
BAYER-200939415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214213 NON-EXPEDITED N US-
BAYER-200939536NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7214215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214215 NON-EXPEDITED N US-
BAYER-200939539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,604 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214218 NON-EXPEDITED N US-
BAYER-200939409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MENORRHAGIA  

7214219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214219 NON-EXPEDITED N US-
BAYER-200939410NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE  BAYER

7214222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214222 NON-EXPEDITED N US-
BAYER-200939527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214223 NON-EXPEDITED N US-
BAYER-200939429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONT  BAYER

7214225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214225 NON-EXPEDITED Y US-
BAYER-200939428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7214226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214226 NON-EXPEDITED N US-
BAYER-200939605NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PYREXIA ACETAMINOPHEN C  
CHILLS  

7214228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214228 NON-EXPEDITED N US-
BAYER-200939425NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7214230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214230 NON-EXPEDITED N US-
BAYER-200939591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214232 NON-EXPEDITED N US-
BAYER-200939524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CO NTINUOUS  BAYER
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Detailed Report
7214235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214235 NON-EXPEDITED N US-
BAYER-200939616NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 MTH BAYER

7214236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214236 NON-EXPEDITED N US-
BAYER-200939652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
18 MTH BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AFFECT LABILITY  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  
WEIGHT INCREASED  

7214237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214237 NON-EXPEDITED N US-
BAYER-200939680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA  
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Detailed Report
7214238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214238 NON-EXPEDITED Y US-
BAYER-200939592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7214239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214239 NON-EXPEDITED N US-
BAYER-200939589NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7214240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214240 NON-EXPEDITED Y US-
BAYER-200939585NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214241 NON-EXPEDITED N US-
BAYER-200939594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSMENORRHOEA  
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214242 NON-EXPEDITED N US-
BAYER-200939609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214245 NON-EXPEDITED Y US-
BAYER-200939596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214246 NON-EXPEDITED N US-
BAYER-200939597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7214247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214247 NON-EXPEDITED Y US-
BAYER-200939586NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7214249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214249 NON-EXPEDITED Y US-
BAYER-200939613NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214250 NON-EXPEDITED Y US-
BAYER-200939682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214251 NON-EXPEDITED N US-
BAYER-200939601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE ADVIL C  
EYE SWELLING  
NAUSEA  

7214252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214252 NON-EXPEDITED N US-
BAYER-200939667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7214253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214253 NON-EXPEDITED N US-
BAYER-200939595NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214255 NON-EXPEDITED N US-
BAYER-200939669NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214256 NON-EXPEDITED N US-
BAYER-200939719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7214257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214257 EXPEDITED (15-DAY) Y OT NZ-
BAYER-200941335GPV

Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERICARDITIS MIRENA S INTRAUTERINE  BAYER

7214258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214258 NON-EXPEDITED Y US-
BAYER-200939732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7214259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214259 NON-EXPEDITED Y US-
BAYER-200939737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214260 NON-EXPEDITED N US-
BAYER-200940328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7214261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214261 NON-EXPEDITED N US-
BAYER-200940266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE  BAYER

7214264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214264 NON-EXPEDITED N US-
BAYER-200939721NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7214265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214265 NON-EXPEDITED Y US-
BAYER-200939741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214266 NON-EXPEDITED N OT US-
BAYER-200941812NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  

7214267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214267 NON-EXPEDITED N US-
BAYER-200939702NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214268 NON-EXPEDITED Y US-
BAYER-200939744NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7214269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214269 EXPEDITED (15-DAY) N OT US-
BAYER-200941820NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE CONTINUOUS 35 DAY BAYER
BACK PAIN  
BLOOD BILIRUBIN INCREASED  
OCULAR ICTERUS  
YELLOW SKIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214270 NON-EXPEDITED N US-
BAYER-200939730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214271 NON-EXPEDITED N US-
BAYER-200939734NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

7214272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214272 EXPEDITED (15-DAY) N HO FI-
BAYER-200941621GPV

44 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 6 YR BAYER

MIRENA S INTRAUTERINE  BAYER

7214274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214274 NON-EXPEDITED Y US-
BAYER-200939742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 WEEK BAYER

7214277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214277 NON-EXPEDITED N US-
BAYER-200939750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7214283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2009 7214283 NON-EXPEDITED N OT US-
BAYER-200941932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 10 MTH BAYER

7103125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7103125 EXPEDITED (15-DAY) Y OT US-
BAYER-200930980NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST MASS VITAMINS C  
BREAST CANCER FEMALE SYNTHROID C  

7152176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7152176 NON-EXPEDITED N HO,OT US-
BAYER-200935783NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK DISORDER  
DYSPAREUNIA  
MOOD ALTERED  
PAIN  
PELVIC INFLAMMATORY DISEASE  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7155115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7155115 NON-EXPEDITED N HO,OT US-
BAYER-200936273NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7170397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7170397 NON-EXPEDITED Y OT US-
BAYER-200937742NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7200035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7200035 EXPEDITED (15-DAY) Y OT SE-
BAYER-200941148GPV

Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS MIRENA S INTRAUTERINE  BAYER
OTOSCLEROSIS LEVONORGESTREL S  

7209852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7209852 EXPEDITED (15-DAY) Y OT NZ-
BAYER-200940871GPV

37 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S INTRAUTERINE 3 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7218208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7218208 NON-EXPEDITED N US-
BAYER-200939681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7218236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7218236 NON-EXPEDITED N OT US-
BAYER-200942408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7222685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7222685 DIRECT N HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
ABDOMINAL PAIN  
BREAST TENDERNESS  
MOOD SWINGS  
NAUSEA  
PYREXIA  

7222895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7222895 DIRECT Y HO 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE SEASONIQUE S ORAL 1 TABLET DAILY PO  DURAMED
COUGH  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7223036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2009 7223036 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S  BAYER
LIBIDO DECREASED  
VULVOVAGINAL DRYNESS  
WEIGHT INCREASED  

6774991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 6774991 NON-EXPEDITED N OT US-
BAYER-200834274NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN MIRENA S INTRAUTERINE DAILY CONTINUOUS 1 DAY BAYER
VAGINISMUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  
INFERTILITY FEMALE  
MOTION SICKNESS  
PREMATURE LABOUR  
VAGINAL HAEMORRHAGE  

7144568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7144568 EXPEDITED (15-DAY) N OT US-
BAYER-200934801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7149583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7149583 NON-EXPEDITED N OT US-
BAYER-200935482NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

COUMADIN C  

7159024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7159024 NON-EXPEDITED N OT US-
BAYER-200936629NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INJURY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
FEELING HOT  
OVARIAN CYST RUPTURED  

7168741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7168741 NON-EXPEDITED N OT US-
BAYER-200937749NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUA  BAYER
ABDOMINAL PAIN LOWER  

7168807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7168807 NON-EXPEDITED N US-
BAYER-200935256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 65 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7176296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7176296 NON-EXPEDITED Y US-
BAYER-200936341NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  

7182602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7182602 NON-EXPEDITED N US-
BAYER-200937807NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7214275 NON-EXPEDITED N US-
BAYER-200941796NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS 423 DAY BAYER
BACK PAIN  
DYSMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7218244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7218244 EXPEDITED (15-DAY) N HO US-
BAYER-200941887NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S INTRAUTERINE CONINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7219498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7219498 EXPEDITED (15-DAY) N OT US-
JNJFOC-20091202565

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS ORTHO TRI CYCLEN S ORAL  
PREGNANCY ON ORAL CONTRACEPTIVE PLAN B S ORAL  
CHILLS PLAN B S ORAL  
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  
Maternal exposure during pregnancy  
NAUSEA  
VOMITING  

7220353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7220353 EXPEDITED (15-DAY) N HO US-
BAYER-200942130NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHLAMYDIAL CERVICITIS  
GONORRHOEA  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7220361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7220361 EXPEDITED (15-DAY) N OT US-
BAYER-200942403NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
AMENORRHOEA  
FATIGUE  
Hypoaesthesia  
HYPOAESTHESIA  
MOOD ALTERED  
SPIDER VEIN  
STRESS  

7232058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2009 7232058 EXPEDITED (15-DAY) Y OT TPH-00238 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6959831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 6959831 NON-EXPEDITED N OT US-
BAYER-200916831NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
CHLAMYDIAL INFECTION  
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  
INFECTION  
IRRITABILITY  
Medical device complication  
MENSTRUATION IRREGULAR  
METRORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7154170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7154170 EXPEDITED (15-DAY) Y HO DK-
BAYER-200935496GPV

36 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 132 DAY BAYER
BLOOD PROLACTIN INCREASED METOCLOPRAMIDE

HYDROCHLORIDE
C ORAL 30 TABLETS  

HYPERBILIRUBINAEMIA PRIMPERAN C  
ONDANSETRON C MAXIMUM ONCE PER

DAY
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7164193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7164193 EXPEDITED (15-DAY) Y OT US-
BAYER-200937116NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN IN EXTREMITY LOESTRIN 24 FE C  
AMENORRHOEA PREVACID C  
OVARIAN CYST  
PREMENSTRUAL SYNDROME  

7200159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7200159 NON-EXPEDITED Y US-
BAYER-200938466NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7214287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7214287 NON-EXPEDITED N OT US-
BAYER-200942023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221367 NON-EXPEDITED N US-
BAYER-200939695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7221370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221370 NON-EXPEDITED N US-
BAYER-200939736NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221372 NON-EXPEDITED N US-
BAYER-200939706NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221373 NON-EXPEDITED N US-
BAYER-200939647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221374 NON-EXPEDITED N US-
BAYER-200939716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221375 NON-EXPEDITED N US-
BAYER-200939745NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7221376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221376 NON-EXPEDITED Y US-
BAYER-200939707NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7221378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221378 NON-EXPEDITED N US-
BAYER-200939691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221381 NON-EXPEDITED Y US-
BAYER-200939704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221382 NON-EXPEDITED N US-
BAYER-200939739NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
MENSTRUATION IRREGULAR  
MUSCLE CONTRACTIONS INVOLUNTARY  
VAGINAL HAEMORRHAGE  
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Detailed Report
7221383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221383 NON-EXPEDITED N US-
BAYER-200939689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221384 NON-EXPEDITED N US-
BAYER-200939746NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7221386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221386 NON-EXPEDITED Y US-
BAYER-200939964NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221388 NON-EXPEDITED Y US-
BAYER-200939755NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7221389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221389 NON-EXPEDITED N US-
BAYER-200939758NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7221390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221390 NON-EXPEDITED N US-
BAYER-200939765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7221391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221391 NON-EXPEDITED N US-
BAYER-200939904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221393 NON-EXPEDITED N US-
BAYER-200939811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7221394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221394 NON-EXPEDITED N US-
BAYER-200939769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS

INFUSION
 BAYER

AMENORRHOEA  
Medical device complication  

7221395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221395 NON-EXPEDITED Y US-
BAYER-200939796NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221396 NON-EXPEDITED N US-
BAYER-200939793NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7221399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221399 NON-EXPEDITED N US-
BAYER-200939760NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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7221402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221402 NON-EXPEDITED N US-
BAYER-200939763NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS 60 MTH BAYER

7221403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7221403 NON-EXPEDITED N US-
BAYER-200939960NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  
VEIN DISORDER  

7225674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2009 7225674 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MUSCLE SPASMS  
NAUSEA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
6783272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 6783272 EXPEDITED (15-DAY) N OT US-
BAYER-200834692NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER XANAX C ORAL  
VAGINAL HAEMORRHAGE  

7125714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7125714 EXPEDITED (15-DAY) N OT US-
BAYER-200933297NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7132362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7132362 NON-EXPEDITED Y US-
BAYER-200931775NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7154169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7154169 NON-EXPEDITED N OT US-
BAYER-200936096NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7155113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7155113 NON-EXPEDITED N OT US-
BAYER-200936265NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

7163113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7163113 NON-EXPEDITED N US-
BAYER-200934404NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
POLLAKIURIA  

7189095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7189095 NON-EXPEDITED Y OT US-
BAYER-200939792NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN VITAMINS NOS C  
VAGINAL HAEMORRHAGE CLARITIN C  

7190890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7190890 EXPEDITED (15-DAY) Y LT JP-
BAYER-200914597BYL

46 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE Unit dose: 52 MG 155 DAY BAYER
LARYNGEAL OEDEMA  
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Detailed Report
7222934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7222934 EXPEDITED (15-DAY) N OT US-
BAYER-200942353NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
BACK PAIN  
COMPLICATION OF DEVICE INSERTION  
FAECAL INCONTINENCE  
HEADACHE  
MUSCLE TWITCHING  
PROCEDURAL PAIN  
RESPIRATORY ARREST  

7222948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7222948 EXPEDITED (15-DAY) Y OT ZA-
BAYER-200942600GPV

Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE  BAYER
HEADACHE  

7222953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7222953 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200942551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
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Detailed Report
7222999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7222999 NON-EXPEDITED N US-
BAYER-200939807NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7223000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223000 NON-EXPEDITED N US-
BAYER-200939834NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223002 NON-EXPEDITED N US-
BAYER-200939871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7223004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223004 NON-EXPEDITED N US-
BAYER-200939864NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7223005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223005 NON-EXPEDITED N US-
BAYER-200939857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
FATIGUE  
VAGINAL HAEMORRHAGE  

7223011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223011 NON-EXPEDITED N US-
BAYER-200939931NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223012 NON-EXPEDITED N US-
BAYER-200939825NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ERUPTION CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

RASH  
RASH ERYTHEMATOUS  

7223014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223014 NON-EXPEDITED Y US-
BAYER-200939873NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
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Detailed Report
7223015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223015 NON-EXPEDITED N US-
BAYER-200939839NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223016 NON-EXPEDITED N US-
BAYER-200939876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223017 NON-EXPEDITED N US-
BAYER-200939919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER
FATIGUE  
IRRITABILITY  
POLLAKIURIA  

7223018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223018 NON-EXPEDITED N US-
BAYER-200941328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223019 NON-EXPEDITED N US-
BAYER-200940010NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7223020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223020 NON-EXPEDITED N US-
BAYER-200940041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 170 DAY BAYER

7223021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223021 NON-EXPEDITED N US-
BAYER-200940036NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 151 DAY BAYER
ABDOMINAL PAIN LOWER  

7223023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223023 NON-EXPEDITED N US-
BAYER-200940083NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7223024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223024 NON-EXPEDITED N US-
BAYER-200939971NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VULVOVAGINAL DRYNESS AZITHROMYCIN C UNKNOWN DOSAGE  

7223025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223025 NON-EXPEDITED Y US-
BAYER-200941083NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 196 DAY BAYER
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Detailed Report
7223026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223026 NON-EXPEDITED N US-
BAYER-200939973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223027 NON-EXPEDITED N US-
BAYER-200941075NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENOMETRORRHAGIA IRON C  
NAUSEA BENADRYL C  
BREAST TENDERNESS NASONEX C  
ACNE  
ANXIETY  
DEPRESSION  
DISCOMFORT  
SLEEP DISORDER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7223030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223030 NON-EXPEDITED N US-
BAYER-200939981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7223032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223032 NON-EXPEDITED Y US-
BAYER-200940094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7223033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223033 NON-EXPEDITED N US-
BAYER-200940080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 7223034 NON-EXPEDITED N US-
BAYER-200939940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAPILLOMA VIRAL INFECTION  

6980513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 6980513 NON-EXPEDITED N US-
BAYER-200919075NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 14 MTH BAYER
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Detailed Report
7086499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7086499 NON-EXPEDITED N US-
BAYER-200927596NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 135 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7087585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7087585 NON-EXPEDITED N US-
BAYER-200929764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7125715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7125715 NON-EXPEDITED Y HO,OT US-
BAYER-200933385NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE  BAYER
PYREXIA COUMADIN C  

WELLBUTRIN C ORAL  

7139481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7139481 NON-EXPEDITED Y OT US-
BAYER-200934237NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 1157 DAY BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
OVARIAN CYST  
POLYMENORRHOEA  
URINARY TRACT INFECTION  
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7151064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7151064 NON-EXPEDITED N HO US-
BAYER-200936053NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER
DEVICE BREAKAGE  
PAIN  

7155431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7155431 NON-EXPEDITED N US-
BAYER-200936336NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ZOLOFT C  

7158011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7158011 NON-EXPEDITED N US-
BAYER-200936596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7158015 NON-EXPEDITED N US-
BAYER-200936427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7158017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7158017 NON-EXPEDITED N US-
BAYER-200936649NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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7163133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7163133 NON-EXPEDITED N US-
BAYER-200937045NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7164295 NON-EXPEDITED N US-
BAYER-200934899NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS 624 DAY BAYER
Device expulsion  
WEIGHT INCREASED  

7166404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7166404 NON-EXPEDITED Y US-
BAYER-200935388NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7167650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7167650 NON-EXPEDITED N US-
BAYER-200935741NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER

7168791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7168791 NON-EXPEDITED Y US-
BAYER-200935724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER
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7170525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7170525 NON-EXPEDITED N US-
BAYER-200935966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7194977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7194977 EXPEDITED (15-DAY) N HO US-
BAYER-200941045NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL SEPSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHILLS  
HYPOTENSION  
LIVER DISORDER  
NERVOUSNESS  
PYREXIA  
URINARY TRACT INFECTION  

7220355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7220355 NON-EXPEDITED N OT US-
BAYER-200942219NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
NO ADVERSE EVENT  
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7223963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7223963 EXPEDITED (15-DAY) Y OT US-
BAYER-200942650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYASTHENIA GRAVIS MIRENA S  BAYER
DYSPNOEA  
FATIGUE  

7223967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7223967 NON-EXPEDITED Y OT US-
BAYER-200942702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7223971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7223971 NON-EXPEDITED N OT US-
BAYER-200942493NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7224218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224218 NON-EXPEDITED N US-
BAYER-200940006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224225 NON-EXPEDITED N US-
BAYER-200940140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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7224226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224226 NON-EXPEDITED N US-
BAYER-200940217NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224228 NON-EXPEDITED Y US-
BAYER-200940195NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224229 NON-EXPEDITED N US-
BAYER-200940011NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224230 NON-EXPEDITED N US-
BAYER-200940149NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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7224232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224232 NON-EXPEDITED Y US-
BAYER-200940375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7224233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224233 NON-EXPEDITED Y US-
BAYER-200940054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  

7224234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224234 NON-EXPEDITED N US-
BAYER-200940402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224235 NON-EXPEDITED N US-
BAYER-200940160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
GENITAL DISCHARGE  
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7224236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224236 NON-EXPEDITED N US-
BAYER-200940086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224238 NON-EXPEDITED Y US-
BAYER-200940167NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  

7224239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224239 NON-EXPEDITED N US-
BAYER-200940153NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7224240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224240 NON-EXPEDITED N US-
BAYER-200940203NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7224241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224241 NON-EXPEDITED N US-
BAYER-200940412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
URTICARIA CORTISONE C UNKNOWN DOSAGE  
RASH PAPULAR  

7224242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224242 NON-EXPEDITED N US-
BAYER-200940141NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  

7224244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224244 NON-EXPEDITED N US-
BAYER-200940803NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224245 NON-EXPEDITED N US-
BAYER-200940017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7224246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224246 NON-EXPEDITED N US-
BAYER-200940009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

FATIGUE  
NAUSEA  
NIPPLE PAIN  
POLLAKIURIA  

7224247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224247 NON-EXPEDITED Y US-
BAYER-200940230NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S ORAL CONTINUOUS  BAYER

7224248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224248 NON-EXPEDITED N US-
BAYER-200940192NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 377 DAY BAYER
ABDOMINAL PAIN LOWER  
PELVIC PAIN  
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7224249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224249 NON-EXPEDITED N US-
BAYER-200940431NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA AMOXIL C  
AMENORRHOEA  
DYSPEPSIA  
SLEEP DISORDER  
UNEVALUABLE EVENT  

7224250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224250 NON-EXPEDITED Y US-
BAYER-200940180NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224251 NON-EXPEDITED N US-
BAYER-200940483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224252 NON-EXPEDITED Y US-
BAYER-200940384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 3,650 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7224253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224253 NON-EXPEDITED Y US-
BAYER-200940174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224254 NON-EXPEDITED N US-
BAYER-200940756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7224255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224255 NON-EXPEDITED N US-
BAYER-200940769NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN LOWER  

7224258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224258 NON-EXPEDITED N US-
BAYER-200940770NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7224259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224259 NON-EXPEDITED Y US-
BAYER-200940763NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224260 NON-EXPEDITED Y US-
BAYER-200940438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224264 NON-EXPEDITED N US-
BAYER-200940774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224265 NON-EXPEDITED N US-
BAYER-200940799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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7224266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224266 NON-EXPEDITED N US-
BAYER-200940781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

SOMNOLENCE  
WEIGHT INCREASED  

7224267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224267 NON-EXPEDITED N US-
BAYER-200940471NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
Medical device complication  

7224269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224269 NON-EXPEDITED Y US-
BAYER-200940796NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224270 NON-EXPEDITED N US-
BAYER-200940442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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7224271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224271 NON-EXPEDITED Y US-
BAYER-200940790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224275 NON-EXPEDITED N US-
BAYER-200940459NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE TOPAMAX C UNKNOWN  
AMENORRHOEA  

7224276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224276 NON-EXPEDITED N US-
BAYER-200940777NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7224277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224277 NON-EXPEDITED N US-
BAYER-200941266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
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7224278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224278 NON-EXPEDITED Y US-
BAYER-200940420NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7224279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224279 NON-EXPEDITED N US-
BAYER-200940785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7224280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224280 NON-EXPEDITED N US-
BAYER-200940797NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING JITTERY  
NAUSEA  
VAGINAL HAEMORRHAGE  

7224281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224281 NON-EXPEDITED Y US-
BAYER-200941065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7224284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224284 NON-EXPEDITED Y US-
BAYER-200941857NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7224285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224285 NON-EXPEDITED N US-
BAYER-200941332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7224288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224288 NON-EXPEDITED Y US-
BAYER-200941073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224295 NON-EXPEDITED Y US-
BAYER-200941067NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224297 NON-EXPEDITED Y US-
BAYER-200941070NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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7224299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224299 NON-EXPEDITED Y US-
BAYER-200941071NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7224301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224301 NON-EXPEDITED N US-
BAYER-200940814NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224303 NON-EXPEDITED N US-
BAYER-200941096NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7224304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224304 NON-EXPEDITED N US-
BAYER-200941268NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S CONTINUOUS  BAYER
PROCEDURAL PAIN ANTIBIOTICS NOS C  
CHLAMYDIAL INFECTION TYLENOL C  

VICODIN C  
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Detailed Report
7224308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224308 NON-EXPEDITED N US-
BAYER-200940819NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST DISCHARGE  

7224311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224311 NON-EXPEDITED Y US-
BAYER-200941304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224313 NON-EXPEDITED N US-
BAYER-200941265NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA NITROFURANTOIN C  

7224314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224314 NON-EXPEDITED N US-
BAYER-200940809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7224325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7224325 NON-EXPEDITED N US-
BAYER-200941066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7228401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2009 7228401 DIRECT N RI 1 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEMALE STERILISATION MIRENA S VAGINAL INSERTED FOR 5

YEARS VAG
 

PAIN  
QUALITY OF LIFE DECREASED  

7168731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7168731 NON-EXPEDITED N OT US-
BAYER-200937538NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7177659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7177659 EXPEDITED (15-DAY) N OT DE-
BAYER-200938213GPV

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GASTROINTESTINAL PAIN  
METRORRHAGIA  
SLEEP DISORDER  

7225885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7225885 NON-EXPEDITED N OT US-
BAYER-200942745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7225886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7225886 NON-EXPEDITED Y OT US-
BAYER-200942818NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 284 DAY BAYER
DYSFUNCTIONAL UTERINE BLEEDING  
PELVIC PAIN  

7225904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7225904 EXPEDITED (15-DAY) N OT US-
BAYER-200942834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DILATION AND CURETTAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7226490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7226490 NON-EXPEDITED N OT US-
BAYER-200942913NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
ACNE  
BLOOD PRESSURE INCREASED  
HEADACHE  

7226491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7226491 EXPEDITED (15-DAY) N OT US-
BAYER-200942973NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEUROLOGICAL SYMPTOM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
HYPOAESTHESIA  
MUSCLE TWITCHING  
VAGINAL HAEMORRHAGE  

Page: 3,660 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7226495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7226495 NON-EXPEDITED Y OT US-
BAYER-200942956NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  

7227093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2009 7227093 EXPEDITED (15-DAY) N OT US-TEVA-187981USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STILLBIRTH PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE LEVOTHYROXINE SODIUM C ORAL  
BREAST TENDERNESS CLONAZEPAM C ORAL  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7160625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7160625 EXPEDITED (15-DAY) N LT,OT AT-
BAYER-200935944GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 4 YR BAYER

7193866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7193866 NON-EXPEDITED N US-
BAYER-200938152NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7228746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228746 EXPEDITED (15-DAY) N OT HU-
BAYER-200943131GPV

34 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 59 DAY BAYER
ANAEMIA GONADORELIN C  
ABDOMINAL PAIN LOWER  

7228800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228800 NON-EXPEDITED N US-
BAYER-200941113NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7228802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228802 NON-EXPEDITED N US-
BAYER-200942297NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

EFFEXOR C  
TRILEPTAL C  

7228803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228803 NON-EXPEDITED N US-
BAYER-200941111NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7228804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228804 NON-EXPEDITED N US-
BAYER-200942648NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7228805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7228805 NON-EXPEDITED N US-
BAYER-200942134NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7232547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7232547 DIRECT Y HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PRODUCT QUALITY ISSUE  
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Detailed Report
7971529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2009 7971529 EXPEDITED (15-DAY) N OT US-
WATSON-2009-10755

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION BUPROPION HYDROCHLORIDE S ORAL 150 mg, qam 9 DAY WATSON
CARDIAC ARREST LEVORA S ORAL UNK  
LOSS OF CONSCIOUSNESS CITALOPRAM HYDROBROMIDE C ORAL 40 mg, daily  
CYANOSIS MIDODRINE HYDROCHLORIDE C ORAL 2.5 mg, tid  
TREMOR LORATADINE C  
GLOSSODYNIA VITAMINS NOS C  
PALPITATIONS SINGULAIR C UNK  
DYSPHAGIA  
DYSPNOEA  
FATIGUE  
HEADACHE  
PARAESTHESIA  

7230526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230526 NON-EXPEDITED N US-
BAYER-200941308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230527 NON-EXPEDITED N US-
BAYER-200941306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VOMITING PROJECTILE  
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7230529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230529 NON-EXPEDITED N US-
BAYER-200941309NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230530 NON-EXPEDITED N US-
BAYER-200941300NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MICTURITION URGENCY HYDROCODONE C  
MENSTRUATION IRREGULAR ANTIINFLAMMATORY MEDS NOS C  
BACK INJURY  

7230531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230531 NON-EXPEDITED Y US-
BAYER-200941305NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230533 NON-EXPEDITED N US-
BAYER-200941124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7230534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230534 NON-EXPEDITED N US-
BAYER-200941125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230535 NON-EXPEDITED N US-
BAYER-200941302NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ANOVULATORY CYCLE  

7230536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230536 NON-EXPEDITED N US-
BAYER-200941095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
FATIGUE  
VAGINAL HAEMORRHAGE  

7230537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230537 NON-EXPEDITED N US-
BAYER-200941127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7230538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230538 NON-EXPEDITED N US-
BAYER-200941595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230540 NON-EXPEDITED N US-
BAYER-200941082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230541 NON-EXPEDITED Y US-
BAYER-200941310NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230542 NON-EXPEDITED N US-
BAYER-200941131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  
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Detailed Report
7230545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230545 NON-EXPEDITED N US-
BAYER-200941316NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
SOMNOLENCE  

7230546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230546 NON-EXPEDITED N US-
BAYER-200941354NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
3 YR BAYER

7230547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230547 NON-EXPEDITED Y US-
BAYER-200941312NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSMENORRHOEA  

7230549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230549 NON-EXPEDITED N US-
BAYER-200941357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUAL DISORDER  
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Detailed Report
7230550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230550 NON-EXPEDITED N US-
BAYER-200941322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230551 NON-EXPEDITED N US-
BAYER-200941362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230552 NON-EXPEDITED N US-
BAYER-200941351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DIZZINESS  
FATIGUE  

7230553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230553 NON-EXPEDITED Y US-
BAYER-200941314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230554 NON-EXPEDITED N US-
BAYER-200941321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7230555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230555 NON-EXPEDITED N US-
BAYER-200941311NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7230556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230556 NON-EXPEDITED Y US-
BAYER-200941359NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230557 NON-EXPEDITED Y US-
BAYER-200941315NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7230558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230558 NON-EXPEDITED N US-
BAYER-200941318NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7230559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230559 NON-EXPEDITED N US-
BAYER-200941320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7230560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230560 NON-EXPEDITED Y US-
BAYER-200941325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Dec-2009 7230561 NON-EXPEDITED N US-
BAYER-200941763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7129063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7129063 NON-EXPEDITED N US-
BAYER-200933553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7132773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7132773 NON-EXPEDITED N US-
BAYER-200931280NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GASTROENTERITIS VIRAL  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  

7158021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7158021 NON-EXPEDITED Y US-
BAYER-200936518NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 1173 DAY BAYER

7159055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7159055 NON-EXPEDITED N US-
BAYER-200936741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µCI  BAYER

7163129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7163129 NON-EXPEDITED N US-
BAYER-200937129NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 189 DAY BAYER
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Detailed Report
7164195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7164195 EXPEDITED (15-DAY) N OT IE-
BAYER-200910409BNE

35 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE IN-SITU FOR 4.5

YEARS
 BAYER

Haemorrhage in pregnancy  
HYPERTENSION  
Medical device complication  
PRE-ECLAMPSIA  

7166386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7166386 NON-EXPEDITED N US-
BAYER-200937905NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
NAUSEA  

7176348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7176348 NON-EXPEDITED Y US-
BAYER-200938796NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7178743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7178743 NON-EXPEDITED N US-
BAYER-200938880NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7178746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7178746 NON-EXPEDITED N US-
BAYER-200938879NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 76 DAY BAYER

7182588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7182588 NON-EXPEDITED N US-
BAYER-200937736NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
CHILLS  
DIZZINESS  
HOT FLUSH  
INFLUENZA LIKE ILLNESS  
Medical device complication  
NAUSEA  

7184310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7184310 NON-EXPEDITED N US-
BAYER-200937302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

Page: 3,674 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7193808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7193808 NON-EXPEDITED N US-
BAYER-200937813NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL HAEMORRHAGE  

7230587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230587 EXPEDITED (15-DAY) N OT FR-
BAYER-200943274GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7230591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230591 NON-EXPEDITED N US-
BAYER-200941391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  

7230592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230592 NON-EXPEDITED N US-
BAYER-200941383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULAR WEAKNESS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

BALANCE DISORDER  
FATIGUE  

Page: 3,675 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7230593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230593 NON-EXPEDITED Y US-
BAYER-200941500NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230594 NON-EXPEDITED N US-
BAYER-200941327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

7230595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230595 NON-EXPEDITED N US-
BAYER-200941271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLUSTER HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIGRAINE  

7230596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230596 NON-EXPEDITED Y US-
BAYER-200941279NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230597 NON-EXPEDITED N US-
BAYER-200941330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7230598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230598 NON-EXPEDITED N US-
BAYER-200941135NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7230601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230601 NON-EXPEDITED N US-
BAYER-200941378NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

POST PROCEDURAL HAEMORRHAGE  

7230602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230602 NON-EXPEDITED N US-
BAYER-200941301NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN UPPER HYDROCODONE C  
AMENORRHOEA  
BACK PAIN  
MOOD SWINGS  
VOMITING  

7230603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230603 NON-EXPEDITED Y US-
BAYER-200941395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7230604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230604 NON-EXPEDITED N US-
BAYER-200940486NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7230606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230606 NON-EXPEDITED N US-
BAYER-200941333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230607 NON-EXPEDITED N US-
BAYER-200941375NA

35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7230609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230609 NON-EXPEDITED N US-
BAYER-200941276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7230610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230610 NON-EXPEDITED N US-
BAYER-200941107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION DELAYED  
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Detailed Report
7230611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230611 NON-EXPEDITED N US-
BAYER-200941386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230612 NON-EXPEDITED N US-
BAYER-200941270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7230613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230613 NON-EXPEDITED N US-
BAYER-200941503NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7230614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230614 NON-EXPEDITED N US-
BAYER-200941336NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230616 NON-EXPEDITED N US-
BAYER-200942707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7230617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230617 NON-EXPEDITED N US-
BAYER-200941561NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230621 NON-EXPEDITED N US-
BAYER-200941558NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7230622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230622 NON-EXPEDITED N US-
BAYER-200941604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHINORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
FEELING HOT  
PREMENSTRUAL SYNDROME  
VOMITING  

7230623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Dec-2009 7230623 NON-EXPEDITED N US-
BAYER-200941274NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED FLAGYL C  

CIPROFLOXACIN EXTENDED-
RELEASE

C  
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Detailed Report
6871716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 6871716 NON-EXPEDITED N US-
BAYER-200840551NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

6919014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 6919014 NON-EXPEDITED Y OT US-
BAYER-200913434NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S INTRAUTERINE CONTINUOUS 237 DAY BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6948269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 6948269 NON-EXPEDITED N OT US-
BAYER-200915405NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 7 MTH BAYER
PELVIC PAIN VITAMINS C  
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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Detailed Report
7139487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7139487 EXPEDITED (15-DAY) Y HO IE-
BAYER-200933239GPV

43 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
CHEST PAIN MIRENA S INTRAUTERINE 67 MTH BAYER
INFLUENZA LIKE ILLNESS VANIQA C  
FATIGUE GLUCOSAMINE C  
NAUSEA VENTOLIN C INHALATION  
DYSPNOEA  

7168730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7168730 EXPEDITED (15-DAY) N OT CH-
BAYER-200936986GPV

37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMYOSIS MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE YASMIN S ORAL  BAYER
ALOPECIA IRON C ORAL As used: 1-2 DF  

7176344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7176344 NON-EXPEDITED N OT US-
BAYER-200938367NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER

Page: 3,682 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7186976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7186976 EXPEDITED (15-DAY) N OT US-
BAYER-200939504NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 5 YR BAYER
BACK PAIN  
MUSCLE ATROPHY  
MUSCULAR WEAKNESS  
UNEVALUABLE EVENT  

7186996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7186996 NON-EXPEDITED N OT US-
BAYER-200940322NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7187003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7187003 NON-EXPEDITED N OT US-
BAYER-200940165NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
PROCEDURAL PAIN  

7197994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7197994 EXPEDITED (15-DAY) Y OT DE-
BAYER-200940848GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE  BAYER
Laceration  
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Detailed Report
7200032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7200032 NON-EXPEDITED N OT US-
BAYER-200941404NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7218245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7218245 EXPEDITED (15-DAY) N OT US-
BAYER-200941866NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
URTICARIA PREDNISONE C  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
PRURITUS  

7223943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7223943 EXPEDITED (15-DAY) Y OT AT-
BAYER-200942083GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE 60 MTH BAYER
HEADACHE MIRENA S INTRAUTERINE  BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE  

7231095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231095 EXPEDITED (15-DAY) Y OT CH-
BAYER-200943512GPV

42 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VASCULITIS MIRENA S INTRAUTERINE 1 MTH BAYER
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Detailed Report
7231164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231164 NON-EXPEDITED N US-
BAYER-200941593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7231165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231165 NON-EXPEDITED N US-
BAYER-200941587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7231166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231166 NON-EXPEDITED Y US-
BAYER-200941506NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231167 NON-EXPEDITED N US-
BAYER-200941563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231168 NON-EXPEDITED N US-
BAYER-200941296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

Page: 3,685 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7231169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231169 NON-EXPEDITED Y US-
BAYER-200941565NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7231170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231170 NON-EXPEDITED Y US-
BAYER-200941577NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231171 NON-EXPEDITED N US-
BAYER-200941581NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  

7231172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231172 NON-EXPEDITED Y US-
BAYER-200941505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231173 NON-EXPEDITED N US-
BAYER-200942725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7231174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231174 NON-EXPEDITED Y US-
BAYER-200941755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231175 NON-EXPEDITED N US-
BAYER-200941734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7231177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231177 NON-EXPEDITED Y US-
BAYER-200941762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231179 NON-EXPEDITED N US-
BAYER-200941497NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7231180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231180 NON-EXPEDITED Y US-
BAYER-200941574NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7231181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231181 NON-EXPEDITED N US-
BAYER-200941767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7231182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231182 NON-EXPEDITED Y US-
BAYER-200942484NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS 16 DAY BAYER
ABDOMINAL PAIN  

7231183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231183 NON-EXPEDITED N US-
BAYER-200942825NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PAIN  

7231184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231184 NON-EXPEDITED N US-
BAYER-200942733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
PAIN  
RASH  
VAGINAL HAEMORRHAGE  
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Detailed Report
7231185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231185 NON-EXPEDITED N US-
BAYER-200941716NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINITIS BACTERIAL  

7231186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231186 NON-EXPEDITED N US-
BAYER-200941620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

IBUPROFEN C UNKNNOWN DOSAGE
TAKEN FIRST 3 DAYS
OF MENSTRUAL
PERIOD

 

7231187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231187 NON-EXPEDITED N US-
BAYER-200941721NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231188 NON-EXPEDITED N US-
BAYER-200941878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7231193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231193 NON-EXPEDITED N US-
BAYER-200942009NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

WARFARIN SODIUM C  

7231194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231194 NON-EXPEDITED N US-
BAYER-200941738NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
MENSTRUATION DELAYED  
VAGINAL HAEMORRHAGE  

7231195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231195 NON-EXPEDITED N US-
BAYER-200941635NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7231196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231196 NON-EXPEDITED N US-
BAYER-200941715NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
NAUSEA  
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Detailed Report
7231197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231197 NON-EXPEDITED N US-
BAYER-200941616NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7231198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231198 NON-EXPEDITED N US-
BAYER-200941639NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7231199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7231199 NON-EXPEDITED Y US-
BAYER-200941718NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7233546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2009 7233546 DIRECT N 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S MIRENA IUD  BAYER
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Detailed Report
6910868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 6910868 EXPEDITED (15-DAY) N HO DE-
BAYER-200913077GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 1422 DAY BAYER
ALCOHOL INTOLERANCE  
BACK PAIN  
CARDIAC FLUTTER  
CONVERSION DISORDER  
DEPRESSION  
DIZZINESS  
EXERCISE TOLERANCE DECREASED  
FATIGUE  
FEELING OF BODY TEMPERATURE CHANGE  
LISTLESS  
MENTAL DISORDER  
PAIN IN EXTREMITY  
PERFORMANCE STATUS DECREASED  
RESTLESSNESS  

7128735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7128735 NON-EXPEDITED N OT US-
BAYER-200933558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
UTERINE PERFORATION  
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Detailed Report
7130723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7130723 NON-EXPEDITED N OT US-
BAYER-200933559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
UTERINE PERFORATION  

7164206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7164206 EXPEDITED (15-DAY) Y OT IE-
BAYER-200937140GPV

35 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction MIRENA S  BAYER

7232389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232389 NON-EXPEDITED Y US-
BAYER-200941534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  

7232390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232390 NON-EXPEDITED N US-
BAYER-200941769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7232391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232391 NON-EXPEDITED N US-
BAYER-200941532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MEDICAL DEVICE PAIN  
VAGINAL HAEMORRHAGE  

7232392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232392 NON-EXPEDITED N US-
BAYER-200942299NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
ALOPECIA  
DEPRESSION  
DYSPAREUNIA  
FLUID RETENTION  
FUNGAL INFECTION  
HEADACHE  
HYPERTENSION  
MIGRAINE  
MOOD SWINGS  
PELVIC PAIN  
UTERINE CERVICAL PAIN  
WEIGHT INCREASED  
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Detailed Report
7232394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232394 NON-EXPEDITED N US-
BAYER-200941750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7232395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232395 NON-EXPEDITED Y US-
BAYER-200941754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  

7232406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232406 NON-EXPEDITED N US-
BAYER-200941741NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
NAUSEA  

7232414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7232414 NON-EXPEDITED N US-
BAYER-200942589NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  
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Detailed Report
7235808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7235808 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE SEASONALE S ORAL 1 QD PO  DURAMED
ENDOMETRIAL HYPERPLASIA  

7236017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2009 7236017 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S  
AFFECT LABILITY  
AGGRESSION  
ARTHRALGIA  
BREAST PAIN  
DEPRESSION  
DYSMENORRHOEA  
FATIGUE  
FIBROMYALGIA  
MOOD ALTERED  
MUSCULOSKELETAL STIFFNESS  
PAIN  
THINKING ABNORMAL  

7029288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2009 7029288 EXPEDITED (15-DAY) N HO SE-
BAYER-200922864GPV

Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 21 DAY BAYER
HEADACHE NON-STEROIDAL ANTI-

INFLAMMATORY DRUGS
C  

MIGRAINE WITH AURA  
VISUAL FIELD DEFECT  
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Detailed Report
7166502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2009 7166502 NON-EXPEDITED N OT US-
BAYER-200937481NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
UTERINE LEIOMYOMA  

7233792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2009 7233792 NON-EXPEDITED N US-
BAYER-200943639NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL LESION MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
DYSPAREUNIA  
Medical device complication  
PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

6720007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 6720007 EXPEDITED (15-DAY) Y OT GB-ROCHE-578732 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ISOTRETINOIN S ORAL 74 DAY ROCHE
ABORTION INDUCED NORDETTE S ORAL  

7142026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7142026 NON-EXPEDITED N US-
BAYER-200931794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE As used: 20 µG 7 MTH BAYER
PAIN  

Page: 3,697 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7235139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235139 NON-EXPEDITED Y US-
BAYER-200941499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7235140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235140 NON-EXPEDITED N US-
BAYER-200941448NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7235141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235141 NON-EXPEDITED N US-
BAYER-200935231NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7235142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235142 NON-EXPEDITED N US-
BAYER-200941443NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication MIDOL C  
ABDOMINAL PAIN  
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Detailed Report
7235143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235143 NON-EXPEDITED N US-
BAYER-200941445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7235144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235144 NON-EXPEDITED N US-
BAYER-200941446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  
VAGINAL DISCHARGE  

7235147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235147 NON-EXPEDITED Y US-
BAYER-200943605NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7235148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235148 NON-EXPEDITED Y US-
BAYER-200941759NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLPOSCOPY MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7235149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235149 NON-EXPEDITED N US-
BAYER-200941757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7235150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235150 NON-EXPEDITED N US-
BAYER-200941789NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE BIRTH CONTROL C  
BREAST TENDERNESS  
DECREASED APPETITE  
DYSMENORRHOEA  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

7235152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235152 NON-EXPEDITED N US-
BAYER-200941764NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7235154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235154 NON-EXPEDITED N US-
BAYER-200941761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7235157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235157 NON-EXPEDITED N US-
BAYER-200941786NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7235158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2009 7235158 NON-EXPEDITED N US-
BAYER-200941791NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6720448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 6720448 EXPEDITED (15-DAY) Y OT GB-
RANBAXY-2008RR-1686
7

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ISOTRETINOIN S ORAL 4 mg, UNK 75 DAY
URINARY TRACT INFECTION NORDETTE S ORAL  
ABORTION INDUCED  
MATERNAL EXPOSURE DURING PREGNANCY  

6737981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 6737981 NON-EXPEDITED N OT US-
BAYER-200831530NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER
Medical device complication  
NEPHROLITHIASIS  
VAGINAL HAEMORRHAGE  
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Detailed Report
6930807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 6930807 NON-EXPEDITED N OT US-
BAYER-200914409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6945203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 6945203 NON-EXPEDITED N HO US-
BAYER-200915180NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7044049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7044049 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200925333NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication FLEXERIL C  
AMENORRHOEA XANAX C ORAL 0.5 MG PO TID  
PROCEDURAL COMPLICATION PROVIGIL C  
POST PROCEDURAL SEPSIS TOPAMAX C  

NORCO C  
IMITREX C 100 MG PO  
REBIF C 3 TIMES A WEEK  
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Detailed Report
7155413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7155413 NON-EXPEDITED N US-
BAYER-200933984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE  BAYER

7156300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7156300 NON-EXPEDITED Y US-
BAYER-200932563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7164361 NON-EXPEDITED Y US-
BAYER-200935301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULTRASOUND PELVIS ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7164364 NON-EXPEDITED N US-
BAYER-200935299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULTRASOUND PELVIS ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7164369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7164369 NON-EXPEDITED N US-
BAYER-200935298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULTRASOUND PELVIS ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7170554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7170554 NON-EXPEDITED Y US-
BAYER-200936108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOKALAEMIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7173547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7173547 NON-EXPEDITED Y HO,OT US-
BAYER-200938013NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 218 DAY BAYER

PERITONEAL HAEMORRHAGE  

7177651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7177651 EXPEDITED (15-DAY) N OT US-
BAYER-200938491NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DELUSION MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7186984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7186984 NON-EXPEDITED Y OT US-
BAYER-200940196NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7214280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7214280 NON-EXPEDITED N OT US-
BAYER-200941776NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 15 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7218237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7218237 NON-EXPEDITED N OT US-
BAYER-200942148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236050 NON-EXPEDITED Y US-
BAYER-200941705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7236055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236055 NON-EXPEDITED N US-
BAYER-200941618NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7236057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236057 NON-EXPEDITED N US-
BAYER-200941768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236060 NON-EXPEDITED N US-
BAYER-200941798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236062 NON-EXPEDITED Y US-
BAYER-200941840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236063 NON-EXPEDITED Y US-
BAYER-200941847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S CONTINUOUS  BAYER

7236066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236066 NON-EXPEDITED Y US-
BAYER-200941753NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236069 NON-EXPEDITED N US-
BAYER-200941783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236070 NON-EXPEDITED N US-
BAYER-200941794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7236072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236072 NON-EXPEDITED N US-
BAYER-200941838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236073 NON-EXPEDITED Y US-
BAYER-200941772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236080 NON-EXPEDITED Y US-
BAYER-200941851NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236081 NON-EXPEDITED N US-
BAYER-200941916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7236082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236082 NON-EXPEDITED N US-
BAYER-200941917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236083 NON-EXPEDITED N US-
BAYER-200941795NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
Medical device complication  

7236084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236084 NON-EXPEDITED N US-
BAYER-200941844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236087 NON-EXPEDITED N US-
BAYER-200941912NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236088 NON-EXPEDITED N US-
BAYER-200941913NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
VAGINAL HAEMORRHAGE  

7236090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236090 NON-EXPEDITED Y US-
BAYER-200941971NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  

7236091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236091 NON-EXPEDITED N US-
BAYER-200942002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236092 NON-EXPEDITED N US-
BAYER-200941988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7236093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236093 NON-EXPEDITED N US-
BAYER-200941855NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236094 NON-EXPEDITED N US-
BAYER-200941970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7236095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236095 NON-EXPEDITED N US-
BAYER-200941999NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236096 NON-EXPEDITED N US-
BAYER-200942031NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236097 NON-EXPEDITED Y US-
BAYER-200941922NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236098 NON-EXPEDITED N US-
BAYER-200941921NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion MIRENA S INTRAUTERINE  BAYER

7236099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236099 NON-EXPEDITED N US-
BAYER-200941854NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236100 NON-EXPEDITED Y US-
BAYER-200941915NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236101 NON-EXPEDITED N US-
BAYER-200942029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236102 NON-EXPEDITED N US-
BAYER-200941993NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTNUOUS  BAYER

7236103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236103 NON-EXPEDITED Y US-
BAYER-200941919NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236105 NON-EXPEDITED N US-
BAYER-200941908NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

7236106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236106 NON-EXPEDITED Y US-
BAYER-200941910NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236108 NON-EXPEDITED N US-
BAYER-200941986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ROCEPHIN C  

7236109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236109 NON-EXPEDITED Y US-
BAYER-200941923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236110 NON-EXPEDITED N US-
BAYER-200942074NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236111 NON-EXPEDITED N US-
BAYER-200942093NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236112 NON-EXPEDITED N US-
BAYER-200942053NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236113 NON-EXPEDITED Y US-
BAYER-200942080NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FOOD CRAVING  

7236114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236114 NON-EXPEDITED Y US-
BAYER-200942118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236115 NON-EXPEDITED N US-
BAYER-200942070NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS DISORDER MIRENA S INTRAUTERINE  BAYER

7236116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236116 NON-EXPEDITED Y US-
BAYER-200942116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236119 NON-EXPEDITED N US-
BAYER-200942084NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236122 NON-EXPEDITED N US-
BAYER-200942120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236123 NON-EXPEDITED N US-
BAYER-200942125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236124 NON-EXPEDITED N US-
BAYER-200942077NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236125 NON-EXPEDITED N US-
BAYER-200942056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236126 NON-EXPEDITED Y US-
BAYER-200942082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MOOD SWINGS  
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Detailed Report
7236127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236127 NON-EXPEDITED Y US-
BAYER-200942121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236128 NON-EXPEDITED Y US-
BAYER-200942127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7236129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236129 NON-EXPEDITED N US-
BAYER-200942115NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 118 DAY BAYER

7236131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236131 NON-EXPEDITED N US-
BAYER-200942064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236135 NON-EXPEDITED Y US-
BAYER-200942106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7236136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236136 NON-EXPEDITED N US-
BAYER-200942123NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236137 NON-EXPEDITED N US-
BAYER-200942230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236138 NON-EXPEDITED N US-
BAYER-200943595NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 499 DAY BAYER
Medical device complication  
MENORRHAGIA  
VOMITING IN PREGNANCY  

7236140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236140 NON-EXPEDITED N US-
BAYER-200942108NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7236141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236141 NON-EXPEDITED N US-
BAYER-200942054NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ZOLOFT C  

7236142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236142 NON-EXPEDITED N US-
BAYER-200942065NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7236143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236143 NON-EXPEDITED Y US-
BAYER-200942132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE  BAYER

7236144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236144 NON-EXPEDITED Y US-
BAYER-200942156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7236145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236145 NON-EXPEDITED N US-
BAYER-200942255NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 125 DAY BAYER

7236146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236146 NON-EXPEDITED N US-
BAYER-200942224NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236147 NON-EXPEDITED N US-
BAYER-200942256NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7236148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236148 NON-EXPEDITED Y US-
BAYER-200942135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7236150 NON-EXPEDITED Y US-
BAYER-200942140NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7238798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2010 7238798 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S  
ACNE  
BACK PAIN  
BREAST TENDERNESS  
DEPRESSED MOOD  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  
STRESS AT WORK  

6971255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 6971255 NON-EXPEDITED N US-
BAYER-200917842NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7095321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7095321 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200929138GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 78 DAY BAYER
DIZZINESS  
EYE DISORDER  
HEADACHE  
NAUSEA  
NECK PAIN  
OCULAR HYPERAEMIA  
PAPILLOEDEMA  
POST LUMBAR PUNCTURE SYNDROME  
RETINAL HAEMORRHAGE  
TINNITUS  
VISION BLURRED  

7124532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7124532 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200932469GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1832 DAY BAYER

MIRENA S INTRAUTERINE 23 MTH BAYER

7196750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7196750 NON-EXPEDITED N OT US-
BAYER-200941205NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER CELEXA C  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7236991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7236991 NON-EXPEDITED N US-
BAYER-200942088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7236992 NON-EXPEDITED N US-
BAYER-200942113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7236994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7236994 NON-EXPEDITED N US-
BAYER-200942078NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUED  BAYER
VAGINAL HAEMORRHAGE  

7236995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7236995 NON-EXPEDITED N US-
BAYER-200942112NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7237114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7237114 NON-EXPEDITED Y OT US-
BAYER-200944102NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7237121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7237121 NON-EXPEDITED Y OT US-
BAYER-200944101NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7237125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7237125 NON-EXPEDITED Y OT US-
BAYER-200944103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7238773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2010 7238773 DIRECT N HO 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S  
COMPLICATION OF DEVICE INSERTION  

7170376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7170376 EXPEDITED (15-DAY) Y HO,OT FR-
BAYER-200937309GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 779 DAY BAYER
BREAST PAIN MIRENA S INTRAUTERINE 1555 DAY BAYER

LEVOTHYROXINE SODIUM C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7170378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7170378 EXPEDITED (15-DAY) N HO FR-
BAYER-200937300GPV

54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 5 YR BAYER

PAROXETINE HYDROCHLORIDE C ORAL  

7171692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7171692 NON-EXPEDITED Y OT US-
BAYER-200937911NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 7 DAY BAYER

VITAMINS C ORAL  

7224289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7224289 NON-EXPEDITED Y US-
BAYER-200942740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7238188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238188 EXPEDITED (15-DAY) N HO US-
BAYER-200943884NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VITAMINS C  

7238191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238191 NON-EXPEDITED N OT US-
BAYER-200943807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7238198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238198 NON-EXPEDITED N HO US-
BAYER-200943886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  

7238199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238199 EXPEDITED (15-DAY) N HO US-
BAYER-200944099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
DYSPAREUNIA  
HOT FLUSH  
PELVIC PAIN  
WEIGHT INCREASED  

7238208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238208 NON-EXPEDITED N OT US-
BAYER-200943889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7238217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238217 EXPEDITED (15-DAY) N OT US-
BAYER-201010039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
MOBILITY DECREASED  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

7238237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238237 NON-EXPEDITED N US-
BAYER-200942177NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

CONSTIPATION  
LOSS OF LIBIDO  

7238242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7238242 NON-EXPEDITED N US-
BAYER-200942227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7241308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2010 7241308 DIRECT N DE,DS,LT,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  
DEVICE BREAKAGE  
FOETAL DEATH  
MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  
PYREXIA  

6948322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 6948322 NON-EXPEDITED Y US-
BAYER-200915384NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER

7184401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7184401 NON-EXPEDITED N US-
BAYER-200937407NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 48 DAY BAYER

MIRENA S INTRAUTERINE REPLACEMENT
MIRENA
CONTINUOUS

 BAYER

7239016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239016 NON-EXPEDITED N US-
BAYER-200941903NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7239017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239017 NON-EXPEDITED Y US-
BAYER-200942330NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7239018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239018 NON-EXPEDITED N US-
BAYER-200941906NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  

7239020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239020 NON-EXPEDITED N US-
BAYER-200942087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED LEVLEN S ORAL 2 YR BAYER

7239021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239021 NON-EXPEDITED N US-
BAYER-200942250NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7239023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239023 NON-EXPEDITED N US-
BAYER-200941861NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7239024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239024 NON-EXPEDITED N US-
BAYER-200942338NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7239025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239025 NON-EXPEDITED Y US-
BAYER-200942328NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7239026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239026 NON-EXPEDITED N US-
BAYER-200942295NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7239028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239028 NON-EXPEDITED Y US-
BAYER-200943080NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7239029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239029 NON-EXPEDITED N US-
BAYER-200941904NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7239030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239030 NON-EXPEDITED N US-
BAYER-200942285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  

7239032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239032 NON-EXPEDITED N US-
BAYER-200942154NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ULCER  

7239033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239033 NON-EXPEDITED Y US-
BAYER-200942425NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7239034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239034 NON-EXPEDITED Y US-
BAYER-200942520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7239035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239035 NON-EXPEDITED Y US-
BAYER-200942411NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7239036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239036 NON-EXPEDITED N US-
BAYER-200942407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7239037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7239037 NON-EXPEDITED Y US-
BAYER-200942518NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Page: 3,731 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7243224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7243224 DIRECT Y OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAYTERINE  
AGITATION  
ANGER  
ANXIETY  
DEPRESSION  
PANIC ATTACK  

7243322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7243322 DIRECT N HO,OT,RI 36 YR Female USA
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7243322
Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID CYST MIRENA S INTRAUTERINE 1 INTRAUTERAL

DEVICE ONCE PER 5
YEARS INTRA-
UTERINE

 BAYER

ACNE  
ASTHMA  
BLOOD CHOLESTEROL INCREASED  
BLOOD PRESSURE INCREASED  
CHEST DISCOMFORT  
COUGH  
DISTURBANCE IN ATTENTION  
DRUG INEFFECTIVE  
DYSPNOEA  
FATIGUE  
FEELING COLD  
HYPOAESTHESIA  
IMPAIRED HEALING  
INCREASED UPPER AIRWAY SECRETION  
INSOMNIA  
MIGRAINE  
MUSCLE SPASMS  
MUSCULOSKELETAL STIFFNESS  
ONYCHOCLASIS  
PAIN  
PALLOR  
RHINORRHOEA  
SINUSITIS  
SKIN ULCER  
SUPPRESSED LACTATION  
THYROID CANCER  
UPPER-AIRWAY COUGH SYNDROME  
WEIGHT DECREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7243322
7250965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2010 7250965 DIRECT N HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B S ORAL 2 PILLS 12 HOURS

APART PO
 

BREAST CYST  
BREAST PAIN  
CHEST PAIN  
MENSTRUAL DISORDER  
OVARIAN MASS  
UNEVALUABLE EVENT  

7045622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7045622 EXPEDITED (15-DAY) N OT US-TEVA-200813USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY CLARAVIS S ORAL  BARR
Maternal exposure during pregnancy PLAN B S ORAL  
DRUG INEFFECTIVE  

7229475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7229475 EXPEDITED (15-DAY) N OT GB-TEVA-218425ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MANIA PLAN B S  DURAMED
DIZZINESS MIRTAZAPINE C  
VOMITING BETAHISTINE C  
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Detailed Report
7240335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240335 NON-EXPEDITED Y OT US-
BAYER-200944100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
ANXIETY  
BREAST PAIN  
DEPRESSION  
PROCEDURAL PAIN  
WEIGHT INCREASED  

7240363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240363 NON-EXPEDITED Y US-
BAYER-200942429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7240364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240364 NON-EXPEDITED Y US-
BAYER-200942427NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7240365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240365 NON-EXPEDITED N US-
BAYER-200942097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  

7240366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240366 NON-EXPEDITED N US-
BAYER-200941863NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7240367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240367 NON-EXPEDITED N US-
BAYER-200942341NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7240368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240368 NON-EXPEDITED N US-
BAYER-200942428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
7240369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240369 NON-EXPEDITED N US-
BAYER-200942335NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7240371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240371 NON-EXPEDITED N US-
BAYER-200942059NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WITHDRAWAL BLEED CLIMARA PRO S TRANSDERMAL 0.045/ 0.015 MG/DAY

AT ABDOMEN
 BAYER

NO ADVERSE EVENT  

7240372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240372 NON-EXPEDITED N US-
BAYER-200942332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7240374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240374 NON-EXPEDITED N US-
BAYER-200942101NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS DOXYCYCLINE C UNKNOWN DOSAGE  
DIZZINESS  
HEADACHE  
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Detailed Report
7240375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240375 NON-EXPEDITED N US-
BAYER-200941882NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DISCOMFORT  
PAIN  

7240376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240376 NON-EXPEDITED Y US-
BAYER-200941877NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
NAUSEA  
POST PROCEDURAL DISCOMFORT  

7240377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240377 NON-EXPEDITED N US-
BAYER-200941898NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7240378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240378 NON-EXPEDITED N US-
BAYER-200942344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
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Detailed Report
7240379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240379 NON-EXPEDITED N US-
BAYER-200942426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7240380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240380 NON-EXPEDITED N US-
BAYER-200942516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 56 DAY BAYER

7240383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240383 NON-EXPEDITED Y US-
BAYER-200942430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7240385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240385 NON-EXPEDITED N US-
BAYER-200943075NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7240386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7240386 NON-EXPEDITED N US-
BAYER-200943076NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER

AMOXICILLIN C  
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Detailed Report
7244446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7244446 DIRECT N DS,OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S 3  I/2 MONTHS 105 DAY BAYER
ANXIETY  
BIPOLAR I DISORDER  
ECZEMA  
IRRITABILITY  
OEDEMA PERIPHERAL  

7244619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7244619 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 4 DAY BAYER
ANGER  
DYSPNOEA  
IMPAIRED WORK ABILITY  

7334741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2010 7334741 EXPEDITED (15-DAY) N OT US-TEVA-219285USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL  DURAMED
HAEMATURIA GANO C ORAL  
DIZZINESS  

7036848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7036848 NON-EXPEDITED Y OT US-
BAYER-200924656NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7166498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7166498 NON-EXPEDITED Y OT US-
BAYER-200937381NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

VITAMINS C  

7166506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7166506 NON-EXPEDITED Y OT US-
BAYER-200937417NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 173 DAY BAYER
ABORTION SPONTANEOUS  
Device expulsion  

7181114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7181114 NON-EXPEDITED N OT US-
BAYER-200939060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7241625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7241625 NON-EXPEDITED N DS US-
BAYER-201010226NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
IRRITABILITY  
Medical device complication  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7241627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7241627 NON-EXPEDITED Y OT US-
BAYER-200943887NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 0 DAY BAYER
NAUSEA  

7241628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7241628 EXPEDITED (15-DAY) N HO DE-
BAYER-200940808GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
APHASIA  

7241641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7241641 EXPEDITED (15-DAY) N OT US-
BAYER-201010431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7241651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7241651 NON-EXPEDITED N OT US-
BAYER-201010305NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 23 MTH BAYER
ABDOMINAL PAIN  
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Detailed Report
7245521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2010 7245521 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA SEASONIQUE S ORAL 1 TAB DAILY PO  BARR
MIGRAINE SEASONIQUE S ORAL 1 TAB DAILY PO  BARR
ACNE  

7087511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7087511 NON-EXPEDITED N US-
BAYER-200922279NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE As used: 20 µG 18 MTH BAYER
DEVICE BREAKAGE  
PROCEDURAL PAIN  

7142010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7142010 NON-EXPEDITED Y US-
BAYER-200932523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7146599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7146599 NON-EXPEDITED N US-
BAYER-200933041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Product shape issue  
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Detailed Report
7156272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7156272 NON-EXPEDITED Y US-
BAYER-200933912NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS 71 DAY BAYER

7159023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7159023 NON-EXPEDITED Y HO,OT US-
BAYER-200936647NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INCOMPLETE MIRENA S INTRAUTERINE CONTINUOUS 988 DAY BAYER
Haemorrhage in pregnancy  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7164306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7164306 NON-EXPEDITED N US-
BAYER-200934912NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 237 DAY BAYER

7177887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7177887 NON-EXPEDITED N US-
BAYER-200936457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7177892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7177892 NON-EXPEDITED N US-
BAYER-200936364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7177906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7177906 NON-EXPEDITED N US-
BAYER-200936526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
DEVICE MALFUNCTION  

7186768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7186768 NON-EXPEDITED Y US-
BAYER-200939470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7209931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7209931 NON-EXPEDITED Y US-
BAYER-200939073NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7212606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7212606 NON-EXPEDITED N US-
BAYER-200939208NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7219510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7219510 NON-EXPEDITED N US-
BAYER-200939690NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7242990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7242990 NON-EXPEDITED N OT US-
BAYER-201010456NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
DYSPAREUNIA  

7243136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243136 NON-EXPEDITED N US-
BAYER-200942413NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA  
NAUSEA  

7243137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243137 NON-EXPEDITED N US-
BAYER-200942504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243138 NON-EXPEDITED Y US-
BAYER-200942502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7243139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243139 NON-EXPEDITED N US-
BAYER-200942364NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7243140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243140 NON-EXPEDITED N US-
BAYER-200942419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243141 NON-EXPEDITED Y US-
BAYER-201010091NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE NEVER INSERTED,

PHYSICIAN COULD
NOT INSERT

 BAYER

7243142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243142 NON-EXPEDITED N US-
BAYER-200942625NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243143 NON-EXPEDITED N US-
BAYER-200942517NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 262 DAY BAYER
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Detailed Report
7243144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243144 NON-EXPEDITED Y US-
BAYER-201010421NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  

7243145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243145 NON-EXPEDITED N US-
BAYER-200942528NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
DEPRESSED MOOD  
VAGINAL DISCHARGE  

7243148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243148 NON-EXPEDITED N US-
BAYER-200943073NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243149 NON-EXPEDITED N US-
BAYER-201010156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

UNEVALUABLE EVENT MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7243151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243151 NON-EXPEDITED Y US-
BAYER-200942618NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7243152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243152 NON-EXPEDITED N US-
BAYER-201010425NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243156 NON-EXPEDITED N US-
BAYER-200942529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

7243157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243157 NON-EXPEDITED N US-
BAYER-200943155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7243158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243158 NON-EXPEDITED N US-
BAYER-200943150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING MIRENA S INTRAUTERINE 10 MTH BAYER
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Detailed Report
7243161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243161 NON-EXPEDITED N US-
BAYER-200943149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WITHDRAWAL BLEED MIRENA S INTRAUTERINE CONTINUOUS 10 MTH BAYER
AMENORRHOEA  

7243162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243162 NON-EXPEDITED N US-
BAYER-200942588NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
PAIN  

7243163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243163 NON-EXPEDITED N US-
BAYER-201010157NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

NO ADVERSE EVENT  

7243167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243167 NON-EXPEDITED Y US-
BAYER-200942503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7243168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243168 NON-EXPEDITED N US-
BAYER-200942359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN IN EXTREMITY STEROIDS C  

MUSCLE RELAXANTS C  

7243169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243169 NON-EXPEDITED N US-
BAYER-200942515NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7243170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243170 NON-EXPEDITED N US-
BAYER-200942361NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS TYLENOL C UNKNOWN DOSAGE  
HEADACHE MOTRIN C INTRAUTERINE CONTINUOUS  

ADVIL C  

7243172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243172 NON-EXPEDITED N US-
BAYER-200942500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7243173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243173 NON-EXPEDITED N US-
BAYER-200942246NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

VAGINAL HAEMORRHAGE  

7243174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7243174 NON-EXPEDITED Y US-
BAYER-200942519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 9 DAY BAYER

7246716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7246716 DIRECT N HO 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ALOPECIA  
DEPRESSION  
FATIGUE  
HAEMORRHAGE  
LOSS OF LIBIDO  
TREMOR  
WEIGHT LOSS POOR  
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Detailed Report
7248543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2010 7248543 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 MCG/DAY LASTS

UP TO 5 YEAR INTRA-
UTERINE

 BAYER

ACNE  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
DYSMENORRHOEA  
FATIGUE  
MENORRHAGIA  
MIGRAINE  
MOOD SWINGS  
WEIGHT INCREASED  

7149589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2010 7149589 NON-EXPEDITED N HO US-
BAYER-200935590NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 2163 DAY BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7244269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2010 7244269 EXPEDITED (15-DAY) N OT US-
BAYER-201010590NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL STONE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SUPPRESSED LACTATION ADVIL C  

FERNAGREK C  

7244277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2010 7244277 EXPEDITED (15-DAY) N OT AT-
BAYER-201010649GPV

45 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 62 DAY BAYER

7244281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2010 7244281 NON-EXPEDITED N OT US-
BAYER-201010664NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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Detailed Report
7247911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2010 7247911 DIRECT DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20MCG PER DAY

INTRA-UTERINE
 BAYER

DEVICE DISLOCATION  
GAIT DISTURBANCE  
HAEMORRHAGE  
IMPAIRED DRIVING ABILITY  
MENORRHAGIA  
MUSCLE SPASMS  
PAIN  

7170529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7170529 NON-EXPEDITED N US-
BAYER-200936015NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 6 MTH BAYER
VAGINAL HAEMORRHAGE FLEXICORT C  

LYRICA C  
VALIUM C  

7245751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245751 NON-EXPEDITED Y US-
BAYER-200942521NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245752 NON-EXPEDITED Y US-
BAYER-200942617NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245753 NON-EXPEDITED N US-
BAYER-200942621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245754 NON-EXPEDITED N US-
BAYER-200942543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245755 NON-EXPEDITED N US-
BAYER-200942614NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245756 NON-EXPEDITED N US-
BAYER-200942522NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245757 NON-EXPEDITED N US-
BAYER-200942558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  

7245758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245758 NON-EXPEDITED Y US-
BAYER-200942566NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245759 NON-EXPEDITED N US-
BAYER-200942365NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY ALBUTEROL SULFATE C UNKNOWN DOSAGE  
DIZZINESS  

7245760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245760 NON-EXPEDITED N US-
BAYER-200942653NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245761 NON-EXPEDITED N US-
BAYER-200942536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUIS  BAYER

7245762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245762 NON-EXPEDITED N US-
BAYER-200942501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245763 NON-EXPEDITED N US-
BAYER-200942540NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245764 NON-EXPEDITED N US-
BAYER-200942514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7245765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245765 NON-EXPEDITED N US-
BAYER-200942527NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245767 NON-EXPEDITED N US-
BAYER-200943159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 2 YR BAYER

7245768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245768 NON-EXPEDITED N US-
BAYER-200942524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7245769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245769 NON-EXPEDITED Y US-
BAYER-200942523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245770 NON-EXPEDITED N US-
BAYER-200942628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245771 NON-EXPEDITED Y US-
BAYER-200942622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245772 NON-EXPEDITED Y US-
BAYER-200942626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245773 NON-EXPEDITED N US-
BAYER-200943157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7245774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245774 NON-EXPEDITED N US-
BAYER-200942631NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN ANTIBIOTICS C  
AMENORRHOEA  
OTITIS MEDIA  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  

7245775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245775 NON-EXPEDITED N US-
BAYER-200942627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7245776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245776 NON-EXPEDITED Y US-
BAYER-200942657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245777 NON-EXPEDITED N US-
BAYER-200942632NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  

7245778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7245778 NON-EXPEDITED N US-
BAYER-200943158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7246205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7246205 EXPEDITED (15-DAY) Y HO FR-
ASTRAZENECA-2010SE
00501

< 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction NEXIUM S TRANSPLACENTAL 12 DAY ASTRAZENECA
SMALL FOR DATES BABY GADOTERIC ACID S TRANSPLACENTAL 1 DAY
PREMATURE BABY METHYLPREDNISOLONE S TRANSPLACENTAL 4 DAY

PREDNISOLONE S TRANSPLACENTAL 9 DAY
LEVONORGESTREL S TRANSPLACENTAL 1 DAY
ATENOLOL C UNKNOWN  
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Detailed Report
7246206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7246206 EXPEDITED (15-DAY) Y HO FR-
ASTRAZENECA-2010SE
00486

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY NEXIUM S ORAL 12 DAY ASTRAZENECA
Maternal exposure during pregnancy GADOTERIC ACID S INTRAVENOUS 1 DAY
PRE-ECLAMPSIA METHYLPREDNISOLONE S INTRAVENOUS 4 DAY

PREDNISOLONE S ORAL 9 DAY
LEVONORGESTREL S ORAL 1 DAY
ATENOLOL C ORAL  
ATENOLOL C ORAL  

7246269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7246269 NON-EXPEDITED N US-
BAYER-201010087BCC

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EATING DISORDER MIDOL S ORAL Unit dose: 220 MG 1 DAY BAYER
DIZZINESS PLAN B ONE-STEP S ORAL Total daily dose: 1.5 MG

Unit dose: 1.5 MG
1 DAY

PLAN B ONE-STEP S ORAL Total daily dose: 1.5 MG
Unit dose: 1.5 MG

1 DAY
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Detailed Report
7250783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2010 7250783 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S  
BACK PAIN  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

7164303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7164303 EXPEDITED (15-DAY) N OT US-
BAYER-200934627NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
UTERINE LEIOMYOMA  

7209857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7209857 EXPEDITED (15-DAY) N OT NL-
BAYER-200941788GPV

40 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 5 YR BAYER

FALLOPIAN TUBE DISORDER MIRENA S INTRAUTERINE 45 MTH BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
POST PROCEDURAL HAEMORRHAGE  
UTERINE POLYP  
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Detailed Report
7218247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7218247 NON-EXPEDITED N OT US-
BAYER-200942146NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7224293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7224293 NON-EXPEDITED Y US-
BAYER-200941077NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
85 DAY BAYER

7231096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7231096 EXPEDITED (15-DAY) N OT US-
BAYER-200943374NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COLITIS  
CYST  
FEELING COLD  
MIGRAINE  
UTERINE CERVICAL PAIN  
VERTIGO  

7246828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7246828 NON-EXPEDITED Y US-
BAYER-200943078NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
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Detailed Report
7246829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7246829 NON-EXPEDITED N US-
BAYER-200942860NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOSMIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AGEUSIA  

7246830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7246830 NON-EXPEDITED N US-
BAYER-200942842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7246908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7246908 NON-EXPEDITED N OT US-
BAYER-201011044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7247590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7247590 EXPEDITED (15-DAY) Y HO GB-
WATSON-2010-00101

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA CIPROFLOXACIN

HYDROCHLORIDE
S UNK  WATSON

DRUG INEFFECTIVE CEFUROXIME SODIUM S  WATSON
Device dislocation LEVONORGESTREL S 20 ug, UNK  WATSON
ABDOMINAL PAIN LOWER  
NAUSEA  
STAPHYLOCOCCAL SEPSIS  
SUPRAPUBIC PAIN  
URINARY TRACT INFECTION  
VOMITING  

7334749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2010 7334749 EXPEDITED (15-DAY) N OT US-TEVA-219813USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE TRANSDERMAL PATCH (NOS) C  
MATERNAL EXPOSURE DURING PREGNANCY  

6684944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 6684944 NON-EXPEDITED N OT US-
BAYER-200826289NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
46 DAY BAYER

PELVIC PAIN MIRENA S INTRAUTERINE 20 MCG/DAY
CONTINUOUS

 BAYER

VAGINAL HAEMORRHAGE  

Page: 3,766 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6963705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 6963705 NON-EXPEDITED N US-
BAYER-200915375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALSE NEGATIVE PREGNANCY TEST MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

7157774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7157774 EXPEDITED (15-DAY) N OT US-
BAYER-200936501NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL ARTERY THROMBOSIS MIRENA S INTRAUTERINE As used: 20 µG  BAYER
VISUAL FIELD DEFECT FISH OIL C  

VITAMIN B COMPLEX C  
GLUCOSAMINE C  
CALCIUM C  
VITAMINS NOS C  

7168725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7168725 NON-EXPEDITED Y OT US-
BAYER-200937574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
Device dislocation  
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Detailed Report
7168742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7168742 NON-EXPEDITED N OT US-
BAYER-200937584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7177908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7177908 NON-EXPEDITED N US-
BAYER-200936459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE URTICARIA  
DEVICE MALFUNCTION  

7178745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7178745 NON-EXPEDITED Y US-
BAYER-200938815NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7186784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7186784 NON-EXPEDITED Y US-
BAYER-200939942NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
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Detailed Report
7186786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7186786 NON-EXPEDITED N US-
BAYER-200939581NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7189096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7189096 NON-EXPEDITED N OT US-
BAYER-200940746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7191014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7191014 NON-EXPEDITED N US-
BAYER-200937713NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
MEDICAL DEVICE PAIN  
VAGINAL HAEMORRHAGE  

7194980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7194980 NON-EXPEDITED N US-
BAYER-200940855NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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7194983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7194983 NON-EXPEDITED Y US-
BAYER-200940356NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTONUOUS  BAYER
Medical device complication  

7196615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7196615 NON-EXPEDITED N US-
BAYER-200941060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7202254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7202254 NON-EXPEDITED Y US-
BAYER-200941455NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7212572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7212572 NON-EXPEDITED Y OT US-
BAYER-200941607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7223006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7223006 NON-EXPEDITED N US-
BAYER-200939916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7224237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7224237 NON-EXPEDITED N US-
BAYER-200940114NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
ABDOMINAL PAIN LOWER SINGULAIR C  

ALLEGRA C  

7225888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7225888 NON-EXPEDITED N OT US-
BAYER-200942805NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
VAGINAL HAEMORRHAGE  

7230605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7230605 NON-EXPEDITED N US-
BAYER-200940123NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7230615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7230615 NON-EXPEDITED N US-
BAYER-200941461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion DIET PILLS NOS C  

7236104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7236104 NON-EXPEDITED N US-
BAYER-200941960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Medical device complication  

7248072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248072 EXPEDITED (15-DAY) Y OT US-
BAYER-201010930NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248157 NON-EXPEDITED N US-
BAYER-200942422NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER
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Detailed Report
7248158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248158 NON-EXPEDITED N US-
BAYER-200942424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
POLYMENORRHOEA  

7248161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248161 NON-EXPEDITED N US-
BAYER-200943438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 2 DAY BAYER

7248162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248162 NON-EXPEDITED N US-
BAYER-200943466NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 222 DAY BAYER

7248165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248165 NON-EXPEDITED Y US-
BAYER-200943436NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 21 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

7248166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248166 NON-EXPEDITED N US-
BAYER-200943445NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 91 DAY BAYER

Page: 3,773 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7248167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248167 NON-EXPEDITED Y US-
BAYER-200943461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248168 NON-EXPEDITED Y US-
BAYER-200943464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 1 DAY BAYER

7248171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248171 NON-EXPEDITED N US-
BAYER-200942659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248172 NON-EXPEDITED N US-
BAYER-200943460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248173 NON-EXPEDITED N US-
BAYER-200943442NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
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7248174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248174 NON-EXPEDITED N US-
BAYER-200942546NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Medical device complication  

7248176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248176 NON-EXPEDITED N US-
BAYER-200943453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7248177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248177 NON-EXPEDITED Y US-
BAYER-200942623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7248179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248179 NON-EXPEDITED Y US-
BAYER-200943439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S  BAYER
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Detailed Report
7248180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248180 NON-EXPEDITED N US-
BAYER-200942603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MUSCULOSKELETAL STIFFNESS  

7248183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248183 NON-EXPEDITED N US-
BAYER-200942634NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248187 NON-EXPEDITED N US-
BAYER-200943440NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S CONTINUOUS 7 DAY BAYER

7248188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248188 NON-EXPEDITED Y US-
BAYER-200943472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 177 DAY BAYER

7248189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248189 NON-EXPEDITED Y US-
BAYER-200943463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
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7248190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248190 NON-EXPEDITED Y US-
BAYER-200942663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7248191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248191 NON-EXPEDITED N US-
BAYER-200943455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

7248194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7248194 NON-EXPEDITED Y US-
BAYER-200943474NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7250960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2010 7250960 EXPEDITED (15-DAY) N OT US-TEVA-220222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7103134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7103134 EXPEDITED (15-DAY) Y OT US-
BAYER-200931102NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FEELING ABNORMAL  
IRRITABILITY  
MOOD ALTERED  
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Detailed Report
7142009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7142009 NON-EXPEDITED Y US-
BAYER-200932525NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7170386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7170386 NON-EXPEDITED N OT US-
BAYER-200937834NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 675 DAY BAYER

7181118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7181118 NON-EXPEDITED N OT US-
BAYER-200938886NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  
Device dislocation  

7182539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7182539 NON-EXPEDITED N US-
BAYER-200936870NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE CONTINUOUS 19 MTH BAYER
Medical device complication EFFEXOR XR C  
BREAST MASS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7184403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7184403 NON-EXPEDITED N US-
BAYER-200937453NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

ABDOMINAL DISTENSION  

7214198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7214198 NON-EXPEDITED N US-
BAYER-200939513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  

7232393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7232393 EXPEDITED (15-DAY) N OT US-
BAYER-200941509NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROINTESTINAL DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
NAUSEA  
UTERINE INFLAMMATION  
WEIGHT DECREASED  
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Detailed Report
7249022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249022 NON-EXPEDITED N OT US-
BAYER-201010978NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7249027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249027 NON-EXPEDITED N OT US-
BAYER-201010891NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S INTRAUTERINE 35 DAY BAYER
ABDOMINAL PAIN LOWER  
NAUSEA  
SOMNOLENCE  
VAGINAL HAEMORRHAGE  
VOMITING  

7249071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249071 NON-EXPEDITED N US-
BAYER-200942747NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7249072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249072 NON-EXPEDITED N US-
BAYER-200942836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7249073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249073 NON-EXPEDITED N US-
BAYER-200942754NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7249074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249074 NON-EXPEDITED N US-
BAYER-200942742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
PROCEDURAL DIZZINESS  

7249075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249075 NON-EXPEDITED N US-
BAYER-200942936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VULVOVAGINAL MYCOTIC INFECTION  

7249076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249076 NON-EXPEDITED N US-
BAYER-200942750NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
PAIN  
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Detailed Report
7249077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249077 NON-EXPEDITED N US-
BAYER-200942841NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ERYTHEMA  
POST PROCEDURAL HAEMORRHAGE  

7249078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249078 NON-EXPEDITED N US-
BAYER-200942737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INCREASED APPETITE  
NAUSEA  

7249084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249084 NON-EXPEDITED N US-
BAYER-200942843NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
MENORRHAGIA  

7249085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249085 NON-EXPEDITED N US-
BAYER-200942899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7249086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249086 NON-EXPEDITED N US-
BAYER-200942735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7249087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249087 NON-EXPEDITED N US-
BAYER-200942938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7249088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249088 NON-EXPEDITED Y US-
BAYER-200942837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7249089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249089 NON-EXPEDITED N US-
BAYER-200942784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
NIPPLE PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7249091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249091 NON-EXPEDITED N US-
BAYER-200942989NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7249093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249093 NON-EXPEDITED Y US-
BAYER-200942987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
Medical device complication  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7249094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249094 NON-EXPEDITED Y US-
BAYER-200942985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7249095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249095 NON-EXPEDITED N US-
BAYER-200942984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7249097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249097 NON-EXPEDITED Y US-
BAYER-200942844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7249099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7249099 NON-EXPEDITED Y US-
BAYER-200943024NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7251403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2010 7251403 DIRECT N 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
HEADACHE  
LOSS OF LIBIDO  
MOOD SWINGS  
QUALITY OF LIFE DECREASED  

Page: 3,785 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7153309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7153309 EXPEDITED (15-DAY) N OT US-
BAYER-200936136NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
OVARIAN CYST  
PREGNANCY TEST NEGATIVE  
PREGNANCY TEST POSITIVE  
PROCEDURAL PAIN  
UTERINE CERVICAL PAIN  
UTERINE SPASM  

7186998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7186998 NON-EXPEDITED Y OT US-
BAYER-200939967NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7236223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7236223 NON-EXPEDITED N OT US-
BAYER-200943808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7249627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7249627 EXPEDITED (15-DAY) N OT US-TEVA-192901USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7249987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7249987 NON-EXPEDITED N OT US-
BAYER-201011271NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE ANTIBIOTICS C  
ABDOMINAL PAIN LOWER  

7249989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7249989 NON-EXPEDITED N OT US-
BAYER-201011267NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

7250001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7250001 NON-EXPEDITED N OT US-
BAYER-201011311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
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Detailed Report
7252845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7252845 DIRECT N DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

7253026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2010 7253026 DIRECT N DS 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABLE BOWEL SYNDROME LEVORA S ORAL ONCE A DAY PO  WATSON
ANAL FISSURE  
CHEST PAIN  
GASTROINTESTINAL HYPOMOTILITY  
HAEMORRHAGE  

6906845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 6906845 NON-EXPEDITED Y US-
BAYER-200912367NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

6950923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 6950923 NON-EXPEDITED N US-
BAYER-200912957NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7200144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7200144 NON-EXPEDITED N US-
BAYER-200938452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL 5 YR BAYER

7241622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7241622 EXPEDITED (15-DAY) N OT SE-
BAYER-201010181GPV

Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 17 MTH BAYER
MIGRAINE ANTIEPILEPTICS C  
GENITAL HAEMORRHAGE  
VOMITING  

7251514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251514 NON-EXPEDITED N US-
BAYER-200943020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 281 DAY BAYER

7251515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251515 NON-EXPEDITED N US-
BAYER-200943015NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 166 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7251540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251540 NON-EXPEDITED N US-
BAYER-200943007NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

7251542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251542 NON-EXPEDITED Y US-
BAYER-200943025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7251543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251543 NON-EXPEDITED N US-BAYER-US-
SHR-04-023197

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  

7251544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251544 NON-EXPEDITED N US-
BAYER-200943457NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7251563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2010 7251563 NON-EXPEDITED Y US-
BAYER-200943022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 24 DAY BAYER

7173544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2010 7173544 NON-EXPEDITED Y OT US-
BAYER-200938016NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 4 DAY BAYER
VULVOVAGINAL PAIN  

7223956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2010 7223956 NON-EXPEDITED Y HO,OT US-
BAYER-200942483NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER

7238993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2010 7238993 NON-EXPEDITED N DS US-
BAYER-201010197NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE CLONAZEPAM C  
BACK PAIN PAXIL C  
Product shape issue HYOSCYAMINE SULFATE C  
COMPLICATION OF DEVICE REMOVAL  
PAIN  
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Detailed Report
7252452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2010 7252452 NON-EXPEDITED N OT US-
BAYER-201011313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 96 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7252562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2010 7252562 EXPEDITED (15-DAY) N HO US-TEVA-189172USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

PREMATURE LABOUR  
VAGINAL HAEMORRHAGE  

7171685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7171685 EXPEDITED (15-DAY) Y OT US-
BAYER-200937951NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FOETAL HEART RATE ABNORMAL  
Haemorrhage in pregnancy  
PLACENTA ACCRETA  
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Detailed Report
7222139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7222139 EXPEDITED (15-DAY) Y OT US-
WATSON-2009-10579

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL FAILURE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 Tablet, daily  WATSON

RENAL VASCULITIS ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL 1 Tablet, daily 366 DAY WATSON

RENAL TUBULAR ACIDOSIS MULTIVITAMIN                       /
00831701/

C ORAL 1 daily  

SYSTEMIC LUPUS ERYTHEMATOSUS LEVOTHYROXINE SODIUM C ORAL 112 mcg, daily  
MIXED CONNECTIVE TISSUE DISEASE ACYCLOVIR C TOPICAL use as directed  
SJOGREN'S SYNDROME DIFLUCAN C ORAL 150 mg, single  
TUBULOINTERSTITIAL NEPHRITIS FISH OIL C 3 -4 Capsules daily  
HEPATIC ENZYME INCREASED FLAXSEED OIL C ORAL 1 Capsule, daily  
PROTEINURIA VALTREX C ORAL 1 GM Tab: 2 Tabs, q 12

hrs x 2 doses with first
sign of symptoms

 

LIBIDO DECREASED XYLITOL C NASAL 2 Sprays, tid  
HYPOTENSION NSAID'S C ORAL UNK  
BUTTERFLY RASH  
FATIGUE  
HEADACHE  
ORTHOSTATIC HYPOTENSION  
PHOTOSENSITIVITY REACTION  

7224306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7224306 NON-EXPEDITED N US-
BAYER-200941079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7231094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7231094 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200943375NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NECROSIS  
PAIN  
VAGINAL HAEMORRHAGE  

7248160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7248160 NON-EXPEDITED Y US-
BAYER-200943448NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER

7254411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7254411 EXPEDITED (15-DAY) N HO,OT US-TEVA-220622USA < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY PLAN B S TRANSPLACENTAL  DURAMED
JAUNDICE NEONATAL PLAN B C  DURAMED
INFECTION  

7255092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255092 NON-EXPEDITED N US-
BAYER-200942999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7255095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255095 NON-EXPEDITED N US-
BAYER-200943027NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 39 DAY BAYER

7255096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255096 NON-EXPEDITED Y US-
BAYER-200943002NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 218 DAY BAYER

7255097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255097 NON-EXPEDITED N US-
BAYER-200943003NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7255104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255104 NON-EXPEDITED Y US-
BAYER-200943052NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 77 DAY BAYER

7255105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255105 NON-EXPEDITED N US-
BAYER-200942993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7255107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255107 NON-EXPEDITED N US-
BAYER-200943038NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255108 NON-EXPEDITED N US-
BAYER-200943177NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255113 NON-EXPEDITED N US-
BAYER-200943005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255114 NON-EXPEDITED Y US-
BAYER-200942768NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Product shape issue  

7255115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255115 NON-EXPEDITED N US-
BAYER-200943182NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER
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Detailed Report
7255116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255116 NON-EXPEDITED N US-
BAYER-200943050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  

7255117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255117 NON-EXPEDITED N US-
BAYER-200943172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255118 NON-EXPEDITED N US-
BAYER-200943175NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255119 NON-EXPEDITED N US-
BAYER-200943290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
7255120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255120 NON-EXPEDITED N US-
BAYER-200943248NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
TEARFULNESS  

7255121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255121 NON-EXPEDITED N US-
BAYER-200943171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255123 NON-EXPEDITED Y US-
BAYER-200943179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7255124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255124 NON-EXPEDITED N US-
BAYER-200943176NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
Medical device complication  
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Detailed Report
7255125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255125 NON-EXPEDITED N US-
BAYER-200943088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255126 NON-EXPEDITED N US-
BAYER-200943055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255127 NON-EXPEDITED Y US-
BAYER-200943085NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCARDIA C  

7255128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255128 NON-EXPEDITED N US-
BAYER-200943118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255129 NON-EXPEDITED Y US-
BAYER-200943082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7255130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255130 NON-EXPEDITED N US-
BAYER-200943035NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255131 NON-EXPEDITED N US-
BAYER-200943063NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  

7255132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255132 NON-EXPEDITED N US-
BAYER-200943068NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

7255133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255133 NON-EXPEDITED Y US-
BAYER-200943178NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255137 NON-EXPEDITED N US-
BAYER-200943342NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7255139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255139 NON-EXPEDITED N US-
BAYER-200943152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS 11 MTH BAYER
HYPOMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

7255140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255140 NON-EXPEDITED Y US-
BAYER-200943324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255141 NON-EXPEDITED N US-
BAYER-200943051NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255142 NON-EXPEDITED Y US-
BAYER-200943180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255144 NON-EXPEDITED Y US-
BAYER-200943323NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7255145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255145 NON-EXPEDITED Y OT US-
BAYER-201011468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255146 EXPEDITED (15-DAY) N OT US-
BAYER-201011588NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS  BAYER
HEADACHE  
HEMIPARESIS  

7255148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255148 NON-EXPEDITED Y US-
BAYER-200943345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255150 NON-EXPEDITED N US-
BAYER-200943299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7255151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255151 NON-EXPEDITED N US-
BAYER-200943295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7255156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255156 NON-EXPEDITED N US-
BAYER-200943322NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  

7255177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255177 NON-EXPEDITED N OT US-
BAYER-201011590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7255187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255187 EXPEDITED (15-DAY) Y HO,OT SE-
BAYER-201011695GPV

43 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE  BAYER
Headache  
TRIGEMINAL NEURALGIA  
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Detailed Report
7255191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2010 7255191 NON-EXPEDITED Y OT US-
BAYER-201011722NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7228744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7228744 NON-EXPEDITED N OT US-
BAYER-200942783NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

7256534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256534 NON-EXPEDITED N OT US-
BAYER-201011610NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE UNABLE TO INSERT  BAYER
COMPLICATION OF DEVICE INSERTION  
HEART RATE INCREASED  
PROCEDURAL PAIN  
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Detailed Report
7256535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256535 NON-EXPEDITED Y OT US-
BAYER-201011651NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BACK PAIN  
Medical device complication  
VAGINAL HAEMORRHAGE  

7256536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256536 NON-EXPEDITED Y OT US-
BAYER-201011723NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7256554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256554 EXPEDITED (15-DAY) N OT US-
BAYER-201010896NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOSCOPY UPPER GASTROINTESTINAL
TRACT ABNORMAL

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
INFECTION  
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Detailed Report
7256555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256555 EXPEDITED (15-DAY) N OT US-
BAYER-201011447NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL ACUITY REDUCED MIRENA S INTRAUTERINE  BAYER
Medical device complication  
PELVIC PAIN  
VISION BLURRED  
VISUAL IMPAIRMENT  

7256558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7256558 NON-EXPEDITED N OT US-
BAYER-201011675NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7267484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7267484 DIRECT N CA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  
MATERNAL EXPOSURE BEFORE PREGNANCY  

7268255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2010 7268255 DIRECT Y HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE IUD UNIT -1- INTRA-

UTERINE
 

UTERINE PERFORATION  
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Detailed Report
7246909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2010 7246909 EXPEDITED (15-DAY) Y OT RS-
BAYER-201011116GPV

43 YR Female RS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROADENOMA OF BREAST MIRENA S INTRAUTERINE  BAYER
BREAST DYSPLASIA  
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
OESTRADIOL INCREASED  
OVARIAN CYST  

7257840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2010 7257840 NON-EXPEDITED N OT US-
BAYER-201011724NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7267349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2010 7267349 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S  
VAGINITIS BACTERIAL  
DEPRESSION  
MOOD SWINGS  
URINARY TRACT INFECTION  
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Detailed Report
7155434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7155434 NON-EXPEDITED Y HO,OT US-
BAYER-200936490NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

NAUSEA TEGRETOL C ORAL 200MG AM, 400MG PM  
AMENORRHOEA FOLIC ACID C ORAL  

7189091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7189091 EXPEDITED (15-DAY) Y OT US-
BAYER-200940801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SURGERY  

7218238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7218238 EXPEDITED (15-DAY) N OT FR-
BAYER-200942552GPV

41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC STEATOSIS MIRENA S INTRAUTERINE  BAYER
GAMMA-GLUTAMYLTRANSFERASE INCREASED IBUPROFEN C ORAL  
ALANINE AMINOTRANSFERASE INCREASED ACETYLLEUCINE C ORAL  

7231097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7231097 EXPEDITED (15-DAY) N OT FR-
BAYER-200943718GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLON CANCER MIRENA S INTRAUTERINE  BAYER

TRANEXAMIC ACID C 6 TABLETS/DAY; 5
DAYS/MONTH

6 MTH

DICYNONE C 2 MTH
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Detailed Report
7256542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7256542 EXPEDITED (15-DAY) Y OT US-
BAYER-201011500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ABSCESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7257845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7257845 NON-EXPEDITED N OT US-
BAYER-201011678NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7257847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7257847 EXPEDITED (15-DAY) N HO,OT AU-
BAYER-201011788GPV

35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
CEREBROVASCULAR ACCIDENT  
CEREBROVASCULAR DISORDER  
HEADACHE  

7258901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7258901 NON-EXPEDITED N A0800967A 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA WELLBUTRIN S ORAL  GLAXOSMITHKLINE
DRUG INTERACTION PLAN B S ORAL .75MG Twice per day 2 DAY
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Detailed Report
7259265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7259265 NON-EXPEDITED Y OT US-
BAYER-201012206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUED  BAYER
VAGINAL HAEMORRHAGE  

7259268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7259268 NON-EXPEDITED Y LT,OT US-
BAYER-201011928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN UPPER  
MALAISE  

7259279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7259279 NON-EXPEDITED N OT US-
BAYER-201011944NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7259299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7259299 NON-EXPEDITED N US-
BAYER-201010101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7268522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2010 7268522 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE INTRA-UTERINE  
ALOPECIA  
ANXIETY  
CONVERSION DISORDER  
NAUSEA  
NERVOUSNESS  
OVARIAN CYST  
STRESS  

7260819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260819 EXPEDITED (15-DAY) N OT FR-
BAYER-200933984GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  

7260825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260825 NON-EXPEDITED N OT US-
BAYER-201012290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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Detailed Report
7260839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260839 EXPEDITED (15-DAY) N OT DE-
BAYER-201012576GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7260849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260849 NON-EXPEDITED N US-
BAYER-200943741NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7260851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260851 NON-EXPEDITED N US-
BAYER-200943738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7260852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260852 NON-EXPEDITED Y US-
BAYER-201010095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7260853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7260853 NON-EXPEDITED Y US-
BAYER-200943732NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7270159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7270159 DIRECT N 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
BACK PAIN  
WEIGHT DECREASED  

7270473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7270473 DIRECT N HO,DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE LEVONORGESTREL-

RELEASING DAILY
INTRA-UTERINE

 BAYER

DEVICE DISLOCATION  
UTERINE PERFORATION  

7270488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7270488 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE ONLY DOSE AMT

AVAILABLE 5 YEARS
INTRA-UTERINE

 

DRUG HYPERSENSITIVITY  
HAEMORRHAGE  
SECRETION DISCHARGE  
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Detailed Report
7301208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 7301208 NON-EXPEDITED N HO,OT 218233USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG, 1 IN 1

D), ORAL
 

ABDOMINAL PAIN  
DRUG INEFFECTIVE  
LOSS OF CONSCIOUSNESS  

7085236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7085236 NON-EXPEDITED Y HO,OT US-
BAYER-200929853NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7123839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7123839 EXPEDITED (15-DAY) N OT US-
BAYER-200931349NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALIGNANT HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
CHEST DISCOMFORT  
HEADACHE  
PARAESTHESIA  
PROCEDURAL PAIN  

7156222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7156222 NON-EXPEDITED Y HO US-
BAYER-200936283NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7162886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7162886 NON-EXPEDITED Y OT US-
BAYER-200936908NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE NAPROSYN C  

7182575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7182575 NON-EXPEDITED N US-
BAYER-200937132NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  BAYER

PARAGARD T380A S  

7184593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7184593 NON-EXPEDITED N OT US-
BAYER-200939546NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 1337 DAY BAYER

7226214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7226214 EXPEDITED (15-DAY) Y B0618684A Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA ZOVIRAX S ORAL  GLAXOSMITHKLINE
DRUG INTERACTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNKNOWN  
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7228747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7228747 NON-EXPEDITED N HO,OT US-
BAYER-200942968NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE 60 MTH BAYER

7237124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7237124 NON-EXPEDITED N OT US-
BAYER-200944096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7238250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7238250 NON-EXPEDITED Y US-
BAYER-200943716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7241644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7241644 NON-EXPEDITED Y OT US-
BAYER-201010362NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7241650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7241650 NON-EXPEDITED Y OT US-
BAYER-201010436NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  
PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7252459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7252459 EXPEDITED (15-DAY) N OT FR-
BAYER-201011769GPV

55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Cranial nerve disorder MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE INCREASED  
CHEST PAIN  
HEADACHE  
LOCAL SWELLING  

7266685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266685 NON-EXPEDITED Y US-
BAYER-200944104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
MYALGIA  
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Detailed Report
7266686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266686 NON-EXPEDITED N US-
BAYER-200943985NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Product shape issue  

7266689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266689 NON-EXPEDITED N US-
BAYER-201010214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7266690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266690 NON-EXPEDITED Y US-
BAYER-201010218NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7266692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266692 EXPEDITED (15-DAY) Y OT US-
BAYER-201012185NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE CONTINUES  BAYER
PALPITATIONS  

7266693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266693 NON-EXPEDITED N OT US-
BAYER-201012244NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7266694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7266694 NON-EXPEDITED N OT US-
BAYER-201011941NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7267242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7267242 NON-EXPEDITED Y OT US-
BAYER-201012353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
Medical device complication  

7267246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7267246 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201012300NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABASIA  
APHASIA  
PARAPLEGIA  

7267274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7267274 EXPEDITED (15-DAY) N HO US-
BAYER-201012413NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDE ATTEMPT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE ZOLOFT C  
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Detailed Report
7267275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7267275 NON-EXPEDITED N OT US-
BAYER-201012406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7271581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7271581 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S  
ECONOMIC PROBLEM  
ERYTHEMA NODOSUM  
INFECTION  
WEIGHT BEARING DIFFICULTY  

7271642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7271642 DIRECT OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
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Detailed Report
7271687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7271687 DIRECT N HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S  BAYER
ABNORMAL BEHAVIOUR  
FATIGUE  
LOSS OF CONSCIOUSNESS  
MOOD SWINGS  
MOTION SICKNESS  
NAUSEA  
PRESYNCOPE  

7271840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7271840 DIRECT N OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT DISORDER MIRENA S  
DEVICE BREAKAGE  
PRODUCT QUALITY ISSUE  
UTERINE PAIN  

7271933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7271933 DIRECT N DS,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S  
ENDOMETRIAL ATROPHY  
TREATMENT FAILURE  
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Detailed Report
7288562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7288562 DIRECT N HO,LT,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER
ANXIETY  
ARTHRALGIA  
BREAST PAIN  
BURNING SENSATION  
CHEST PAIN  
CRYING  
INSOMNIA  
LOSS OF LIBIDO  
MUSCLE DISORDER  
MUSCLE SPASMS  
MUSCULOSKELETAL STIFFNESS  
NERVOUSNESS  
PAIN  
VAGINAL INFECTION  
VAGINAL ULCERATION  

7306065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2010 7306065 NON-EXPEDITED N HO,OT 214747USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT LOSEASONIQUE S ORAL (1 IN 1 D), ORAL  
HEMIPLEGIA  
HYPOAESTHESIA  
VOMITING  
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Detailed Report
7197996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2010 7197996 EXPEDITED (15-DAY) N HO DE-
BAYER-200940883GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 5 YR BAYER
ANXIETY DISORDER  
CHEST DISCOMFORT  
DEPRESSION  
MUSCULAR WEAKNESS  
NAUSEA  
PALPITATIONS  
PANIC ATTACK  
SUICIDAL IDEATION  

7274564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2010 7274564 DIRECT N DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA LEVONORGESTREL S INTRAUTERINE 20MG DAILY INTRA-

UTERINE
 

ABDOMINAL PAIN  
AFFECTIVE DISORDER  
ASTHMA  
BREAST TENDERNESS  
CHEST DISCOMFORT  
DYSFUNCTIONAL UTERINE BLEEDING  
VAGINAL HAEMORRHAGE  
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Detailed Report
7025663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7025663 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200923100NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 143 DAY BAYER
PREMATURE RUPTURE OF MEMBRANES CELEXA C 30 MG PO  
AMNIORRHOEA  
CHORIOAMNIONITIS  
DEVICE RELATED INFECTION  
INFLUENZA LIKE ILLNESS  
PYREXIA  
UTERINE CONTRACTIONS DURING
PREGNANCY

 

7035512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7035512 NON-EXPEDITED N US-
BAYER-200921994NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE INSERTION  
NAUSEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7224231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7224231 NON-EXPEDITED N US-
BAYER-200940276NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
Medical device complication  
MENSTRUATION IRREGULAR  
NAUSEA  
VAGINAL HAEMORRHAGE  

7230619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7230619 NON-EXPEDITED N US-
BAYER-200942852NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOS  BAYER
Device expulsion  

7230620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7230620 NON-EXPEDITED N US-
BAYER-200942629NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA PROMETHAZINE C  
IRRITABILITY NAPROXEN C  
SWELLING FACE ZONEGRAN C  
MIGRAINE MUSCLE RELAXER C  
HEADACHE  
NAUSEA  
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Detailed Report
7232413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7232413 NON-EXPEDITED N HO,OT US-
BAYER-200943207NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 295 DAY BAYER

7233912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7233912 NON-EXPEDITED N HO,OT US-
BAYER-200943597NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7236998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7236998 NON-EXPEDITED N US-
BAYER-200943749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7238243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7238243 NON-EXPEDITED N US-
BAYER-201010033NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
BREAST TENDERNESS  
DYSPEPSIA  
FATIGUE  
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Detailed Report
7238249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7238249 NON-EXPEDITED N US-
BAYER-200943890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7259276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7259276 EXPEDITED (15-DAY) Y OT US-
BAYER-201011845NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL HAEMANGIOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENORRHAGIA  
MIGRAINE WITH AURA  

7269367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269367 NON-EXPEDITED N US-
BAYER-200943066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7269368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269368 NON-EXPEDITED N US-
BAYER-200943059NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

HYPOMENORRHOEA  
MENORRHAGIA  
MENSTRUAL DISORDER  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7269369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269369 NON-EXPEDITED N US-
BAYER-201010093NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER

7269370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269370 NON-EXPEDITED Y US-
BAYER-201010079NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS 18 MTH BAYER

7269371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269371 NON-EXPEDITED N US-
BAYER-200943047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7269372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269372 NON-EXPEDITED N US-
BAYER-201010092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7269376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269376 NON-EXPEDITED N US-
BAYER-201010100NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 112 DAY BAYER
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Detailed Report
7269377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269377 NON-EXPEDITED N US-
BAYER-201010225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7269379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269379 NON-EXPEDITED N US-
BAYER-201010094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7269380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269380 NON-EXPEDITED Y US-
BAYER-201010348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7269381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269381 NON-EXPEDITED N US-
BAYER-200943010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE  
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Detailed Report
7269388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269388 NON-EXPEDITED N OT US-
BAYER-201012488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7269396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269396 NON-EXPEDITED N OT US-
BAYER-201012487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7269398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269398 NON-EXPEDITED Y HO US-
BAYER-201012528NA

< 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S ORAL  BAYER

7269400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2010 7269400 NON-EXPEDITED N OT US-
BAYER-201012591NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN MOTRIN C UNKNOWN DOSAGE  
DIARRHOEA  
VOMITING  
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6905756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 6905756 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-200912732GPV

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE 5 MTH BAYER
ABDOMINAL PAIN LOWER LEVONORGESTREL S INTRAUTERINE  BAYER
URINARY TRACT INFECTION CIPROFLOXACIN EXTENDED-

RELEASE
S UNKNOWN  BAYER

STAPHYLOCOCCAL SEPSIS CEFUROXIME S UNKNOWN  
AMENORRHOEA  
NAUSEA  
SUPRAPUBIC PAIN  
TREATMENT FAILURE  
UTERINE PERFORATION  
VOMITING  

6927988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 6927988 EXPEDITED (15-DAY) Y HO,OT GB-
RANBAXY-2009RR-2218
0

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA CEFUROXIME S  RANBAXY
DRUG INEFFECTIVE CIPROFLOXACIN S  RANBAXY
Device dislocation LEVONORGESTREL S INTRAUTERINE 20 ug, UNK 152 DAY
ABDOMINAL PAIN LOWER  
NAUSEA  
STAPHYLOCOCCAL SEPSIS  
SUPRAPUBIC PAIN  
TREATMENT FAILURE  
URINARY TRACT INFECTION  
VOMITING  
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Detailed Report
7165337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7165337 NON-EXPEDITED N OT US-
BAYER-200937141NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 195 DAY BAYER
ABDOMINAL PAIN CLINDAMYCIN C X 21 DAYS  
VAGINAL HAEMORRHAGE GUMMY BEAR VITAMINS C  
PROCEDURAL PAIN  

7182857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7182857 NON-EXPEDITED Y OT US-
BAYER-200939316NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7214263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7214263 NON-EXPEDITED Y OT US-
BAYER-200941726NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA  
MENSTRUATION DELAYED  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7246915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7246915 NON-EXPEDITED N OT US-
BAYER-201010806NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 985 DAY BAYER

VAGINAL HAEMORRHAGE VITAMINS C  
Human chorionic gonadotropin increased  
POST PROCEDURAL HAEMORRHAGE  

7270275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270275 NON-EXPEDITED N US-
BAYER-200943185NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7270276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270276 NON-EXPEDITED N US-
BAYER-200942838NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE PUSTULAR  
BREAST TENDERNESS  
HAEMORRHAGE  
MENOMETRORRHAGIA  
PREMENSTRUAL SYNDROME  
URTICARIA  
VERTIGO  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7270277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270277 NON-EXPEDITED N US-
BAYER-200943186NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7270281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270281 NON-EXPEDITED N US-
BAYER-200943045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  

7270283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270283 NON-EXPEDITED N US-
BAYER-200943046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MALAISE  

7270284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270284 NON-EXPEDITED N US-
BAYER-201010578NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7270285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270285 NON-EXPEDITED Y US-
BAYER-201010376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
26 DAY BAYER

7270286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7270286 NON-EXPEDITED N US-
BAYER-201010379NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7277252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7277252 DIRECT N HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
CYST  
FUNGAL INFECTION  
MENORRHAGIA  
NEOPLASM  

7277978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2010 7277978 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE ENPRESSE S 28 TABLET  
CHEST PAIN  
HEADACHE  
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Detailed Report
7134852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7134852 EXPEDITED (15-DAY) N HO,LT CA-
BAYER-200933636NA

21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPNOEA YAZ S ORAL  BAYER
CHEST PAIN  
MUSCULOSKELETAL PAIN  
UNEVALUABLE EVENT  

7144563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7144563 EXPEDITED (15-DAY) N US-
BAYER-200934896NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES MELLITUS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7168749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7168749 NON-EXPEDITED Y US-
BAYER-200937592NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DRY SKIN  
RASH ERYTHEMATOUS  

7189102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7189102 NON-EXPEDITED N US-
BAYER-200940472NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHOIDAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
EPISTAXIS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7212571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7212571 NON-EXPEDITED Y US-
BAYER-200941610NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 2 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DYSURIA  
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Detailed Report
7224282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7224282 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200941608NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL INFECTION NYSTATIN AND TRIAMCINOLONE

ACETONIDE
C  

VULVOVAGINAL MYCOTIC INFECTION BENADRYL C  
PYREXIA MYCOLOG C  
ANXIETY  
APPENDICITIS  
CHILLS  
CONTACT LENS INTOLERANCE  
GENITAL SWELLING  
HEADACHE  
IRRITABILITY  
Medical device complication  
MOOD SWINGS  
NAUSEA  
OCULAR HYPERAEMIA  
OEDEMA PERIPHERAL  
PAIN  
VAGINAL HAEMORRHAGE  
VOMITING  
WEIGHT INCREASED  

7271962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271962 NON-EXPEDITED Y US-
BAYER-201010448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 68 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7271963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271963 NON-EXPEDITED N US-
BAYER-201010778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIVERTICULITIS MIRENA S INTRAUTERINE  BAYER
Medical device complication  
MENSTRUAL DISORDER  
PAIN  
PELVIC PAIN  
UTERINE LEIOMYOMA  
WEIGHT INCREASED  

7271964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271964 NON-EXPEDITED Y US-
BAYER-201010980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7271965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271965 NON-EXPEDITED N US-
BAYER-201010811NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ZYRTEC C  
ADVAIR DISKUS C  

7271966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271966 NON-EXPEDITED N US-
BAYER-201010893NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST PAIN  
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Detailed Report
7271967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271967 NON-EXPEDITED N US-
BAYER-201010842NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OVARIAN CYST  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7271970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271970 NON-EXPEDITED N US-
BAYER-201011922NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  

7271971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271971 NON-EXPEDITED N US-
BAYER-201011933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7271972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271972 NON-EXPEDITED Y US-
BAYER-201011210NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS 13 DAY BAYER

Page: 3,840 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7271973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271973 NON-EXPEDITED N US-
BAYER-201011452NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7271989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271989 EXPEDITED (15-DAY) Y OT US-
BAYER-201012705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSPLANT MIRENA S INTRAUTERINE  BAYER

7271993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2010 7271993 EXPEDITED (15-DAY) Y OT US-
BAYER-201012590NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BALANCE DISORDER  
DYSARTHRIA  

7150922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7150922 NON-EXPEDITED N US-
BAYER-200933697NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 92 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7165336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7165336 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200937174NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE CONTINUOUS 248 DAY BAYER
AGGRESSION  
CONVULSION  
LETHARGY  
MENTAL STATUS CHANGES  

7166499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7166499 EXPEDITED (15-DAY) Y DS IE-
BAYER-200936945GPV

50 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CATARACT MIRENA S INTRAUTERINE 125 DAY BAYER
BLINDNESS UNILATERAL METRONIDAZOLE C  

7214262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7214262 NON-EXPEDITED N OT US-
BAYER-200941770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
DEVICE BREAKAGE  
OVARIAN CYST  
PROCEDURAL PAIN  
UTERINE PERFORATION  
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Detailed Report
7231099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7231099 EXPEDITED (15-DAY) Y OT DE-
BAYER-200943420GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE 27 MTH BAYER
ANXIETY  
BACK PAIN  
DEPRESSION  
DIZZINESS  
FATIGUE  
LOSS OF LIBIDO  
MUSCLE TIGHTNESS  
PALPITATIONS  
PARAESTHESIA  
RESTLESSNESS  
SOMNOLENCE  
TREMOR  

7236209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7236209 EXPEDITED (15-DAY) N OT IE-
BAYER-200942986GPV

43 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 54 DAY BAYER
ABDOMINAL PAIN  
ADENOMYOSIS  
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7238985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7238985 NON-EXPEDITED N OT US-
BAYER-200943170NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7244303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7244303 EXPEDITED (15-DAY) Y HO DE-
BAYER-201010825GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 8 MTH BAYER
ANXIETY DISORDER  
DEPRESSION  
DIZZINESS  
NAUSEA  
PALPITATIONS  
PANIC DISORDER  
SINUS TACHYCARDIA  
VERTIGO  
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Detailed Report
7266687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7266687 NON-EXPEDITED N US-
BAYER-201010182NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S ORAL 21 MTH BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
ANXIETY  
BACK PAIN  
BREAST PAIN  
CHEST PAIN  
CRYING  
DYSPAREUNIA  
FATIGUE  
GASTROINTESTINAL DISORDER  
HEADACHE  
INSOMNIA  
LABORATORY TEST ABNORMAL  
MOTION SICKNESS  
MUSCULOSKELETAL PAIN  
MYALGIA  
PAIN  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
7268108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7268108 EXPEDITED (15-DAY) N OT FR-
BAYER-200943897GPV

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
RETROPLACENTAL HAEMATOMA  

7272684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272684 NON-EXPEDITED N US-
BAYER-200943084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7272685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272685 NON-EXPEDITED N US-
BAYER-200943054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MOOD ALTERED  

7272688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272688 NON-EXPEDITED N US-
BAYER-200943284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  
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Detailed Report
7272691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272691 NON-EXPEDITED N US-
BAYER-200943281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
6 DAY BAYER

7272692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272692 NON-EXPEDITED N US-
BAYER-200943288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7272693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272693 NON-EXPEDITED N US-
BAYER-200943287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

CLINDAMYCIN C  

7272695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272695 NON-EXPEDITED N US-
BAYER-200943487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7272696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272696 NON-EXPEDITED N US-
BAYER-200943467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  
CHEST PAIN  
HEADACHE  
NAUSEA  

7272697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272697 NON-EXPEDITED N US-
BAYER-200943147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  

7272698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272698 NON-EXPEDITED N US-
BAYER-200943427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7272699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272699 NON-EXPEDITED N US-
BAYER-200943280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BRONCHITIS ANTIBIOTICS C  
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Detailed Report
7272702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272702 NON-EXPEDITED N US-
BAYER-201010631NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

COMPLICATION OF DEVICE INSERTION  

7272703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272703 NON-EXPEDITED N US-
BAYER-200943471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
57 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER

7272704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272704 NON-EXPEDITED N US-
BAYER-201010231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7272705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272705 NON-EXPEDITED N US-
BAYER-200943489NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7272707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272707 NON-EXPEDITED N US-
BAYER-200943459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

VAGINAL HAEMORRHAGE  

7272709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272709 NON-EXPEDITED N US-
BAYER-200943524NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 243 DAY BAYER

7272710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272710 NON-EXPEDITED N US-
BAYER-200943376NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  

7272711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272711 NON-EXPEDITED N US-
BAYER-201010485NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE CONTINUOUS;

MIRENA WAS NOT
INSERTED BEFORE
MENSTRUAL PERIOD

8 DAY BAYER
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7272712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272712 NON-EXPEDITED N US-
BAYER-200943740NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
BACK PAIN  
Medical device complication  
MICTURITION DISORDER  

7272713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272713 NON-EXPEDITED N US-
BAYER-200943612NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7272714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272714 NON-EXPEDITED N US-
BAYER-200943351NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 170 DAY BAYER

7272715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272715 NON-EXPEDITED N US-
BAYER-201010588NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY;

CONTINUOUS
 BAYER

Medical device complication  

Page: 3,851 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7272716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272716 NON-EXPEDITED N US-
BAYER-200943485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7272717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272717 NON-EXPEDITED N US-
BAYER-200943483NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 53 DAY BAYER
GENITAL HAEMORRHAGE  

7272718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272718 NON-EXPEDITED N US-
BAYER-200943426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  

7272721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272721 NON-EXPEDITED N US-
BAYER-201010786NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
48 DAY BAYER
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7272733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272733 NON-EXPEDITED N HO,OT US-
BAYER-201012964NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

7272734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7272734 NON-EXPEDITED N OT US-
BAYER-201013078NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
35 DAY BAYER

FLATULENCE  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7273300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7273300 NON-EXPEDITED N OT US-
BAYER-201012727NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 MTH BAYER

Device expulsion  

7273301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7273301 EXPEDITED (15-DAY) N OT DE-
BAYER-201013796GPV

Female DEU
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Detailed Report
7273301
Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 161 DAY BAYER
ABDOMINAL PAIN LOWER  
ACNE  
ALCOHOL INTOLERANCE  
ALOPECIA  
ANAL FISTULA  
ANOVULATORY CYCLE  
ARTHRALGIA  
BLOOD BILIRUBIN INCREASED  
BODY TEMPERATURE INCREASED  
BREAST CYST  
BREAST DISCOMFORT  
CHROMATURIA  
DEPRESSION  
DYSPAREUNIA  
FATIGUE  
FLATULENCE  
HAEMORRHAGIC DIATHESIS  
HYPERHIDROSIS  
LOSS OF LIBIDO  
MUCOSAL DRYNESS  
OVARIAN CYST  
PALPITATIONS  
POLLAKIURIA  
RED BLOOD CELL COUNT DECREASED  
RESTLESSNESS  
SLEEP DISORDER  
VAGINAL HAEMORRHAGE  
WEIGHT ABNORMAL  
WHITE BLOOD CELL COUNT INCREASED  
YELLOW SKIN  
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7273345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7273345 NON-EXPEDITED N US-
BAYER-200943465NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFLAMMATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
FUNGAL INFECTION  

7273366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7273366 NON-EXPEDITED N US-
BAYER-200943462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MENSTRUATION DELAYED  

7273368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7273368 NON-EXPEDITED N US-
BAYER-200943419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7278218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2010 7278218 DIRECT Y HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY PO 4 YR BARR
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Detailed Report
7273728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2010 7273728 NON-EXPEDITED N OT US-
BAYER-201012730NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

4 DAY BAYER

Device dislocation  

7273729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2010 7273729 NON-EXPEDITED Y HO,OT US-
BAYER-201012961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
86 DAY BAYER

7273741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2010 7273741 NON-EXPEDITED Y OT US-
BAYER-201013098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

Device dislocation  

7273992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2010 7273992 NON-EXPEDITED N OT US-
BAYER-201012892NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
38 DAY BAYER

ABDOMINAL PAIN CLINATAL C  
Device dislocation CETRAZINE C  
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Detailed Report
7279088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2010 7279088 DIRECT N 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  
CHEST PAIN  
DEPRESSION  

7197995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2010 7197995 EXPEDITED (15-DAY) N OT DE-
BAYER-200940784GPV

34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
RESTLESSNESS  
WEIGHT INCREASED  

7274947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2010 7274947 NON-EXPEDITED N US-
BAYER-200943292NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7274948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2010 7274948 NON-EXPEDITED N US-
BAYER-201013079NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Device expulsion  
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7274966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2010 7274966 NON-EXPEDITED N OT US-
BAYER-201012919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
53 DAY BAYER

7274970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2010 7274970 NON-EXPEDITED N OT US-
BAYER-201013112NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

7202159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7202159 NON-EXPEDITED Y US-
BAYER-200938584NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN NEOPLASM MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion LUNESTA C ORAL  

7223028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7223028 NON-EXPEDITED N US-
BAYER-200942273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7230625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7230625 NON-EXPEDITED N US-
BAYER-200943110NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7275564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7275564 NON-EXPEDITED N US-
BAYER-201011038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 DAY BAYER

7275565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7275565 NON-EXPEDITED N US-
BAYER-201010952NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
10 DAY BAYER

7275566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7275566 NON-EXPEDITED N US-
BAYER-201010982NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
124 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7275567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7275567 NON-EXPEDITED N US-
BAYER-201010948NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
74 DAY BAYER

7275570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7275570 NON-EXPEDITED Y US-
BAYER-201010603NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
26 DAY BAYER

7276340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7276340 NON-EXPEDITED N US-
BAYER-201010615NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
192 DAY BAYER

7276341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7276341 NON-EXPEDITED Y US-
BAYER-201010609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
95 DAY BAYER
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Detailed Report
7276342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7276342 NON-EXPEDITED Y US-
BAYER-201010613NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

7276343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7276343 NON-EXPEDITED N US-
BAYER-200943086NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

HYPERHIDROSIS  
POST PROCEDURAL DISCOMFORT  
TREMOR  
VOMITING  

7276345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7276345 NON-EXPEDITED N US-
BAYER-200943154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRODUCT CONTAMINATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7280248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7280248 DIRECT N 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
COLD SWEAT  
DEVICE DISLOCATION  
DIZZINESS  
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Detailed Report
7280346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2010 7280346 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  
ABORTION SPONTANEOUS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6991104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 6991104 NON-EXPEDITED N OT US-
BAYER-200920061NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation  
Medical device complication  
MENSTRUATION DELAYED  

7067291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7067291 NON-EXPEDITED Y OT US-
BAYER-200928202NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7151023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7151023 EXPEDITED (15-DAY) Y OT FR-
BAYER-200934806GPV

48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 3 MTH BAYER
METRORRHAGIA LEVOTHYROXINE SODIUM C  
ABDOMINAL DISTENSION TRANEXAMIC ACID C ORAL As used: 4 DF 2 YR
INCREASED APPETITE NOMEGESTROL ACETATE C ORAL As used: 1 DF 2 MTH
LOSS OF LIBIDO  
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Detailed Report
7165341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7165341 NON-EXPEDITED Y HO,OT US-
BAYER-200937602NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 12 DAY BAYER

NIFEDIPINE C ORAL  

7182883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7182883 NON-EXPEDITED Y OT US-
BAYER-200939329NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 386 DAY BAYER
ABDOMINAL DISCOMFORT  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7197735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7197735 EXPEDITED (15-DAY) OT TPH-00230 < 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OXYGEN SATURATION DECREASED ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

CAESAREAN SECTION  
HIGH RISK PREGNANCY  
MATERNAL DRUGS AFFECTING FOETUS  
NEONATAL RESPIRATORY DISTRESS
SYNDROME
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7220347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7220347 NON-EXPEDITED Y OT US-
BAYER-200942220NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device dislocation  
Medical device complication  

7268107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7268107 EXPEDITED (15-DAY) Y OT FR-
BAYER-201013237GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 39 MTH BAYER
BREAST CANCER FEMALE  
MALIGNANT NIPPLE NEOPLASM FEMALE  
OESTROGEN RECEPTOR ASSAY POSITIVE  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

7276647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276647 NON-EXPEDITED Y US-
BAYER-201011521NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
169 DAY BAYER
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Detailed Report
7276648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276648 NON-EXPEDITED Y US-
BAYER-201011431NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
16 DAY BAYER

Medical device complication  
MUSCLE SPASMS  

7276650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276650 NON-EXPEDITED N US-
BAYER-201011514NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7276651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276651 NON-EXPEDITED Y US-
BAYER-201011433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 WEEK BAYER

7276652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276652 NON-EXPEDITED N US-
BAYER-201011483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 DAY BAYER
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7276653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276653 NON-EXPEDITED Y US-
BAYER-201011087NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Device expulsion MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

5 YR BAYER

7276654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276654 NON-EXPEDITED N US-
BAYER-201011240NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 DAY BAYER

7276655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276655 NON-EXPEDITED N US-
BAYER-201011256NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
26 DAY BAYER

GENITAL HAEMORRHAGE  

7276656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276656 NON-EXPEDITED Y US-
BAYER-201011440NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
183 DAY BAYER
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Detailed Report
7276662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276662 NON-EXPEDITED Y OT US-
BAYER-201013232NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7276664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276664 NON-EXPEDITED N OT US-
BAYER-201013354NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER
Device dislocation  

7276668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7276668 EXPEDITED (15-DAY) N OT US-
BAYER-201013233NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HEMIPARESIS  

7277796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7277796 NON-EXPEDITED N OT US-
BAYER-201013483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7277797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7277797 EXPEDITED (15-DAY) N OT NO-
BAYER-201014959GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 2 YR BAYER

7277798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7277798 EXPEDITED (15-DAY) N OT US-
BAYER-201013436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
 BAYER

7277800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2010 7277800 NON-EXPEDITED N HO US-
BAYER-201013240NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE  BAYER
OVARIAN CYST  

7284954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2010 7284954 DIRECT Y OT 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA LEVONORGESTREL S ORAL 0.75 ONE TIME PO  WATSON
DYSPNOEA  
SWELLING FACE  
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Detailed Report
7286066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2010 7286066 DIRECT N 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 MCGS DAILY

0-5YEARS INTRA-
UTERINE

 BAYER

ABDOMINAL DISTENSION  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  
MENORRHAGIA  
PELVIC DISCOMFORT  
PELVIC PAIN  
SENSATION OF HEAVINESS  
VULVOVAGINAL MYCOTIC INFECTION  

7334756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2010 7334756 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ONE DOSE, USED ONE

DAY ONLY
 DURAMED

MENSTRUATION DELAYED  

7193886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7193886 NON-EXPEDITED N US-
BAYER-200938955NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
169 DAY BAYER

Device expulsion MIRENA S INTRAUTERINE CONTINUOUS
DELIVERY

 BAYER
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Detailed Report
7212627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7212627 NON-EXPEDITED N US-
BAYER-200939372NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS 8 DAY BAYER

7230589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7230589 NON-EXPEDITED Y OT US-
BAYER-200942751NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S CONTINUOUS 38 DAY BAYER
Medical device complication  

7243175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7243175 NON-EXPEDITED N US-
BAYER-200942416NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DYSPNOEA  
HEADACHE  
NAUSEA  
WEIGHT DECREASED  

7255155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7255155 NON-EXPEDITED N OT US-
BAYER-201011470NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7278318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278318 NON-EXPEDITED N US-
BAYER-201011241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
45 DAY BAYER

7278320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278320 NON-EXPEDITED Y US-
BAYER-201011523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 DAY BAYER

Device expulsion  

7278321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278321 NON-EXPEDITED Y US-
BAYER-201011454NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

7278322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278322 NON-EXPEDITED N US-
BAYER-201011613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7278323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278323 NON-EXPEDITED N US-
BAYER-201011357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 36 DAY BAYER

7278324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278324 NON-EXPEDITED N US-
BAYER-201011445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
61 DAY BAYER

7278325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278325 NON-EXPEDITED N US-
BAYER-201011250NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
395 DAY BAYER

7278326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278326 NON-EXPEDITED N US-
BAYER-201011518NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
41 DAY BAYER
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Detailed Report
7278327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278327 NON-EXPEDITED Y US-
BAYER-201011506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
103 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7278328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278328 NON-EXPEDITED N US-
BAYER-201011379NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

MULTIPLE HERBAL
SUPPLEMENTS

C UNKNOWN  

VITAMINS C UNKNOWN  

7278330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278330 NON-EXPEDITED N US-
BAYER-201011305NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ACNE  
DEPRESSION  
HYPERTENSION  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MENTAL DISORDER  
MOOD SWINGS  
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Detailed Report
7278331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278331 NON-EXPEDITED N US-
BAYER-201011666NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
28 DAY BAYER

7278332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278332 NON-EXPEDITED Y US-
BAYER-201011499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 27 DAY BAYER
MUSCLE SPASMS  

7278333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278333 NON-EXPEDITED Y US-
BAYER-201011434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
0 DAY BAYER

7278334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278334 NON-EXPEDITED N US-
BAYER-201011460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7278335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278335 NON-EXPEDITED N US-
BAYER-201011437NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
59 DAY BAYER

7278336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278336 NON-EXPEDITED N US-
BAYER-201011516NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
283 DAY BAYER

7278337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278337 NON-EXPEDITED Y US-
BAYER-201011503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
15 DAY BAYER

7278338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278338 NON-EXPEDITED N US-
BAYER-201011505NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

2 DAY BAYER
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Detailed Report
7278339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278339 NON-EXPEDITED N US-
BAYER-201011457NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
74 DAY BAYER

7278340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278340 NON-EXPEDITED N US-
BAYER-201011430NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
142 DAY BAYER

COUMADIN C  

7278341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278341 NON-EXPEDITED N US-
BAYER-201011498NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
35 DAY BAYER

Device expulsion  

7278342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278342 NON-EXPEDITED N US-
BAYER-201011502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
47 DAY BAYER
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Detailed Report
7278344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278344 NON-EXPEDITED Y US-
BAYER-201011682NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
16 DAY BAYER

Device expulsion  
UTERINE HAEMORRHAGE  

7278346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278346 NON-EXPEDITED Y US-
BAYER-201011640NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7278347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278347 NON-EXPEDITED N US-
BAYER-201011246NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Medical device complication MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7278349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278349 NON-EXPEDITED Y US-
BAYER-201011708NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
20 DAY BAYER
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Detailed Report
7278350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278350 NON-EXPEDITED N US-
BAYER-201011891NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
45 DAY BAYER

7278351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278351 NON-EXPEDITED N US-
BAYER-201011888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 DAY BAYER

7278352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278352 NON-EXPEDITED Y US-
BAYER-201011729NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 MTH BAYER

7278353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278353 NON-EXPEDITED Y US-
BAYER-201011740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
27 DAY BAYER
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Detailed Report
7278354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278354 NON-EXPEDITED N US-
BAYER-201013532NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BURNING SENSATION  
CHEST PAIN  
UPPER RESPIRATORY TRACT INFECTION  

7278355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278355 NON-EXPEDITED Y US-
BAYER-201013358NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CRYING  
DECREASED INTEREST  
DEPRESSED MOOD  

7278356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278356 NON-EXPEDITED N US-
BAYER-201011706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE  BAYER

7278357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278357 NON-EXPEDITED Y US-
BAYER-201011668NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7278542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7278542 NON-EXPEDITED N OT US-
BAYER-201013362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 DAY BAYER

7300671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2010 7300671 EXPEDITED (15-DAY) N OT US-TEVA-223216USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
SEASONIQUE C  

6956427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2010 6956427 EXPEDITED (15-DAY) N OT US-
BAYER-200915846NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion SPIRONOLACTONE C  
Gestational hypertension LASIX C  
PREMATURE LABOUR COREG C  
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Detailed Report
7279073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2010 7279073 EXPEDITED (15-DAY) N OT US-
BAYER-201013439NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication UNKNOWN DRUG C UNKNOWN  
INFECTION  
MASS  
NAUSEA  

7286464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2010 7286464 DIRECT N LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE INTRAUTERINE

DEVINE INTRA-
UTERINE

 

MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7286479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2010 7286479 DIRECT N DS 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S  
ANXIETY  
DIZZINESS  
FATIGUE  
FEELING ABNORMAL  
GASTROOESOPHAGEAL REFLUX DISEASE  
HYPERHIDROSIS  
PALPITATIONS  
THINKING ABNORMAL  
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Detailed Report
7049394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2010 7049394 NON-EXPEDITED N US-
BAYER-200918328NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COITAL BLEEDING  
DYSPAREUNIA  
INCREASED APPETITE  
MENSTRUATION DELAYED  
MOOD SWINGS  
PELVIC PAIN  
POLLAKIURIA  
SKIN DISCOLOURATION  
URINARY TRACT INFECTION  

7281231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2010 7281231 NON-EXPEDITED N OT US-
BAYER-201013750NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7288665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2010 7288665 DIRECT N DS 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
DEVICE DISLOCATION  
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Detailed Report
7289432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2010 7289432 DIRECT Y HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TAB DAILY PO  

PULMONARY EMBOLISM  

7033012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7033012 NON-EXPEDITED Y OT US-
BAYER-200924214NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
Medical device complication  
VAGINAL INFECTION  

7255176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7255176 NON-EXPEDITED Y HO,OT US-
BAYER-201011591NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER

7255199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7255199 EXPEDITED (15-DAY) N OT FR-
BAYER-201011933GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 1 YR BAYER
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Detailed Report
7281230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7281230 NON-EXPEDITED N OT US-
BAYER-201014093NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
2 DAY BAYER

ABDOMINAL PAIN  
PAIN  
PYREXIA  
VAGINAL DISCHARGE  

7283714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283714 NON-EXPEDITED N US-
BAYER-200943468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7283715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283715 NON-EXPEDITED N HO,OT US-
BAYER-201013670NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 DAY BAYER
Device dislocation  
PAIN  

7283716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283716 NON-EXPEDITED N US-
BAYER-200943423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7283718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283718 NON-EXPEDITED N US-
BAYER-201010082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7283719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283719 NON-EXPEDITED N US-
BAYER-201011016NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7283721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283721 NON-EXPEDITED Y US-
BAYER-200943877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HEADACHE  
HYPOAESTHESIA  
PARAESTHESIA  

7283722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283722 NON-EXPEDITED N US-
BAYER-200943293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7283723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283723 NON-EXPEDITED Y US-
BAYER-200943116NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7283724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283724 NON-EXPEDITED N OT US-
BAYER-201013665NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

OLIGOMENORRHOEA SYNTHROID C  
ALOPECIA  

7283725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283725 NON-EXPEDITED N US-
BAYER-200943825NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7283727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283727 NON-EXPEDITED N US-
BAYER-201010132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7283728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283728 NON-EXPEDITED N US-
BAYER-200943294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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7283737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283737 NON-EXPEDITED N OT US-
BAYER-201013717NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 67 DAY BAYER
Device dislocation  

7283738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283738 NON-EXPEDITED N OT US-
BAYER-201013872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1297 DAY BAYER

GENITAL HAEMORRHAGE  
PELVIC PAIN  

7283747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283747 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-201013741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7283749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283749 EXPEDITED (15-DAY) N OT US-
BAYER-201013945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ANGIOEDEMA  
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Detailed Report
7283750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283750 NON-EXPEDITED N OT US-
BAYER-201013887NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7283751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283751 NON-EXPEDITED N OT US-
BAYER-201013886NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7283752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283752 NON-EXPEDITED N OT US-
BAYER-201013891NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
1 DAY BAYER

7283757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283757 NON-EXPEDITED Y OT US-
BAYER-201013859NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
45 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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7283758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283758 NON-EXPEDITED Y OT US-
BAYER-201013755NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

7283759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283759 EXPEDITED (15-DAY) Y OT US-
BAYER-201013712NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE  BAYER

7283760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283760 NON-EXPEDITED N OT US-
BAYER-201013691NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE EFFEXOR C  
VAGINAL HAEMORRHAGE TRAMADOL C  
DYSMENORRHOEA ADVAIR DISKUS C  
BACK PAIN  
Device dislocation  
LEUKOCYTOSIS  
SEXUALLY TRANSMITTED DISEASE  
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Detailed Report
7283761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283761 NON-EXPEDITED Y OT US-
BAYER-201013890NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PROCEDURAL PAIN  

7283762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283762 NON-EXPEDITED Y OT US-
BAYER-201013718NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

7283786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283786 EXPEDITED (15-DAY) Y OT BE-
BAYER-201015399GPV

38 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC FAILURE MIRENA S INTRAUTERINE 5 MTH BAYER
TACHYCARDIA  
VAGINAL HAEMORRHAGE  

7283793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7283793 EXPEDITED (15-DAY) Y OT CH-
BAYER-201015105GPV

43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTOID REACTION MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  
RASH GENERALISED  
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7290284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7290284 DIRECT DS,LT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 20 MCG/DAY - UTERUS  
ANXIETY  
ARTHRALGIA  
BREAST PAIN  
CHEST PAIN  
DIZZINESS  
DRUG LEVEL INCREASED  
INSOMNIA  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MUSCULOSKELETAL STIFFNESS  
MYALGIA  
NAUSEA  
PAIN IN EXTREMITY  
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Detailed Report
7291398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7291398 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
ACNE  
AMNESIA  
ANGER  
ASTHENIA  
CONFUSIONAL STATE  
CONSTIPATION  
DEPRESSION  
DYSCALCULIA  
EMOTIONAL DISORDER  
FATIGUE  
FEELING ABNORMAL  
INSOMNIA  
LIBIDO DECREASED  
MOOD SWINGS  
VISUAL IMPAIRMENT  

7291734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7291734 DIRECT Y RI 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S 1 UNIT UP TO Q 5

YEARS INTRAUTERINE
 BAYER

ARTHRALGIA  
MYALGIA  
PARAESTHESIA  
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7334757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2010 7334757 DIRECT Y HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B S TOOK AS DIRECTED  
HAEMORRHAGE PLAN B C  
ASTHENIA  
DIZZINESS  
MATERNAL EXPOSURE DURING PREGNANCY  
RUPTURED ECTOPIC PREGNANCY  

7273319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2010 7273319 EXPEDITED (15-DAY) N OT AU-
BAYER-201013938GPV

21 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITHOUT AURA MIRENA S INTRAUTERINE  BAYER
BLINDNESS TRANSIENT  
HEMIPLEGIA  
VIIth nerve paralysis  

7285126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2010 7285126 NON-EXPEDITED N US-
BAYER-201011892NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7285130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2010 7285130 NON-EXPEDITED N US-
BAYER-200943480NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
7285148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2010 7285148 EXPEDITED (15-DAY) N OT DE-
BAYER-201014012GPV

21 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TIC LEVONORGESTREL S ORAL Total daily dose: 1 DF  BAYER
MUSCLE TWITCHING CLOZAPINE S ORAL Unit dose: 75 MG  
BALANCE DISORDER  

7295255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2010 7295255 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
DISCOMFORT  

7146623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7146623 NON-EXPEDITED N OT US-
BAYER-200935206NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 612 DAY BAYER

7148433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7148433 NON-EXPEDITED Y OT US-
BAYER-200935209NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 245 DAY BAYER

7267244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7267244 NON-EXPEDITED N OT US-
BAYER-201012325NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAIN  
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Detailed Report
7287627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287627 NON-EXPEDITED N OT US-
BAYER-201013893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7287633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287633 NON-EXPEDITED Y OT US-
BAYER-201014336NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE Unit dose: 52 MG 5 YR BAYER

MIRENA S INTRAUTERINE Unit dose: 52 MG 29 DAY BAYER

7287634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287634 NON-EXPEDITED N OT US-
BAYER-201014372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7287637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287637 EXPEDITED (15-DAY) N OT US-
BAYER-201014087NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DIZZINESS  
FEELING ABNORMAL  
HEART RATE INCREASED  
INSOMNIA  
PALPITATIONS  
PANIC ATTACK  
TREMOR  
WEIGHT INCREASED  

7287644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287644 NON-EXPEDITED N OT US-
BAYER-201014140NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
WEIGHT INCREASED  

7287648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 7287648 NON-EXPEDITED Y US-
BAYER-201011638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER
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Detailed Report
7240334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7240334 NON-EXPEDITED Y OT US-
BAYER-201010097NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION THREATENED MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

2 DAY BAYER

Device dislocation  
Maternal exposure during pregnancy  

7251453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7251453 NON-EXPEDITED Y OT US-
BAYER-201011327NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
POST PROCEDURAL DISCOMFORT  
VAGINAL HAEMORRHAGE  

7260829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7260829 NON-EXPEDITED N OT US-
BAYER-201011816NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 47 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7285134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7285134 NON-EXPEDITED N OT US-
BAYER-201013751NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
1887 DAY BAYER

7289737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7289737 NON-EXPEDITED Y US-
BAYER-201013793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7289738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7289738 NON-EXPEDITED N US-
BAYER-201013530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  

7299284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299284 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S CONTINUOUS

REPLACEMENT
 BAYER

FLUSHING  
HOT FLUSH  
MOOD SWINGS  
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Detailed Report
7299408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299408 DIRECT DS,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S  BAYER
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH IMPLANT CONTRACEPTIVE  

7299450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299450 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  

7299688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299688 DIRECT N HO,DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S  
DEVICE DISLOCATION  
DYSMENORRHOEA  
MENORRHAGIA  
UTERINE PERFORATION  
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Detailed Report
7299690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299690 DIRECT OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 ACTIVE PILL PER

DAY PO
 BARR

BACK PAIN  
CHEST DISCOMFORT  
DIZZINESS  
DYSPNOEA  
EMOTIONAL DISORDER  
FATIGUE  
FEAR  
IRRITABILITY  
METRORRHAGIA  
VERTIGO  

7299942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2010 7299942 DIRECT N OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
DEPRESSION  
WEIGHT INCREASED  

7283717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2010 7283717 EXPEDITED (15-DAY) N OT US-
BAYER-201013663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DIABETES MELLITUS  
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Detailed Report
7291945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2010 7291945 EXPEDITED (15-DAY) N OT US-TEVA-194212USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7212565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7212565 EXPEDITED (15-DAY) Y HO GB-
BAYER-200941264GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 5 YR BAYER
DEVICE BREAKAGE  
SYNCOPE  

7226494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7226494 EXPEDITED (15-DAY) N DS,OT DE-
BAYER-200942960GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CATARACT MIRENA S INTRAUTERINE 1 YR BAYER
VISUAL IMPAIRMENT CORTISONE S  
MIGRAINE  

7259272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7259272 NON-EXPEDITED N HO,OT US-
BAYER-201012210NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 186 DAY BAYER
Medical device complication  
PELVIC PAIN  
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Detailed Report
7276665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7276665 NON-EXPEDITED N OT US-
BAYER-201013234NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

Device dislocation  
POST PROCEDURAL HAEMORRHAGE  

7285141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7285141 EXPEDITED (15-DAY) N OT TR-
BAYER-201015457GPV

35 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENITAL MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  
ERYTHEMA  
PALPITATIONS  
PRURITUS GENERALISED  
VOMITING  

7289740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7289740 EXPEDITED (15-DAY) N OT DE-
BAYER-200919288GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
UTERINE HAEMATOMA  
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Detailed Report
7289743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7289743 NON-EXPEDITED N OT US-
BAYER-201014050NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
30 MTH BAYER

Device dislocation  

7291922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7291922 EXPEDITED (15-DAY) Y OT SE-
BAYER-200942265GPV

40 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION MISSED  
UTERINE HAEMATOMA  

7293931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7293931 NON-EXPEDITED N OT US-
BAYER-201014351NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
MUSCLE SPASMS  
PROCEDURAL PAIN  
WEIGHT INCREASED  

7293943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7293943 NON-EXPEDITED N OT US-
BAYER-201014456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENORRHAGIA  
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Detailed Report
7293946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7293946 NON-EXPEDITED Y OT US-
BAYER-201014454NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
9 MTH BAYER

7293979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7293979 NON-EXPEDITED N OT US-
BAYER-201014362NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

ABDOMINAL PAIN  

7294444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7294444 EXPEDITED (15-DAY) Y OT AU-
BAYER-201016128GPV

36 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 43 DAY BAYER
Device expulsion  
VAGINAL HAEMORRHAGE  

7303568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7303568 DIRECT Y HO,DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
7303583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2010 7303583 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S  BAYER
DIZZINESS  
ECONOMIC PROBLEM  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
IMPATIENCE  
IRRITABILITY  
MOOD SWINGS  
NAUSEA  

7248185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7248185 NON-EXPEDITED N OT US-
BAYER-201011258NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

1832 DAY BAYER

7252461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7252461 NON-EXPEDITED N OT US-
BAYER-201011589NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 168 DAY BAYER

MIRENA S INTRAUTERINE 192 DAY BAYER
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7259297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7259297 NON-EXPEDITED N OT US-
BAYER-201011881NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE CONTINUOUS 1303 DAY BAYER
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  
PAIN  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7260820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7260820 EXPEDITED (15-DAY) Y OT US-
BAYER-201011903NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ATENOLOL C UNKNOWN DOSAGE  
CLONAZEPAM C ORAL  
MAXALT C ORAL  
HYDROCODONE C ORAL  
KETORALC C  
PROMETHAZINE
HYDROCHLORIDE

C ORAL  

ALEVE C ORAL  

7295511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295511 EXPEDITED (15-DAY) N OT US-
BAYER-201014457NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7295512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295512 NON-EXPEDITED N OT US-
BAYER-201014494NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7295513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295513 NON-EXPEDITED N OT US-
BAYER-201014814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

Medical device complication  

7295523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295523 NON-EXPEDITED Y HO,OT US-
BAYER-201014648NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE MIRENA INSERTION

WAS 6 WEEKS
POSTPARTUM.

7 MTH BAYER

ABDOMINAL PAIN  
COITAL BLEEDING  
NAUSEA  
OVARIAN CYST  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
VOMITING  
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Detailed Report
7295525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295525 NON-EXPEDITED N HO US-
BAYER-201014396NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7295526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295526 EXPEDITED (15-DAY) N OT US-
BAYER-201014507NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
ARTHRALGIA  
BLADDER PROLAPSE  
HAEMORRHOIDS  
MENORRHAGIA  
URINARY INCONTINENCE  
VAGINAL PROLAPSE  

7295529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295529 EXPEDITED (15-DAY) Y OT US-
BAYER-201014458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7295532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295532 EXPEDITED (15-DAY) N HO,LT,OT US-
BAYER-201014453NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC ARREST MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7295533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295533 EXPEDITED (15-DAY) N OT NL-
BAYER-201016049GPV

27 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HERPES MIRENA S INTRAUTERINE 5 YR BAYER
ACNE  
AFFECT LABILITY  
ALOPECIA  
FATIGUE  
HEADACHE  
LOSS OF LIBIDO  
MYALGIA  
SKIN IRRITATION  

7295535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295535 NON-EXPEDITED Y OT US-
BAYER-201014539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 MTH BAYER

PROCEDURAL PAIN  

7295536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295536 NON-EXPEDITED Y OT US-
BAYER-201014866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7295541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7295541 NON-EXPEDITED N US-
BAYER-201014143NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

POST PROCEDURAL HAEMORRHAGE TESSALON C UNKNOWN  
VAGINAL HAEMORRHAGE SYNTHROID C UNKNOWN  
OLIGOMENORRHOEA ZYRTEC C UNKNOWN  
CERVICITIS HUMAN PAPILLOMA VIRUS MUCINEX C UNKNOWN  
SMEAR CERVIX ABNORMAL BENTYL C UNKNOWN  
PELVIC PAIN TRAZODONE HYDROCHLORIDE C UNKNOWN  
Medical device complication PHENERGAN C UNKNOWN  

KLONOPIN C UNKNOWN  
CELECOXIB C UNKNOWN  
NAPROSYN C UNKNOWN  

7296531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2010 7296531 NON-EXPEDITED N A0784930A 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA LAMICTAL S ORAL  GLAXOSMITHKLINE
WEIGHT INCREASED TRIVORA S ORAL 1TAB Per day  
FLUID RETENTION  
OEDEMA PERIPHERAL  
SENSATION OF HEAVINESS  
WEIGHT FLUCTUATION  
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Detailed Report
6916648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2010 6916648 EXPEDITED (15-DAY) N OT US-
BAYER-200912150NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ADNEXA UTERI PAIN  
BACK PAIN  
DEFAECATION URGENCY  
DEVICE DISLOCATION  
MENSTRUATION IRREGULAR  
NAUSEA  
OVARIAN CYST  
RENAL FUSION ANOMALY  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7299858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2010 7299858 EXPEDITED (15-DAY) N OT US-TEVA-225568USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7300190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2010 7300190 NON-EXPEDITED N US-
BAYER-201014503NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST MASS  

7300649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2010 7300649 NON-EXPEDITED Y OT US-
BAYER-201014902NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
160 DAY BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  

7306175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2010 7306175 DIRECT Y OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  

7299854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2010 7299854 NON-EXPEDITED Y US-
BAYER-201012494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7307568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2010 7307568 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER
ABDOMINAL PAIN UPPER  
ACNE  
ALOPECIA  
ANGER  
ANXIETY  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
HUNGER  
HYPOAESTHESIA  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MUSCLE SPASMS  
PAIN IN EXTREMITY  

7309204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2010 7309204 DIRECT Y OT,RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  
IMPAIRED WORK ABILITY  
INSOMNIA  
MALAISE  
SENSATION OF FOREIGN BODY  
SENSORY DISTURBANCE  
VENTRICULAR EXTRASYSTOLES  
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Detailed Report
7310585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2010 7310585 DIRECT N HO,DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  BAYER
DEVICE DISLOCATION  
HAEMORRHAGE  
SMEAR CERVIX ABNORMAL  

7312161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2010 7312161 DIRECT N LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ABDOMINAL DISTENSION  
ACNE  
DEEP VEIN THROMBOSIS  
MUSCLE SPASMS  
PRODUCT QUALITY ISSUE  
WEIGHT INCREASED  

6514883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6514883 NON-EXPEDITED Y US-
BAYER-200716979NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

6649371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6649371 NON-EXPEDITED N US-
BAYER-200821987NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER
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Detailed Report
6698392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6698392 NON-EXPEDITED N US-
BAYER-200820219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 29 DAY BAYER

6725542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6725542 NON-EXPEDITED N US-
BAYER-200827137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  BAYER

6737023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6737023 NON-EXPEDITED Y US-
BAYER-200825346NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S TRANSAMMMARY  BAYER

6737057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6737057 NON-EXPEDITED Y US-
BAYER-200823472NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S  BAYER

6738054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6738054 NON-EXPEDITED N US-
BAYER-200825732NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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Detailed Report
6746128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6746128 NON-EXPEDITED N US-
BAYER-200826438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
BRAIN

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6750106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6750106 NON-EXPEDITED N US-
BAYER-200832663NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

PROCEDURAL COMPLICATION  

6754876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6754876 NON-EXPEDITED N US-
BAYER-200831085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6758828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6758828 NON-EXPEDITED N US-
BAYER-200831076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6762419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6762419 NON-EXPEDITED N US-
BAYER-200831576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
6766738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6766738 NON-EXPEDITED Y US-
BAYER-200829645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE 20 UG\ DAYS

CONTINUOUS
 BAYER

6781978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6781978 NON-EXPEDITED Y US-
BAYER-200834855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6789120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6789120 NON-EXPEDITED N US-
BAYER-200831491NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6789903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6789903 NON-EXPEDITED Y US-
BAYER-200833617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6792231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6792231 NON-EXPEDITED N US-
BAYER-200834057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE THIS MIRENA WAS

NEVER PLACED IN
PATIENT

 BAYER

6794429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6794429 NON-EXPEDITED Y US-
BAYER-200834260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6794461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6794461 NON-EXPEDITED Y US-
BAYER-200834536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6820570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6820570 NON-EXPEDITED Y US-
BAYER-200837353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

6820582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6820582 NON-EXPEDITED N US-
BAYER-200838830NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6838976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6838976 NON-EXPEDITED N US-
BAYER-200838807NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6866946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6866946 NON-EXPEDITED N US-
BAYER-200841265NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6946724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6946724 EXPEDITED (15-DAY) Y GB-
BAYER-200910749BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA MOUTH MIRENA S SUBCUTANEOUS 1 DAY BAYER

6958688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 6958688 EXPEDITED (15-DAY) N FR-
BAYER-200917400GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7156274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7156274 NON-EXPEDITED N US-
BAYER-200933617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ARTHRALGIA  
BACK PAIN  
BREAST MASS  
FATIGUE  
HYPERTRICHOSIS  
HYPOAESTHESIA  
NAUSEA  
PAIN IN EXTREMITY  
SENSATION OF HEAVINESS  
WEIGHT INCREASED  

7240381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7240381 NON-EXPEDITED N US-
BAYER-200941890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN  

7249092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7249092 NON-EXPEDITED N US-
BAYER-201011300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7255106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7255106 NON-EXPEDITED N US-
BAYER-200942764NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7276649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7276649 NON-EXPEDITED N US-
BAYER-201012587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7306300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7306300 EXPEDITED (15-DAY) N OT CA-TEVA-226225USA 35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
DRUG INEFFECTIVE  
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7306520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7306520 EXPEDITED (15-DAY) N OT US-
BAYER-201014769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER

Page: 3,921 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7306548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7306548 NON-EXPEDITED N OT US-
BAYER-201014870NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 DAY BAYER

PELVIC PAIN  

7310598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7310598 DIRECT Y OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S  BAYER

7310620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7310620 DIRECT N OT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INSERTED MARCH

2009
 

ABDOMINAL DISTENSION  
BACK PAIN  
COITAL BLEEDING  
CYSTITIS  
DIZZINESS  
DYSPAREUNIA  
FATIGUE  
FUNGAL INFECTION  
HAEMORRHAGE  
HEADACHE  
NAUSEA  
NIGHT SWEATS  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7317539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2010 7317539 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S  

6726856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6726856 NON-EXPEDITED Y US-
BAYER-200830410NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

6740681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6740681 EXPEDITED (15-DAY) N US-
BAYER-200831662NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
CEREBRAL THROMBOSIS  
LIFE SUPPORT  

6754870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6754870 NON-EXPEDITED N US-
BAYER-200831258NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SENSORY LOSS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6788905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6788905 NON-EXPEDITED Y US-
BAYER-200835124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Haemorrhage in pregnancy  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

6795380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6795380 NON-EXPEDITED N US-
BAYER-200836168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6795381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6795381 NON-EXPEDITED N US-
BAYER-200836167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6838905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6838905 NON-EXPEDITED N US-
BAYER-200839930NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS 1069 DAY BAYER
ABDOMINAL PAIN WELLBUTRIN C  

LEVOXYL C  
CELEXA C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6838909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6838909 NON-EXPEDITED Y US-
BAYER-200839931NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 107 DAY BAYER
Medical device complication  

6867994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6867994 NON-EXPEDITED N US-
BAYER-200841316NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
NO ADVERSE EVENT  

6900249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6900249 NON-EXPEDITED Y US-
BAYER-200912004NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

6905777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6905777 NON-EXPEDITED N US-
BAYER-200912353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6933572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6933572 EXPEDITED (15-DAY) Y CA-
BAYER-200914921NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6957608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6957608 NON-EXPEDITED Y US-
BAYER-200915927NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6963540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6963540 NON-EXPEDITED N US-
BAYER-200917561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE RUPTURE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6973583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6973583 NON-EXPEDITED N US-
BAYER-200918138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS PARAGARD T380A S  
AMENORRHOEA  

6977079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6977079 NON-EXPEDITED N US-
BAYER-200918701NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1076 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6977080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6977080 NON-EXPEDITED Y US-
BAYER-200918675NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6978366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6978366 EXPEDITED (15-DAY) N US-
BAYER-200918884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ANXIETY  
BLINDNESS  
FEAR  
INJURY  
PAIN  
UNEVALUABLE EVENT  

6986589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6986589 NON-EXPEDITED N US-
BAYER-200919334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6988726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6988726 EXPEDITED (15-DAY) N US-
BAYER-200919633NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUE 1 YR BAYER
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Detailed Report
6996651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 6996651 NON-EXPEDITED N US-
BAYER-200919765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7010808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7010808 EXPEDITED (15-DAY) N US-
BAYER-200922218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKOCYTOCLASTIC VASCULITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7010978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7010978 NON-EXPEDITED N US-
BAYER-200919486NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7015907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7015907 NON-EXPEDITED N US-
BAYER-200920942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial test positive MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7036849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7036849 EXPEDITED (15-DAY) N FR-
BAYER-200923891GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7041276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7041276 NON-EXPEDITED N US-
BAYER-200925290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  

7041277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7041277 EXPEDITED (15-DAY) Y DE-
BAYER-200924252GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 47 MTH BAYER
ALCOHOL INTOLERANCE  
BACK PAIN  
CARDIAC FLUTTER  
CHILLS  
DEPRESSION  
DIZZINESS  
EXERCISE TOLERANCE DECREASED  
FATIGUE  
LISTLESS  
PAIN IN EXTREMITY  
RESTLESSNESS  
SENSATION OF FOREIGN BODY  

7053571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7053571 EXPEDITED (15-DAY) Y US-
BAYER-200925790NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISABILITY MIRENA S INTRAUTERINE  BAYER
INJURY  
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Detailed Report
7059424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7059424 NON-EXPEDITED N US-
BAYER-200927476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE As used: 20 µG  BAYER

7102145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7102145 NON-EXPEDITED N US-
BAYER-200930104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCAR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

PROCEDURAL PAIN  
UTERINE PAIN  

7104148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7104148 NON-EXPEDITED Y US-
BAYER-200929003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7113675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7113675 NON-EXPEDITED N US-
BAYER-200911718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS

(UNABLE TO INSERT
AND DISGARDED)

 BAYER

MIRENA S INTRAUTERINE CONTINUOUS
(INSERTED IN
SURGERY)

 BAYER
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Detailed Report
7116007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7116007 NON-EXPEDITED N US-
BAYER-200932933NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER

PARAGARD T380A S  

7125796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7125796 NON-EXPEDITED Y US-
BAYER-200916172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS - NEVER

INSERTED IN PATIENT
- STRINGS WERE
BROKEN WHEN
TAKEN OUT OF BOX

 BAYER

7160611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7160611 NON-EXPEDITED N US-
BAYER-200934172NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS 21 DAY BAYER

7182874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7182874 NON-EXPEDITED Y US-
BAYER-200940254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7190985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7190985 NON-EXPEDITED N US-
BAYER-200937845NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7255158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2010 7255158 NON-EXPEDITED N US-
BAYER-201011501NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7116006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7116006 EXPEDITED (15-DAY) N HO BE-
BAYER-200931714GPV

41 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 492 DAY BAYER

7182863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7182863 NON-EXPEDITED N HO,OT US-
BAYER-200939319NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7266696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7266696 NON-EXPEDITED Y OT US-
BAYER-201012160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  

7269393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7269393 NON-EXPEDITED N OT US-
BAYER-201012592NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA ZOLOFT C ORAL  
ABDOMINAL PAIN  
DEPRESSED MOOD  
HEADACHE  
NAUSEA  

7273725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7273725 NON-EXPEDITED Y OT US-
BAYER-201013055NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
430 DAY BAYER

Page: 3,933 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7306526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7306526 NON-EXPEDITED N OT US-
BAYER-201014717NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DYSMENORRHOEA  
POLYMENORRHOEA  
UTERINE PERFORATION  

7306554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7306554 NON-EXPEDITED Y OT US-
BAYER-201014874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

7307896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7307896 NON-EXPEDITED N OT US-
BAYER-201015049NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

BLOOD CHOLESTEROL DECREASED MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

DIZZINESS  

7307898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7307898 NON-EXPEDITED N OT US-
BAYER-201015102NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7307899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7307899 NON-EXPEDITED N OT US-
BAYER-201015178NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 MTH BAYER

PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

VAGINAL HAEMORRHAGE  

7307905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7307905 NON-EXPEDITED N OT US-
BAYER-201015341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

7307906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7307906 EXPEDITED (15-DAY) N OT US-
BAYER-201015110NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST ENLARGEMENT  
DIZZINESS  
LOSS OF LIBIDO  
NO THERAPEUTIC RESPONSE  
WEIGHT INCREASED  

Page: 3,935 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7308108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7308108 EXPEDITED (15-DAY) N OT HR-
BAYER-201015879GPV

Female HRV

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE 7 MTH BAYER
RASH  
URTICARIA  

7314279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7314279 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  
ABDOMINAL DISCOMFORT  
ACNE  
ADNEXA UTERI PAIN  
ALOPECIA  
AMNESIA  
ANXIETY  
CHEST DISCOMFORT  
CHEST PAIN  
DEPRESSION  
DYSPNOEA  
FEELING ABNORMAL  
HEADACHE  
HYPOAESTHESIA  
MOOD ALTERED  
PAIN  
VISION BLURRED  
WEIGHT INCREASED  
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Detailed Report
7314286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7314286 DIRECT Y DS,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE 1 INTRA-UTERINE  

7314344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2010 7314344 DIRECT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  
METRORRHAGIA  

6731644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 6731644 EXPEDITED (15-DAY) N HO,DS,LT GB-
BAYER-200812183BNE

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL PAIN  
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

 

BODY TEMPERATURE INCREASED  
C-REACTIVE PROTEIN INCREASED  
HAEMOGLOBIN DECREASED  
HYPOTENSION  
Infectious peritonitis  
MUSCLE SPASMS  
PAIN  
PURULENT DISCHARGE  
SEPSIS  
STREPTOCOCCAL SEPSIS  
TACHYCARDIA  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
7226492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7226492 EXPEDITED (15-DAY) N OT US-
BAYER-200942858NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication INSULIN NOS C  
ANXIETY EFFEXOR C  
DEPRESSION  
Device expulsion  
WEIGHT INCREASED  

7226493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7226493 NON-EXPEDITED N OT US-
BAYER-200943168NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S INTRAUTERINE 3 YR BAYER
ABORTION MISSED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7248193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7248193 NON-EXPEDITED N US-
BAYER-201010925NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 288 DAY BAYER
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7267243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7267243 NON-EXPEDITED N OT US-
BAYER-201012175NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL PAIN LOWER  
LOSS OF CONSCIOUSNESS  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7272724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7272724 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-201010988LA

32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS,
MIRENA WAS
INSERTED 14 DAYS
AFTER
MENSTRUATION

23 DAY BAYER

ABDOMINAL PAIN  
ANAEMIA  
Device expulsion  
PYREXIA  
SYNCOPE  

7306521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7306521 NON-EXPEDITED Y OT US-
BAYER-201014718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7306536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7306536 NON-EXPEDITED N OT US-
BAYER-201014685NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7306540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7306540 NON-EXPEDITED N HO,OT US-
BAYER-201014691NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE REMOVED BY

LAPAROSCOPIC
SURGERY

10 MTH BAYER

Device dislocation  
DYSMENORRHOEA  
MENORRHAGIA  
WEIGHT DECREASED  

7306582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7306582 EXPEDITED (15-DAY) N OT PL-
BAYER-201017219GPV

Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE  BAYER
MUSCLE SPASMS  
SYNCOPE  
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Detailed Report
7307723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7307723 EXPEDITED (15-DAY) N OT US-
BAYER-201015540NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 1 DAY BAYER
SYNCOPE MIRENA S INTRAUTERINE 1 DAY BAYER
LOSS OF CONSCIOUSNESS  

7307724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7307724 NON-EXPEDITED N OT US-
BAYER-201015016NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
38 DAY BAYER

7307727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7307727 NON-EXPEDITED N OT US-
BAYER-201015014NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

7307926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7307926 EXPEDITED (15-DAY) N OT FR-
BAYER-200910552GPV

46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE  BAYER
FATIGUE  
INNER EAR DISORDER  
SLEEP DISORDER  
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Detailed Report
7309033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7309033 NON-EXPEDITED N OT US-
BAYER-201015403NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
0 DAY BAYER

PROCEDURAL PAIN  

7309040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7309040 NON-EXPEDITED Y OT US-
BAYER-201015129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

DYSMENORRHOEA  
PAIN  

7309048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2010 7309048 NON-EXPEDITED Y OT US-
BAYER-201015381NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
Device dislocation  

6779673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 6779673 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200834546NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE DAILY CONTINUOUS 8 WEEK BAYER

ZOLOFT C  
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Detailed Report
7151041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7151041 NON-EXPEDITED Y OT US-
BAYER-200935678NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 707 DAY BAYER
VAGINAL HAEMORRHAGE  

7165327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7165327 NON-EXPEDITED N HO,OT US-
BAYER-200937298NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE As used: 20 µG 21 DAY BAYER

7206375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7206375 EXPEDITED (15-DAY) N OT BR-
BAYER-200924940LA

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BREAST PAIN DEXPANTHENOL C TOPICAL  
ABDOMINAL PAIN  
BACK PAIN  
HEADACHE  
HOMICIDAL IDEATION  
IRRITABILITY  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
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Detailed Report
7244270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7244270 NON-EXPEDITED N OT US-
BAYER-201010483NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 144 DAY BAYER
ABDOMINAL PAIN LOWER  
Medical device complication  

7276660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7276660 NON-EXPEDITED Y OT US-
BAYER-201013119NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
28 DAY BAYER

VAGINAL HAEMORRHAGE  

7278544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7278544 NON-EXPEDITED Y OT US-
BAYER-201013373NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
58 DAY BAYER

7295510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7295510 NON-EXPEDITED Y OT US-
BAYER-201014489NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
37 DAY BAYER

ABDOMINAL PAIN  
URINARY TRACT INFECTION  
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Detailed Report
7295528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7295528 NON-EXPEDITED N OT US-
BAYER-201014345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7311109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7311109 EXPEDITED (15-DAY) Y OT AR-
BAYER-201011997LA

31 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BRAIN STEM STROKE  

7311111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7311111 NON-EXPEDITED N US-
BAYER-201014552NA

66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE FLUCTUATION MIRENA S INTRAUTERINE  BAYER
WEIGHT INCREASED PROVERA C UNKNOWN  
VAGINAL HAEMORRHAGE  

7311125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7311125 NON-EXPEDITED N OT US-
BAYER-201015412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
40 DAY BAYER

Device dislocation  
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Detailed Report
7311126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7311126 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201015390NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PAIN  

7311127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7311127 EXPEDITED (15-DAY) N OT US-
BAYER-201015146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
7 MTH BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
ANGER  
ARTHRALGIA  
BREAST PAIN  
DEPRESSED MOOD  
EMOTIONAL DISORDER  
FATIGUE  
MOOD ALTERED  
MUSCULOSKELETAL STIFFNESS  
THINKING ABNORMAL  

7319317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7319317 DIRECT OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  
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Detailed Report
7319320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2010 7319320 DIRECT Y OT,RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  
INSOMNIA  
MALAISE  
VENTRICULAR EXTRASYSTOLES  

7166501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7166501 EXPEDITED (15-DAY) Y OT CA-
BAYER-200937484NA

40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE U 69 DAY BAYER
BLOOD PRESSURE INCREASED  
BLOOD PRESSURE SYSTOLIC INCREASED  
CARDIAC MURMUR  
COMPLICATION OF DEVICE REMOVAL  
CONDITION AGGRAVATED  
FATIGUE  
HAEMOGLOBIN DECREASED  
HEADACHE  
MIGRAINE  
PAIN IN JAW  
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Detailed Report
7173546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7173546 EXPEDITED (15-DAY) N OT US-
BAYER-200938148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NARCOLEPSY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSPAREUNIA PROZAC C  
FATIGUE TOPAMAX C  
MOOD ALTERED PROVIGIL C  
HEADACHE  
NAUSEA  
PROCEDURAL PAIN  

7228750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7228750 NON-EXPEDITED N OT US-
BAYER-200942903NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Device dislocation  
PAIN  

7260854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7260854 NON-EXPEDITED N US-
BAYER-201012296NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7314560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314560 EXPEDITED (15-DAY) N OT US-
BAYER-201015175NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VASCULITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
ARTHRALGIA  
DIZZINESS  
DYSMENORRHOEA  
MIGRAINE WITH AURA  
NAUSEA  

7314564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314564 EXPEDITED (15-DAY) N OT US-
BAYER-201015386NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENORRHAGIA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
POLYMENORRHOEA  

7314566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314566 EXPEDITED (15-DAY) N OT US-
BAYER-201015635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7314569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314569 NON-EXPEDITED Y US-
BAYER-200944042NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

521 DAY BAYER

NAUSEA ADIPEX-P C UNKNOWN  
VAGINAL HAEMORRHAGE  
VOMITING  

7314570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314570 NON-EXPEDITED N OT US-
BAYER-201015520NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HEADACHE  
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Detailed Report
7314583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314583 NON-EXPEDITED N OT US-
BAYER-201015703NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 4 MTH BAYER
ACNE  
ANGER  
CRYING  
DEPRESSION  
FEELING ABNORMAL  
INSOMNIA  
LOSS OF LIBIDO  
MOOD SWINGS  
MUSCULAR WEAKNESS  
NIGHT SWEATS  
SEXUAL AVERSION DISORDER  
WEIGHT INCREASED  

7314589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2010 7314589 EXPEDITED (15-DAY) Y OT US-
BAYER-201015623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

OSTEOCHONDROSIS  
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Detailed Report
7276680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7276680 NON-EXPEDITED N OT US-
BAYER-201013374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Device expulsion  

7279514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7279514 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201013568NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FERQUENCE:

CONTINUOUS
31 MTH BAYER

ABASIA  
ABDOMINAL PAIN LOWER  
CAESAREAN SECTION  
ECTOPIC PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE PERFORATION  

7287631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7287631 NON-EXPEDITED N HO,OT US-
BAYER-201014361NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
88 DAY BAYER
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Detailed Report
7287632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7287632 EXPEDITED (15-DAY) Y OT DK-
BAYER-201015476GPV

51 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 16 DAY BAYER
BLOOD PRESSURE INCREASED  
RASH MACULAR  

7317552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7317552 NON-EXPEDITED N OT US-
BAYER-201015475NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE (INSERTED ON 2005

OR 2006)
 BAYER

Device expulsion MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
MEDICAL DEVICE DISCOMFORT  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7317683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7317683 NON-EXPEDITED N HO,OT US-
BAYER-201015485NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 YR BAYER

ABDOMINAL PAIN UPPER  
DYSPAREUNIA  
OVARIAN CYST  
UTERINE CYST  
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Detailed Report
7317685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7317685 NON-EXPEDITED N OT US-
BAYER-201016128NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
34 DAY BAYER

PAIN  

7321515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7321515 DIRECT Y DS,OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
IRRITABILITY  
MOOD SWINGS  
WEIGHT INCREASED  

7322223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7322223 DIRECT N HO,OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
FATIGUE  
HEADACHE  
IRRITABILITY  
MIDDLE INSOMNIA  
WEIGHT INCREASED  

7323389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2010 7323389 DIRECT Y OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S  
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Detailed Report
7223001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7223001 NON-EXPEDITED N US-
BAYER-200939903NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GENITAL DISCHARGE UNSPECIFIED INGREDIENT S  
HUNGER  
WEIGHT INCREASED  

7244271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7244271 NON-EXPEDITED N HO US-
BAYER-201010510NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE BREAKAGE  
GENITAL INFECTION FUNGAL  
MALAISE  
Medical device complication  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

7256533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7256533 NON-EXPEDITED Y OT US-
BAYER-201011699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUEBCY:

CONTINUOUS
 BAYER

PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7273731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7273731 EXPEDITED (15-DAY) N OT US-
BAYER-201012594NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE YAZ S ORAL  BAYER
ABORTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7285123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7285123 NON-EXPEDITED Y OT US-
BAYER-201013668NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ECTOPIC PREGNANCY  
MUSCULOSKELETAL PAIN  
PAIN  

7311110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7311110 EXPEDITED (15-DAY) N DS BR-
BAYER-201012012LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSSTASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEPRESSED MOOD  
FLUID RETENTION  
HORMONE LEVEL ABNORMAL  
OVARIAN CYST  
PAIN IN EXTREMITY  
SWELLING  
UTERINE ENLARGEMENT  
WEIGHT INCREASED  
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Detailed Report
7319453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7319453 NON-EXPEDITED Y OT US-
BAYER-201016146NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 96 DAY BAYER

7319456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7319456 NON-EXPEDITED N OT US-
BAYER-201015682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7319474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7319474 NON-EXPEDITED N US-
BAYER-201015955NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
FATIGUE  
HYPOMENORRHOEA  
PELVIC PAIN  
SOMNOLENCE  
VAGINAL DISCHARGE  

7319475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7319475 NON-EXPEDITED N US-
BAYER-201016149NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 2007 OR 2008.  BAYER
PAIN MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7325064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2010 7325064 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
DEVICE DISLOCATION  

7287626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7287626 EXPEDITED (15-DAY) N OT US-
BAYER-201013949NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC MASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

JAUNDICE ULTRAVIST C UNKNOWN UNIT DOSE: 100 CC  

7306534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7306534 EXPEDITED (15-DAY) N OT US-
BAYER-201014678NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 YR BAYER

ABDOMINAL PAIN TAMOXIFEN CITRATE C  
AFFECT LABILITY  
BACK PAIN  
CRYING  
FATIGUE  
HEADACHE  
LYMPHADENOPATHY  
MIGRAINE  
MOOD SWINGS  
OEDEMA PERIPHERAL  
POSTPARTUM DEPRESSION  
VULVOVAGINAL PAIN  
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Detailed Report
7320991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7320991 NON-EXPEDITED N OT US-
BAYER-201016315NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 1 YR BAYER
ABDOMINAL PAIN  

7323733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7323733 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DEEP VEIN THROMBOSIS  
DEVICE DISLOCATION  
HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  

7323764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7323764 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE UNKNOWN ONCE

INTRA-UTERINE
 BAYER

ASTHENIA  
DYSPNOEA  
MEDICAL DEVICE COMPLICATION  

7323894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7323894 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
7325095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2010 7325095 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

7186971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7186971 NON-EXPEDITED Y OT US-
BAYER-200939624NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE MALFUNCTION YAZ C  
PELVIC PAIN  

7230618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7230618 NON-EXPEDITED N US-
BAYER-200943169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7238244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7238244 NON-EXPEDITED N US-
BAYER-200943897NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
MENORRHAGIA  
MENSTRUATION DELAYED  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7249101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7249101 NON-EXPEDITED N US-
BAYER-201011223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7250028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7250028 NON-EXPEDITED N US-
BAYER-201011490NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7251541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7251541 NON-EXPEDITED N US-
BAYER-201011763NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

Device expulsion  
VAGINAL HAEMORRHAGE  

7252483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7252483 NON-EXPEDITED Y US-
BAYER-201011794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY  

Page: 3,961 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7274949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7274949 NON-EXPEDITED Y US-
BAYER-201012710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 MTH BAYER

7278348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7278348 NON-EXPEDITED Y US-
BAYER-201013355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 222 DAY BAYER

7322292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7322292 NON-EXPEDITED N US-
BAYER-200943875NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7322575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7322575 NON-EXPEDITED Y OT US-
BAYER-201016565NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PROCEDURAL PAIN  
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Detailed Report
7322578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7322578 NON-EXPEDITED N US-
BAYER-201016139NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL HAEMORRHAGE  

7322579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7322579 NON-EXPEDITED N OT US-
BAYER-201016142NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
HEADACHE  
MENORRHAGIA  
MENSTRUAL DISORDER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL DISCHARGE  
VISION BLURRED  

7326550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7326550 DIRECT N HO,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASS SPRINTEC S 28 DAY REGIMEN 1

DAILY
 BARR

TRIPHASIL-21 S 28 DAY REGIMEN 1
DAILY
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Detailed Report
7326551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2010 7326551 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S IUD  
ABDOMINAL DISTENSION  
ARTHRALGIA  
BACK PAIN  
CONTUSION  
FATIGUE  
FLUID RETENTION  
IRRITABILITY  
MUSCLE SPASMS  
PARAESTHESIA  

6901568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 6901568 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200912091GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN OCCLUSION MIRENA S INTRAUTERINE  BAYER
BLINDNESS TRANSIENT  

7197727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7197727 EXPEDITED (15-DAY) OT TPH-00231 18 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

INJURY  
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Detailed Report
7274977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7274977 EXPEDITED (15-DAY) Y OT GB-
BAYER-201014427GPV

36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 1 YR BAYER
DYSPNOEA  
MALAISE  
PAIN IN EXTREMITY  
TACHYCARDIA  

7322576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7322576 EXPEDITED (15-DAY) Y OT GB-
BAYER-201018756GPV

42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE  BAYER
AMNESIA  
APATHY  
DISTURBANCE IN ATTENTION  
FEELING DRUNK  
HYPOREFLEXIA  
JUDGEMENT IMPAIRED  
MALAISE  
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Detailed Report
7323376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7323376 NON-EXPEDITED N OT US-
BAYER-201016413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
45 DAY BAYER

POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

2 YR BAYER

HYPOMENORRHOEA  
MENSTRUAL DISORDER  

7323380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7323380 NON-EXPEDITED N US-
BAYER-201011057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7324104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324104 NON-EXPEDITED Y OT US-
BAYER-201016585NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1 DAY BAYER

7324108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324108 EXPEDITED (15-DAY) N OT SE-
BAYER-201018663GPV

39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7324109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324109 EXPEDITED (15-DAY) N OT US-
BAYER-201015789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
1 MTH BAYER

CERVICAL DYSPLASIA  

7324182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324182 NON-EXPEDITED N OT US-
BAYER-201016498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
10 MTH BAYER

Device dislocation  

7324187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324187 NON-EXPEDITED N OT US-
BAYER-201016483NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Device dislocation  
POST PROCEDURAL HAEMORRHAGE  

7324189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324189 NON-EXPEDITED N OT US-
BAYER-201016486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7324190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324190 NON-EXPEDITED N OT US-
BAYER-201016466NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
12 MTH BAYER

AGGRESSION  
MANIA  
MIGRAINE  
PSYCHOTIC DISORDER  
WEIGHT INCREASED  

7324191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324191 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-201012272LA

< 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY LEVONORGESTREL S TRANSPLACENTAL  BAYER
DYSPNOEA  

7324195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7324195 NON-EXPEDITED N OT US-
BAYER-201016648NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 528 DAY BAYER

7341146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7341146 DIRECT N LT,CA,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7345657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2010 7345657 EXPEDITED (15-DAY) OT TPH-00173 28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 5 YR

DRUG INEFFECTIVE ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL  

ABORTION SPONTANEOUS  
INTENTIONAL DRUG MISUSE  
MENSTRUATION DELAYED  

7249096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7249096 NON-EXPEDITED N US-
BAYER-201011013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  

7325187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7325187 NON-EXPEDITED N OT US-
BAYER-201016728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
127 DAY BAYER
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Detailed Report
7325224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7325224 EXPEDITED (15-DAY) N HO NL-
BAYER-201018636GPV

35 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 519 DAY BAYER
ABDOMINAL PAIN LOWER  
BALANCE DISORDER  
BODY TEMPERATURE INCREASED  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DYSGEUSIA  
FATIGUE  
GASTROINTESTINAL PAIN  
MOOD ALTERED  
NAUSEA  
NIGHT SWEATS  
SENSORY DISTURBANCE  
VISUAL ACUITY REDUCED  
WEIGHT DECREASED  

7329097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7329097 DIRECT Y HO,LT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM PORTIA S ORAL 1 TAB DAILY PO, PTA

OR 11/27/09
 

7330553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7330553 DIRECT N 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER MIRENA S  
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Detailed Report
7331500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2010 7331500 DIRECT N HO,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 1 IUD DAILY ITRA-

UTERINE
 BAYER

BREAST TENDERNESS  
COMPLICATION OF DEVICE INSERTION  
DEPRESSION  
FATIGUE  
HEADACHE  
IRRITABILITY  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
NIGHT SWEATS  
OVARIAN CYST  
OVARIAN TORSION  
RESTLESS LEGS SYNDROME  
VOMITING  
WEIGHT INCREASED  

7326635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7326635 EXPEDITED (15-DAY) N OT CO-
BAYER-201012415LA

22 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
35 DAY BAYER

FALL  
LOSS OF CONSCIOUSNESS  
VISION BLURRED  
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Detailed Report
7333312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7333312 DIRECT N HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
DEVICE DISLOCATION  

7333380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7333380 DIRECT N 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE LEVONORGESTREL -

RELEASING INTRA
INTRA-UTERINE

 

JOINT CREPITATION  

7333408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7333408 DIRECT N 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 2 YR BAYER
DEVICE EXPULSION  
HEADACHE  

7334241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7334241 DIRECT Y 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY SAME

TIME ORAL
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Detailed Report
7334310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2010 7334310 DIRECT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ONE TAB DAILY PO  

MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY ON ORAL CONTRACEPTIVE  

7306947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2010 7306947 EXPEDITED (15-DAY) N OT US-
WATSON-2010-02143

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 Tablet, daily  WATSON

FOCAL NODULAR HYPERPLASIA TRIPHASIL-21 S ORAL 1 Tablet, daily  
HEPATIC STEATOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 Tablet, daily  

HEPATIC ADENOMA  
LIVER FUNCTION TEST ABNORMAL  

7332457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2010 7332457 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  
ANXIETY  
DIZZINESS  
HYPOAESTHESIA  
NAUSEA  
PAIN  
PARAESTHESIA  
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Detailed Report
7144546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7144546 EXPEDITED (15-DAY) N LT FR-
BAYER-200934106GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 1671 DAY BAYER
BREAST MASS  
PELVIC DISCOMFORT  
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Detailed Report
7174846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7174846 EXPEDITED (15-DAY) Y DE,OT CH-
ABBOTT-09P-151-06070
66-00

37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED DEPAKENE S  

FLUOXETINE S  
SEROQUEL S  
CLONAZEPAM S  
PRAMIPEXOLE
DIHYDROCHLORIDE

S  

ACETAMINOPHEN S  
ASPIRIN S  
MEFENAMIC ACID S  
ORLISTAT S  
SODIUM PICOSULFATE S  
HEMICELLULASE\PANCREATIN S  
LEVONORGESTREL S  
AMOXICILLIN S  
EXCEDRIN MIGRAINE S  
IRON C  
IRON C  
FERROUS CARBONATE
\MANGANESE SULFATE
\MOLYBDENUM SESQUIOXIDE
\SODIUM BORATE\ZINC SULFATE

C  
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Detailed Report
7243159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7243159 NON-EXPEDITED N US-
BAYER-201010313NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion VITAMINS C  
VAGINAL HAEMORRHAGE  

7260835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7260835 NON-EXPEDITED N OT US-
BAYER-201012141NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 9 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7329297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7329297 EXPEDITED (15-DAY) Y LT FR-
BAYER-201018934GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE 2078 DAY BAYER
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Detailed Report
7334607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7334607 EXPEDITED (15-DAY) Y 2009SP041779 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA IMPLANON S SUBCUTANEOUS 1 DF; SC, 1 DF:SC  
ANAPHYLACTIC SHOCK IMPLANON S  
ANAPHYLACTOID REACTION MIRENA S  
MEDICAL DEVICE COMPLICATION NYPNOVEL C  
DEVICE DISLOCATION SUFENTANYL C  

DIPRIVAN C  
TRACRIUM C  
EPHEDRINE C  
CEFAZOLIN C  

7335729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7335729 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  
DIZZINESS  
DYSPAREUNIA  
HAEMORRHAGE  
LOSS OF LIBIDO  
MUSCLE SPASMS  
NAUSEA  
VISION BLURRED  
VULVOVAGINAL DRYNESS  
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Detailed Report
7336264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7336264 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
ANXIETY  
BREAST PAIN  
LIBIDO DECREASED  
MOOD SWINGS  
OVARIAN CYST  
VAGINAL DISCHARGE  

7347480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2010 7347480 DIRECT N HO,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S 4 YR BAYER
ANXIETY  
CRYING  
FEAR  
PANIC ATTACK  
VIOLENCE-RELATED SYMPTOM  
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Detailed Report
7338696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2010 7338696 DIRECT N HO,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE MIRENA

INTRAUTERINE
 

DRUG PRESCRIBING ERROR  
EXPOSURE DURING BREAST FEEDING  
OVARIAN CYST  
PRODUCT LABEL ISSUE  
UTERINE HAEMORRHAGE  

7306929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2010 7306929 EXPEDITED (15-DAY) N HO US-
WATSON-2010-02141

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 Tablet, daily  WATSON

ATRIAL TACHYCARDIA  
BLOOD CALCIUM DECREASED  
BLOOD POTASSIUM DECREASED  
CARDIOMEGALY  
PALPITATIONS  
PNEUMONIA  
PULMONARY HYPERTENSION  

7329294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2010 7329294 EXPEDITED (15-DAY) N OT GB-
BAYER-201019085GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
ANXIETY SERTRALINE HYDROCHLORIDE C  
GASTROINTESTINAL PAIN  
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Detailed Report
7155121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7155121 NON-EXPEDITED N HO,OT US-
BAYER-200936285NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 20 MTH BAYER
ABDOMINAL PAIN LOWER  
DYSMENORRHOEA  
DYSPAREUNIA  
Product shape issue  
VAGINAL HAEMORRHAGE  

7189103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7189103 NON-EXPEDITED Y HO,OT US-
BAYER-200940323NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ABSCESS MIRENA S INTRAUTERINE  BAYER

AMOXICILLIN C  

7223965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7223965 EXPEDITED (15-DAY) Y OT CA-
BAYER-200942678NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
INTRAPARTUM HAEMORRHAGE  

7332717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7332717 NON-EXPEDITED Y OT US-
BAYER-201017220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7332722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7332722 NON-EXPEDITED N OT US-
BAYER-201016655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

OVARIAN CYST BIRTH CONTROL PILL C ORAL  
PAIN BIRTH CONTROL PILL C ORAL  
VAGINAL HAEMORRHAGE IRON C UNKNOWN  
Device dislocation  
UTERINE HAEMORRHAGE  

7332724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7332724 EXPEDITED (15-DAY) Y OT AU-
BAYER-201019245GPV

33 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEUROLOGICAL SYMPTOM MIRENA S INTRAUTERINE 27 MTH BAYER
ANXIETY  
BACK PAIN  
FEELING HOT  
HYPERVENTILATION  
HYPOAESTHESIA  
MUSCULAR WEAKNESS  
OVARIAN CYST  
PALPITATIONS  
PARAESTHESIA  
TREMOR  
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Detailed Report
7332725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7332725 EXPEDITED (15-DAY) Y OT CA-
BAYER-201016777NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
POLYCYSTIC OVARIES  

7334576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334576 NON-EXPEDITED N OT US-
BAYER-201016938NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  

7334579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334579 NON-EXPEDITED N OT US-
BAYER-201016856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER

7334584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334584 EXPEDITED (15-DAY) N OT US-
BAYER-201016901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7334589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334589 EXPEDITED (15-DAY) N OT US-
BAYER-201016896NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7334594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334594 NON-EXPEDITED N US-
BAYER-201015229NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
293 DAY BAYER

7334595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334595 NON-EXPEDITED N US-
BAYER-201011067NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

200 DAY BAYER

7334596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334596 NON-EXPEDITED N US-
BAYER-201015670NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
27 DAY BAYER
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Detailed Report
7334597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334597 NON-EXPEDITED N US-
BAYER-201011275NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
4 MTH BAYER

7334598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334598 NON-EXPEDITED N US-
BAYER-201010047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7334599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334599 NON-EXPEDITED Y US-
BAYER-201011036NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1 DAY BAYER

7334600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334600 NON-EXPEDITED N US-
BAYER-201010158NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7334602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334602 NON-EXPEDITED Y US-
BAYER-201015801NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 DAY BAYER

7334603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334603 NON-EXPEDITED N US-
BAYER-201015786NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 DAY BAYER

7334604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334604 NON-EXPEDITED N US-
BAYER-201015716NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
233 DAY BAYER

7334605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7334605 NON-EXPEDITED N US-
BAYER-201015788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7335468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7335468 EXPEDITED (15-DAY) Y OT US-
BAYER-201017126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN OCCLUSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7335469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7335469 EXPEDITED (15-DAY) N HO US-
BAYER-201017118NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
65 DAY BAYER

URTICARIA  

7341091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7341091 DIRECT N HO 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL 20MG 1/5YRS VAG  
BLOOD COUNT ABNORMAL  
CARDIO-RESPIRATORY ARREST  
DRUG ADMINISTRATION ERROR  
HAEMORRHAGE  
PULMONARY OEDEMA  
THROMBOSIS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7341800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2010 7341800 DIRECT N DS,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 MCG/DAY INTRA-

UTERINE
 

COMPLICATION OF DEVICE INSERTION  
MEDICAL DEVICE COMPLICATION  

7197993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7197993 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200940814GPV

46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER DISORDER MIRENA S INTRAUTERINE  BAYER
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE  BAYER

7228758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7228758 EXPEDITED (15-DAY) N OT US-
BAYER-200942835NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS  BAYER
UTERINE LEIOMYOMA  

7230588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7230588 NON-EXPEDITED Y US-
BAYER-200942755NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Device expulsion  
HAEMORRHAGIC OVARIAN CYST  
UTERINE LEIOMYOMA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7278375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7278375 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201013782NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
588 DAY BAYER

BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

 

CONVULSION  
HYPERTENSION  
SEPTIC SHOCK  

7283773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7283773 NON-EXPEDITED N OT US-
BAYER-201014005NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7300651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7300651 EXPEDITED (15-DAY) N OT US-
BAYER-201014575NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGO-OOPHORECTOMY BILATERAL CLIMARA PRO S NOT USING CLIMARA

AS IT DIDN'T STICK AT
ALL

25 YR BAYER

NO ADVERSE EVENT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7309029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7309029 NON-EXPEDITED N OT US-
BAYER-201015048NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS -
DIFFICULT IN
INSERTION DUE TO
TIGHT CERVIX CANAL

905 DAY BAYER

PAIN  

7332935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7332935 EXPEDITED (15-DAY) Y DS GB-
BAYER-201019663GPV

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  BAYER

7334587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7334587 NON-EXPEDITED N HO,OT US-
BAYER-201016940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7336191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336191 NON-EXPEDITED N HO,OT US-
BAYER-201017243NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST TENDERNESS  
CHOLELITHIASIS  
DEPRESSION  
VAGINAL HAEMORRHAGE  
VOMITING  
WEIGHT INCREASED  

7336196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336196 NON-EXPEDITED N OT US-
BAYER-201017424NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 MTH BAYER

7336198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336198 NON-EXPEDITED N OT US-
BAYER-201017610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7336200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336200 NON-EXPEDITED N OT US-
BAYER-201017298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

ABDOMINAL PAIN LOWER  

7336202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336202 EXPEDITED (15-DAY) N OT US-
BAYER-201017256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7336203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336203 NON-EXPEDITED Y OT US-
BAYER-201017432NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

Medical device complication  

7336207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336207 NON-EXPEDITED N HO,OT US-
BAYER-201017086NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
283 DAY BAYER

CHOLELITHIASIS  
UTERINE PERFORATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7336224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336224 NON-EXPEDITED Y OT US-
BAYER-201019496GPV

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE 4 MTH BAYER
PAIN  

7336225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336225 EXPEDITED (15-DAY) N OT DK-
BAYER-201019640GPV

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S INTRAUTERINE  BAYER

7336228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336228 NON-EXPEDITED Y OT US-
BAYER-201019513GPV

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE 3 MTH BAYER
ABDOMINAL PAIN LOWER  

7336229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336229 NON-EXPEDITED Y OT US-
BAYER-201019510GPV

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE 16 MTH BAYER
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7336238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336238 NON-EXPEDITED N US-
BAYER-201016611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
122 DAY BAYER

7336239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2010 7336239 NON-EXPEDITED Y US-
BAYER-201016650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7334578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7334578 EXPEDITED (15-DAY) N OT BR-
BAYER-201012490LA

25 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISTRESS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
567 DAY BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
AMENORRHOEA  
ASTHENIA  
BACK PAIN  
BLOOD PRESSURE DECREASED  
DEPRESSED MOOD  
DYSPAREUNIA  
IMMUNE SYSTEM DISORDER  
Medical device complication  
NERVOUSNESS  
PELVIC PAIN  
SYNCOPE  
UTERINE PAIN  
VAGINAL HAEMORRHAGE  

7336193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7336193 NON-EXPEDITED Y OT US-
BAYER-201017124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC INFLAMMATORY DISEASE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7338436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7338436 EXPEDITED (15-DAY) N OT US-
BAYER-201017673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7339081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7339081 NON-EXPEDITED N US-
BAYER-201017433NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
43 MTH BAYER

ABDOMINAL PAIN LOWER  
BACK PAIN  
NAUSEA  
VOMITING  

7339083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7339083 NON-EXPEDITED N US-
BAYER-201016897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

NAUSEA  
POST PROCEDURAL HAEMORRHAGE  

Page: 3,995 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7339994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7339994 EXPEDITED (15-DAY) Y CA IL-WATSON-2010-04038 Unknown ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART DISEASE CONGENITAL FLUOXETINE S TRANSPLACENTAL UNK  WATSON

CLONAZEPAM S TRANSPLACENTAL UNK  WATSON
ETHINYL ESTRADIOL
\LEVONORGESTREL

S TRANSPLACENTAL UNK  WATSON

ERYTHROMYCIN ESTOLATE S TRANSPLACENTAL UNK  WATSON
CARBAMAZEPINE C  

7341174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7341174 EXPEDITED (15-DAY) N OT US-
WATSON-2010-03213

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL 2 tablets 12 hours apart  WATSON
BACK PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
MENORRHAGIA  

7345236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7345236 DIRECT HO,LT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACUTE MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 20MCG/DAY Q 5

YEARS INTRA-
UTERINE

 

CORONARY ARTERY THROMBOSIS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7345575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2010 7345575 DIRECT N LT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISORIENTATION SEASONIQUE S ORAL 1 DAILY DAILY PO  
IMPAIRED DRIVING ABILITY  
INCORRECT DOSE ADMINISTERED  
VERTIGO  

7017103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7017103 EXPEDITED (15-DAY) N FR-
BAYER-200922497GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ACNE  
PAIN  
WEIGHT INCREASED  

7302202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7302202 NON-EXPEDITED N US-
BAYER-201013748NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7340492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340492 NON-EXPEDITED Y US-
BAYER-201015902NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
32 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7340493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340493 NON-EXPEDITED N US-
BAYER-201016898NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 431 DAY BAYER
AMENORRHOEA  
BREAST TENDERNESS  
MENSTRUATION DELAYED  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
VOMITING  

7340495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340495 NON-EXPEDITED N US-
BAYER-201017215NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

Device expulsion  
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

7340497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340497 NON-EXPEDITED N US-
BAYER-201017389NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL CYST MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7340498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340498 NON-EXPEDITED Y OT US-
BAYER-201017611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

UTERINE PERFORATION  

7340506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7340506 NON-EXPEDITED N US-
BAYER-201015903NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
15 DAY BAYER

Device expulsion  

7348095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2010 7348095 DIRECT Y 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN CHORIONIC GONADOTROPIN POSITIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY SAME

TIME ORAL
 

Page: 3,999 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7102106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7102106 NON-EXPEDITED N OT US-
BAYER-200930969NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS INCOMPLETE MIRENA S INTRAUTERINE CONTINUOUS 815 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE DOXYCYCLINE C ORAL  
DYSPAREUNIA M.V.I. ADULT C  
COITAL BLEEDING CELEXA C ORAL  
ABDOMINAL PAIN LOWER  
DEVICE MALFUNCTION  
UTERINE PROLAPSE  
VAGINAL HAEMORRHAGE  

7302204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7302204 NON-EXPEDITED N US-
BAYER-201014337NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 YR BAYER

NAUSEA VITAMINS C  

7322291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7322291 NON-EXPEDITED N US-
BAYER-201013745NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7344327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344327 NON-EXPEDITED N OT US-
BAYER-201018040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7344348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344348 NON-EXPEDITED N US-
BAYER-201016428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7344349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344349 NON-EXPEDITED N US-
BAYER-201016340NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

7344350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344350 NON-EXPEDITED N US-
BAYER-201016161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
63 DAY BAYER
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Detailed Report
7344351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344351 NON-EXPEDITED N US-
BAYER-201015983NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
98 DAY BAYER

7344352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344352 NON-EXPEDITED N US-
BAYER-201016437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7344353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344353 NON-EXPEDITED N US-
BAYER-201016342NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
51 DAY BAYER

7344354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344354 NON-EXPEDITED N US-
BAYER-201016487NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
215 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7344355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344355 NON-EXPEDITED Y US-
BAYER-201015991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
0 DAY BAYER

7344356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344356 NON-EXPEDITED N US-
BAYER-201016150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7344357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344357 NON-EXPEDITED N US-
BAYER-201016280NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 MTH BAYER

ABDOMINAL PAIN  
Device expulsion  

7344358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344358 NON-EXPEDITED N US-
BAYER-201016439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7344359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344359 NON-EXPEDITED Y US-
BAYER-201016478NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7344362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344362 NON-EXPEDITED N US-
BAYER-201012205NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7344363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7344363 NON-EXPEDITED Y US-
BAYER-201016440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7349654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2010 7349654 DIRECT N DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
ACNE  
ANGER  
BACK PAIN  
DEVICE DISLOCATION  
FATIGUE  
FEELING ABNORMAL  
MIGRAINE  
MYALGIA  

7244304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7244304 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-201010691GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

7255200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7255200 EXPEDITED (15-DAY) Y OT GB-
BAYER-201011912GPV

50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT GLOBAL AMNESIA MIRENA S INTRAUTERINE  BAYER

ESTRADIOL VALERATE S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7269399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7269399 NON-EXPEDITED N OT US-
BAYER-201012361NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
HOT FLUSH  
POST ABORTION HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7295530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7295530 NON-EXPEDITED N OT US-
BAYER-201014395NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ECTOPIC PREGNANCY  
MUSCLE SPASMS  
PAIN  

7306528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7306528 NON-EXPEDITED N OT US-
BAYER-201014677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

Page: 4,006 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7309030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7309030 NON-EXPEDITED N HO,OT US-
BAYER-201014980NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

906 DAY BAYER

ABDOMINAL PAIN  

7314561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7314561 NON-EXPEDITED N HO,OT US-
BAYER-201015148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
54 MTH BAYER

ABDOMINAL PAIN LOWER  
MENORRHAGIA  

7325189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7325189 EXPEDITED (15-DAY) N HO GB-
BAYER-201018909GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE  BAYER

7336205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7336205 NON-EXPEDITED N HO,OT US-
BAYER-201017049NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Device expulsion  
Medical device complication  
PELVIC PAIN  

Page: 4,007 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7344325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7344325 EXPEDITED (15-DAY) N OT RU-
BAYER-200943565GPV

Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 2 YR BAYER
UTERINE POLYP  

7344326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7344326 EXPEDITED (15-DAY) N HO NL-
BAYER-201020126GPV

51 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 5 MTH BAYER
MEMORY IMPAIRMENT MARCUMAR S ORAL 6 YR
AGITATION  
DECREASED APPETITE  
HEADACHE  
HYPERTENSION  
SHOCK  
SLEEP DISORDER  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

7344329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7344329 EXPEDITED (15-DAY) Y OT AT-
BAYER-201019929GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GAMMA-GLUTAMYLTRANSFERASE INCREASED MIRENA S INTRAUTERINE  BAYER
MIGRAINE MIRENA S INTRAUTERINE 4 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7344330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7344330 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201015709GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE FLUCTUATION MIRENA S INTRAUTERINE 54 DAY BAYER
ANXIETY  
DECREASED APPETITE  
DEPRESSION  
DYSPEPSIA  
FATIGUE  
FEELING ABNORMAL  
GASTRITIS  
GENITAL HAEMORRHAGE  
INSOMNIA  
IRON DEFICIENCY ANAEMIA  
MALAISE  
MANIA  
MENORRHAGIA  
MIGRAINE  
MOOD SWINGS  
NAUSEA  
PANIC ATTACK  
PSYCHOMOTOR HYPERACTIVITY  
PULSE ABNORMAL  
RESTLESSNESS  
STRESS  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7345592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7345592 EXPEDITED (15-DAY) N HO US-
BAYER-201018042NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

DEPRESSION  
INFECTION  
MIGRAINE  
OVARIAN CYST  
PAIN  
PELVIC INFLAMMATORY DISEASE  
PROCEDURAL PAIN  
THYROID DISORDER  

7345596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7345596 NON-EXPEDITED Y OT US-
BAYER-201018148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 DAY BAYER

PROCEDURAL PAIN  

7345613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7345613 NON-EXPEDITED Y OT US-
BAYER-201018179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7345618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7345618 EXPEDITED (15-DAY) N OT US-
BAYER-201018345NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 MTH BAYER

HYPERTENSIVE CRISIS SUDAFED 12 HOUR C UNKNOWN  

7349370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7349370 DIRECT N HO,LT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM AVIANE S ORAL 1 DAILY PO  
ABDOMINAL PAIN  
AORTIC THROMBOSIS  
APPARENT LIFE THREATENING EVENT  
HEART RATE INCREASED  
PULMONARY THROMBOSIS  

7349688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2010 7349688 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

7180010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7180010 EXPEDITED (15-DAY) N OT SE-
BAYER-200928365GPV

31 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE INSERTION  
Device dislocation  
Device expulsion  
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7296114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7296114 EXPEDITED (15-DAY) N OT NL-
BAYER-201016362GPV

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER MIRENA S INTRAUTERINE  BAYER
ANXIETY CYPROTERONE ACETATE S  
ABDOMINAL PAIN UPPER  
ACNE  
ALOPECIA  
AMNESIA  
BREAST INFLAMMATION  
COITAL BLEEDING  
DEPRESSED MOOD  
DIZZINESS  
DRY SKIN  
ECZEMA  
FUNGAL INFECTION  
HEADACHE  
INFLUENZA LIKE ILLNESS  
LIBIDO DECREASED  
MOOD ALTERED  
NERVOUSNESS  
PARAESTHESIA  
SKIN EXFOLIATION  
VAGINAL DISCHARGE  
VOMITING  
WEIGHT INCREASED  
WITHDRAWAL BLEED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7336223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7336223 NON-EXPEDITED N US-
BAYER-201017835NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MUSCLE SPASMS  
POST PROCEDURAL HAEMORRHAGE  

7338437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7338437 NON-EXPEDITED N NL-
BAYER-201019709GPV

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE  BAYER

7345583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7345583 NON-EXPEDITED N OT US-
BAYER-201017699NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 MTH BAYER

Device dislocation  
SMEAR CERVIX ABNORMAL  

7347367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7347367 NON-EXPEDITED Y OT US-
BAYER-201018222NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7347373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7347373 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201018366NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST PAIN  
RASH  

7347379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7347379 EXPEDITED (15-DAY) Y HO FR-
BAYER-201020556GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE  BAYER
ERYTHEMA  
INFLAMMATION  
Nodule  
Skin mass  

7347399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7347399 NON-EXPEDITED N US-
BAYER-201017769NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7349526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7349526 DIRECT N LT,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
VAGINAL HAEMORRHAGE  

7971537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2010 7971537 EXPEDITED (15-DAY) Y HO DE-
WATSON-2010-04269

Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS DESOGESTREL AND ETHINYL

ESTRADIOL
S UNKNOWN UNK  WATSON

LEVORA S  WATSON

7348484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2010 7348484 EXPEDITED (15-DAY) Y OT NO-
BAYER-201020511GPV

32 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 DAY BAYER
ARTHRALGIA  
DEPRESSED MOOD  
GAIT DISTURBANCE  
PELVIC PAIN  

7348504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2010 7348504 NON-EXPEDITED N US-
BAYER-201016245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
65 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7348505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2010 7348505 NON-EXPEDITED N US-
BAYER-201016243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

7348507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2010 7348507 NON-EXPEDITED Y US-
BAYER-201016247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
22 DAY BAYER

7350590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2010 7350590 EXPEDITED (15-DAY) N HO B0645130A 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STATUS EPILEPTICUS LAMICTAL S ORAL 50MG Per day  GLAXOSMITHKLINE
DRUG INTERACTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1TAB Per day  

DEPAKENE C ORAL 1G per day  

7355576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2010 7355576 DIRECT N 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA ORAL LEVONORGESTREL S ORAL 1 PILL 1/DAY PO  
HYPOAESTHESIA  
PARAESTHESIA ORAL  
PRURITUS  
SINUS HEADACHE  
UPPER-AIRWAY COUGH SYNDROME  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7358500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2010 7358500 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TAB OD PO  WATSON

MATERNAL EXPOSURE DURING PREGNANCY ETHINYL ESTRADIOL
\LEVONORGESTREL

S  

UNKNOWN DRUG C  

7350082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2010 7350082 EXPEDITED (15-DAY) N OT GB-
BAYER-201020857GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKAEMIA MIRENA S INTRAUTERINE  BAYER
HAEMORRHAGE  
PLATELET COUNT DECREASED  

7107180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7107180 EXPEDITED (15-DAY) N HO CA-
BAYER-200931721NA

35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
URINARY TRACT INFECTION  

7220350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7220350 EXPEDITED (15-DAY) Y DE,OT RU-
BAYER-200942382GPV

121 DAY Unknown RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRAUTERINE INFECTION MIRENA S  BAYER
Foetal death  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7259261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7259261 NON-EXPEDITED N OT US-
BAYER-201011813NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7259281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7259281 NON-EXPEDITED Y OT US-
BAYER-201011809NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7276667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7276667 NON-EXPEDITED N OT US-
BAYER-201013248NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 37 DAY BAYER
PAIN MIRENA S INTRAUTERINE  BAYER
Medical device complication  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7278543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7278543 EXPEDITED (15-DAY) N HO,OT RU-
BAYER-200939490GPV

21 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
ABORTION INFECTED  
Haemorrhage in pregnancy  
INFECTION  
KERATITIS  
Medical device complication  
PNEUMONIA  
PYREXIA  

7306569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7306569 EXPEDITED (15-DAY) N OT GB-
BAYER-201017055GPV

23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S  BAYER

7315518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7315518 EXPEDITED (15-DAY) N OT BR-
BAYER-201011132LA

27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1116 DAY BAYER

ABORTION INDUCED  
FOETAL MALPOSITION  
MATERNAL EXPOSURE DURING PREGNANCY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7322294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7322294 NON-EXPEDITED Y US-
BAYER-201015141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TWIN PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7350083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7350083 NON-EXPEDITED N OT US-
BAYER-201017927NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7351895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7351895 EXPEDITED (15-DAY) N OT HU-
BAYER-201021020GPV

52 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 136 DAY BAYER
ANAEMIA  
HYPOMENORRHOEA  
MENORRHAGIA  

7353230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7353230 EXPEDITED (15-DAY) N OT US-
BAYER-201018707NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY;

CONTINUOUS
57 MTH BAYER
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Detailed Report
7353240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7353240 NON-EXPEDITED N OT CA-
BAYER-201018879NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7353248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7353248 EXPEDITED (15-DAY) Y HO,LT,OT UA-
BAYER-201021048GPV

43 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE  BAYER

7353354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2010 7353354 NON-EXPEDITED N US-
BAYER-201018710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7354511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2010 7354511 EXPEDITED (15-DAY) N OT US-
BAYER-201018672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 MTH BAYER

ABORTION SPONTANEOUS  
AMENORRHOEA  
WEIGHT INCREASED  
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Detailed Report
7354766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2010 7354766 NON-EXPEDITED N OT US-
BAYER-201018652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7363970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2010 7363970 DIRECT N DS,RI 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
MEDICAL DEVICE COMPLICATION  
PAIN  
VAGINAL HAEMORRHAGE  

7355569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2010 7355569 NON-EXPEDITED Y US-
BAYER-201014797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
19 DAY BAYER

7355559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 7355559 NON-EXPEDITED N OT US-
BAYER-201019382NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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7356721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 7356721 EXPEDITED (15-DAY) N OT FR-
BAYER-201021445GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS MIRENA S INTRAUTERINE  BAYER

7356728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 7356728 EXPEDITED (15-DAY) N OT US-
BAYER-201019034NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

CHILLS  
FALLOPIAN TUBE OBSTRUCTION  
NAUSEA  
PROCEDURAL PAIN  

7356730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 7356730 NON-EXPEDITED N OT US-
BAYER-201019002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
7366368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 7366368 DIRECT Y 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
BELLIGERENCE  
IMPATIENCE  
IRRITABILITY  
MEDICAL DEVICE PAIN  
MOOD SWINGS  
PERSONALITY CHANGE  

6978432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 6978432 NON-EXPEDITED N OT US-
BAYER-200918784NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 589 DAY BAYER
ABORTION SPONTANEOUS  
Medical device complication  
MENSTRUATION DELAYED  

7293975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7293975 NON-EXPEDITED N US-
BAYER-201013757NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7328297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7328297 NON-EXPEDITED N US-
BAYER-201014570NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING IN PREGNANCY  

7353775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7353775 EXPEDITED (15-DAY) Y OT US-
BAYER-201018912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

VAGINAL HAEMORRHAGE HORMONE SHOT C  
BREAST CANCER STAGE III  

7358332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358332 NON-EXPEDITED N OT US-
BAYER-201018953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE  BAYER

7358742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358742 NON-EXPEDITED N US-
BAYER-201018971NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 MTH BAYER

ABDOMINAL PAIN  

Page: 4,025 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7358743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358743 NON-EXPEDITED N US-
BAYER-201018969NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CHEST PAIN  
DYSPNOEA  
HYPOAESTHESIA  
PELVIC PAIN  

7358744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358744 NON-EXPEDITED N US-
BAYER-201018915NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ASTHENIA  
HYPERHIDROSIS  
HYPOTENSION  

7358745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358745 NON-EXPEDITED N US-
BAYER-201019031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
7358746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2010 7358746 NON-EXPEDITED N US-
BAYER-201018956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
136 DAY BAYER

7332728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2010 7332728 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201014013GPV

60 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 79 MTH BAYER
ABDOMINAL PAIN LOWER ACETYLSALICYLIC ACID C  
BREAST CANCER IN SITU SIMVASTATIN C  
ULTRASOUND BREAST ABNORMAL LEVOTHYROXINE SODIUM C  

PRESOMEN C  
BISOPROLOL C  
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Detailed Report
7236727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2010 7236727 EXPEDITED (15-DAY) Y DE,OT TPH-00239 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL TUBULAR NECROSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 DF QD 6 MTH

HAEMOTHORAX IBUPROFEN C  
LUNG INFILTRATION SALBUTAMOL (SALBUTAMOL) C  
ARTERIOGRAM CORONARY ABNORMAL  
BRADYCARDIA  
BUNDLE BRANCH BLOCK RIGHT  
CARDIAC ARREST  
CARDIOGENIC SHOCK  
CHEST X-RAY ABNORMAL  
DIALYSIS  
ELECTROCARDIOGRAM ST SEGMENT
ELEVATION

 

FALL  
GASTROINTESTINAL HAEMORRHAGE  
HYPERCOAGULATION  
LIGAMENT SPRAIN  
LOSS OF CONSCIOUSNESS  
PULMONARY EMBOLISM  
PULSELESS ELECTRICAL ACTIVITY  
RENAL FAILURE ACUTE  
SINUS TACHYCARDIA  

7369494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2010 7369494 DIRECT Y 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20UG/DAY 5 YEARS

INTRA-UTERINE
 BERLEX
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Detailed Report
7369499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2010 7369499 DIRECT N DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
DEVICE DISLOCATION  
INJURY ASSOCIATED WITH DEVICE  

7113602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7113602 NON-EXPEDITED N HO,OT US-
BAYER-200932280NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE As used: 20 µG 60 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
COITAL BLEEDING  
CONSTIPATION  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7182837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7182837 EXPEDITED (15-DAY) N OT SE-
BAYER-200938655GPV

41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN INCREASED MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7324103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7324103 NON-EXPEDITED N OT US-
BAYER-201016495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
8 MTH BAYER

ABDOMINAL PAIN  
MENSTRUAL DISORDER  

7356718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7356718 NON-EXPEDITED N OT US-
BAYER-201018669NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
10 DAY BAYER

ABDOMINAL PAIN  
Device dislocation  

7356724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7356724 NON-EXPEDITED N OT US-
BAYER-201018703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

7358334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7358334 NON-EXPEDITED N OT US-
BAYER-201018954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 3 MTH BAYER
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Detailed Report
7361013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7361013 NON-EXPEDITED N OT US-
BAYER-201019089NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7362385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7362385 EXPEDITED (15-DAY) N OT US-
BAYER-201019322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN GERM CELL TERATOMA BENIGN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7362455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7362455 NON-EXPEDITED Y OT US-
BAYER-201019455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7362457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7362457 EXPEDITED (15-DAY) N OT US-
BAYER-201019346NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLEX PARTIAL SEIZURES MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7362458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2010 7362458 NON-EXPEDITED Y OT US-
BAYER-201019509NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7363987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7363987 EXPEDITED (15-DAY) Y OT AT-
BAYER-201021539GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7363988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7363988 NON-EXPEDITED N OT US-
BAYER-201019286NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
33 DAY BAYER

ABDOMINAL PAIN  
Device dislocation  

7363995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7363995 NON-EXPEDITED N OT US-
BAYER-201019518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7363999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7363999 NON-EXPEDITED N OT US-
BAYER-201019433NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

Device dislocation  

7364266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364266 NON-EXPEDITED N OT US-
BAYER-201019601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

7364267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364267 NON-EXPEDITED N OT US-
BAYER-201019475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7364269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364269 NON-EXPEDITED N OT US-
BAYER-201019603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FERQUENCY:

CONTINUOUS
 BAYER

7364273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364273 EXPEDITED (15-DAY) N OT DE-
BAYER-201022193GPV

Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7364275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364275 NON-EXPEDITED N OT US-
BAYER-201019615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7364966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364966 EXPEDITED (15-DAY) Y OT PHHY2010FR23123 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYHYDRAMNIOS VOLTAREN S 6 DF, per day  
Maternal exposure during pregnancy LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

ACETAMINOPHEN S  
IBUPROFEN S  
SYNTOCINON C  

7364970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2010 7364970 EXPEDITED (15-DAY) Y CA,OT PHHY2010FR23120 31 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STEAL SYNDROME VOLTAREN S TRANSPLACENTAL UNK  
DUCTUS ARTERIOSUS STENOSIS FOETAL SYNTOCINON S  
HAEMANGIOMA ACETAMINOPHEN S TRANSPLACENTAL  
DEPRESSED LEVEL OF CONSCIOUSNESS IBUPROFEN S TRANSPLACENTAL  
HEPATOMEGALY LEVONORGESTREL AND

ETHINYL ESTRADIOL
S TRANSPLACENTAL  

ABDOMINAL MASS  
CALCINOSIS  
ENDOTRACHEAL INTUBATION  
GENERALISED OEDEMA  
HYPOTONIA  
Maternal exposure during pregnancy  

Page: 4,034 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7162867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7162867 EXPEDITED (15-DAY) N OT US-
BAYER-200936728NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL ADENOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
Medical device complication  

7174516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7174516 NON-EXPEDITED Y HO,OT US-
BAYER-200936141NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTINUOUS 396 DAY BAYER
Medical device complication  
VAGINAL HAEMORRHAGE  

7176339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7176339 EXPEDITED (15-DAY) N OT FR-
BAYER-200937906GPV

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE 61 MTH BAYER
HEADACHE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7291919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7291919 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201015743GPV

32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
ASTHENIA  
BLOOD HOMOCYSTEINE INCREASED  
BLOOD PRESSURE DECREASED  
CHEST DISCOMFORT  
DYSPNOEA  
FIBRIN D DIMER INCREASED  
HYPERVENTILATION  
HYPOCAPNIA  
INFLUENZA  
RESPIRATORY RATE INCREASED  
VENTILATION/PERFUSION SCAN ABNORMAL  

7302197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7302197 EXPEDITED (15-DAY) N HO,OT NO-
BAYER-201016715GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METASTASES TO CENTRAL NERVOUS SYSTEM MIRENA S INTRAUTERINE  BAYER
HYPOAESTHESIA ESTRADIOL C  
ADNEXA UTERI CYST PULMICORT FLEXHALER C Unit dose: 200 µG  
OVARIAN CYST LEVOTHYROXINE SODIUM C  
CARBOHYDRATE ANTIGEN 125 INCREASED  
GENITAL HAEMORRHAGE  
OVARIAN ATROPHY  
UTERINE ENLARGEMENT  
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Detailed Report
7302200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7302200 NON-EXPEDITED Y US-
BAYER-201014620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
408 DAY BAYER

7325169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7325169 NON-EXPEDITED N US-
BAYER-201014496NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Medical device complication  

7325188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7325188 NON-EXPEDITED N US-
BAYER-201015143NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 MTH BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7325191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7325191 NON-EXPEDITED N US-
BAYER-201015338NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PREGNANCY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7329292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7329292 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-200943183GPV

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE  BAYER
PULMONARY HYPERTENSION  

7334586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7334586 NON-EXPEDITED N OT US-
BAYER-201016920NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7345580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7345580 EXPEDITED (15-DAY) N OT US-
BAYER-201017972NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DEPRESSED MOOD  
DYSPAREUNIA  
HOT FLUSH  
MOOD SWINGS  
MYALGIA  
OLIGOMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7356799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7356799 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2010044220

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED DEPO-PROVERA S INTRAMUSCULAR 150 mg, every 3 months  PFIZER
MENORRHAGIA ALESSE 28 S UNK  
RASH ALESSE 28 S dose increased  

7359624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7359624 EXPEDITED (15-DAY) N OT ES-
BAYER-201021471GPV

Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE MIRENA S INTRAUTERINE  BAYER
Amylase increased MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
ACNE  
HOT FLUSH  
HYPERTHYROIDISM  
UTERINE SPASM  

7362389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7362389 NON-EXPEDITED N US-
BAYER-201019901NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

Device expulsion  
POST PROCEDURAL HAEMORRHAGE  
VULVOVAGINAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7365570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365570 NON-EXPEDITED N US-
BAYER-201019544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

Device expulsion  

7365571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365571 NON-EXPEDITED N OT US-
BAYER-201019672NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PROCEDURAL PAIN  

7365572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365572 NON-EXPEDITED Y OT US-
BAYER-201019905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7365578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365578 NON-EXPEDITED N US-
BAYER-201018694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

GENITAL INFECTION FEMALE  
GYNAECOLOGICAL CHLAMYDIA INFECTION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7365579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365579 EXPEDITED (15-DAY) Y OT US-
BAYER-201019512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE 17 MTH BAYER
ACNE  
ALOPECIA  
ANGER  
BALANCE DISORDER  
CONFUSIONAL STATE  
CONSTIPATION  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
INSOMNIA  
LOSS OF LIBIDO  
MOOD SWINGS  
VISUAL IMPAIRMENT  

7365582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365582 NON-EXPEDITED N OT US-
BAYER-201019622NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7365977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365977 NON-EXPEDITED Y OT US-
BAYER-201019812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7365978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365978 EXPEDITED (15-DAY) Y HO,OT AR-
BAYER-201013597LA

38 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

SINTROM C ORAL  

7365985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7365985 EXPEDITED (15-DAY) N OT GB-
BAYER-201020750GPV

37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S  BAYER
HYPOTENSION MIRENA S  BAYER

7371111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7371111 DIRECT Y HO,DS,LT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
ADHESION  
MOBILITY DECREASED  
PAIN  

7371590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7371590 DIRECT Y 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER
LACTATION DISORDER  
MOOD SWINGS  
SUPPRESSED LACTATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7371605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2010 7371605 DIRECT Y OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

7034249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7034249 NON-EXPEDITED N OT US-
BAYER-200923999NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE  BAYER
CHEST PAIN MIRENA S INTRAUTERINE USED IN THE PAST

PRIOR TO
PREGNANCY
WITHOUT ANY
PROBLEMS

50 MTH BAYER

DIZZINESS ALBUTEROL C  
BALANCE DISORDER  
CERVICAL DYSPLASIA  
PAPILLOMA VIRAL INFECTION  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

7306571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7306571 EXPEDITED (15-DAY) N HO,OT IE-
BAYER-201017698GPV

36 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S  BAYER
AMENORRHOEA  
CHEST PAIN  
DYSPNOEA  
TACHYCARDIA  
VENTRICULAR EXTRASYSTOLES  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7373223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7373223 DIRECT N HO,DS,OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG EFFECT DECREASED MIRENA S  
ABDOMINAL DISTENSION  
BACK PAIN  
BEDRIDDEN  
COMPLICATION OF DEVICE INSERTION  
CRYING  
CYST  
DRUG INEFFECTIVE  
FATIGUE  
FEAR  
IMPLANT SITE EFFUSION  
METRORRHAGIA  
MOOD SWINGS  
OEDEMA PERIPHERAL  
PAIN  
WEIGHT INCREASED  

7373231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7373231 DIRECT N LT,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S VAGINAL ONCE 5 YEARS VAG 5 YR
ABDOMINAL DISTENSION  
ANXIETY  
BLOOD URINE PRESENT  
CONSTIPATION  
HAEMORRHAGE  
SUICIDAL IDEATION  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7374863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7374863 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 1 1 INSERTION P/5YRS

INTRA-UTERINE
CURRENTLY USING-
WEEK 5-

 BAYER

ACTIVITIES OF DAILY LIVING IMPAIRED  
JOINT SWELLING  

7383621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2010 7383621 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
ABDOMINAL PAIN  
ACNE  
AMNESIA  
ANXIETY  
COITAL BLEEDING  
DEPRESSION  
DIZZINESS  
DYSPAREUNIA  
MALAISE  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
PALPITATIONS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7306542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2010 7306542 NON-EXPEDITED N HO,OT US-
BAYER-201015098NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS-THERE
WAS A FAULTY
DEVICE AT TIME OF
INITIAL INSERTION
THAT REQUIRED A
2ND IUD

189 DAY BAYER

7368505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2010 7368505 NON-EXPEDITED N US-
BAYER-201019617NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE REMOVAL  

7368506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2010 7368506 NON-EXPEDITED N HO,OT US-
BAYER-201019884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7230627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2010 7230627 NON-EXPEDITED Y US-
BAYER-200942823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7323382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2010 7323382 NON-EXPEDITED N OT US-
BAYER-201014979NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
42 MTH BAYER

Haemorrhage in pregnancy  
MALAISE  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7336214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2010 7336214 EXPEDITED (15-DAY) N DS,OT US-
BAYER-201017114NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
46 DAY BAYER

ANXIETY  
ASTHMA  
CHEST DISCOMFORT  
COUGH  
DIZZINESS  
DYSPNOEA  
FATIGUE  
HEART RATE INCREASED  
MYALGIA  
NAUSEA  
PALPITATIONS  
PANIC REACTION  
PNEUMONITIS  
PRURITUS  
SPEECH DISORDER  
STRESS  
URTICARIA  

7377174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2010 7377174 DIRECT Y OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 3 MTH
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7059471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7059471 EXPEDITED (15-DAY) Y HO DE-
ABBOTT-09P-062-05859
07-00

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS HUMIRA S SUBCUTANEOUS  

HUMIRA S SUBCUTANEOUS  
LEVONORGESTREL S ORAL 245 (dosage form)  
LEVONORGESTREL C ORAL  
MONOEMBOLEX 0.3 C  

7255143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7255143 NON-EXPEDITED N OT US-
BAYER-201011302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
Device expulsion  

7283789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7283789 EXPEDITED (15-DAY) Y OT GB-
BAYER-201015478GPV

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
BREAST CYST FLUTICASONE PROPIONATE

\SALMETEROL XINAFOATE
C INHALATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7302201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7302201 NON-EXPEDITED N US-
BAYER-201014616NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Device expulsion  

7364268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7364268 NON-EXPEDITED N OT US-
BAYER-201019545NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
41 DAY BAYER

BLINDNESS UNILATERAL  
HEADACHE  
HYPOAESTHESIA  
NAUSEA  
PELVIC PAIN  
SCOTOMA  
VOMITING  

7371484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371484 NON-EXPEDITED N OT US-
BAYER-201019908NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE LAST TIME SHE FELT

THE STRINGS WAS 5-6
MONTHS AFTER
INSERTION

20 MTH BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7371485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371485 EXPEDITED (15-DAY) N OT US-
BAYER-201020081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL VERTEBRAL FRACTURE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7371486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371486 EXPEDITED (15-DAY) Y OT MX-
BAYER-201012937LA

30 YR Female MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ANAL INFLAMMATION  
HAEMATOCHEZIA  

7371495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371495 NON-EXPEDITED N OT US-
BAYER-201019951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER

7371497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371497 NON-EXPEDITED N OT US-
BAYER-201019952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7371498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371498 NON-EXPEDITED N OT US-
BAYER-201020167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 37 DAY BAYER
PAIN  

7371499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371499 NON-EXPEDITED N HO,OT US-
BAYER-201019998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 141 DAY BAYER

7371521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7371521 NON-EXPEDITED N US-
BAYER-201018217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ADVERSE EVENT  
NAUSEA  
RASH MACULAR  

7378426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7378426 DIRECT Y HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT TRIVORA S ORAL 1 TABLET DAILY PO  

7391978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7391978 NON-EXPEDITED Y OT 219928USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LOSEASONIQUE S ORAL ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7399083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7399083 NON-EXPEDITED N OT 221501USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG,1 IN 1

D),ORAL
 

DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

7614522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2010 7614522 NON-EXPEDITED N OT 225747USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG,1 IN 1

D),ORAL
 

ABDOMINAL PAIN  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

6614486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6614486 NON-EXPEDITED N OT US-
BAYER-200818046NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

HEART RATE DECREASED MIRENA S INTRAUTERINE 20 MCG/DAY
CONTINUOUS

 BAYER

ADNEXA UTERI PAIN  
OVARIAN CYST  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6688912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6688912 NON-EXPEDITED N OT US-
BAYER-200817744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 UG\ DAY

CONTINOUS
 BAYER

6789273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6789273 NON-EXPEDITED N OT US-
BAYER-200835867NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE DAILY CONTINUOUS  BAYER

6789904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6789904 NON-EXPEDITED Y OT US-
BAYER-200833695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6801022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6801022 EXPEDITED (15-DAY) N OT US-
BAYER-200835006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS

RELEASE
 BAYER

BLOOD GLUCOSE ABNORMAL  
HEADACHE  
INNER EAR DISORDER  
LIBIDO DECREASED  
MIGRAINE  
THYROID FUNCTION TEST ABNORMAL  
VERTIGO  
VISION BLURRED  

6826489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6826489 NON-EXPEDITED N OT US-
BAYER-200837259NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER

AFFECTIVE DISORDER  
ASTHENIA  
HEADACHE  
HYPERHIDROSIS  
HYPOAESTHESIA  
NAUSEA  
NERVOUSNESS  
PRESYNCOPE  
VAGINAL HAEMORRHAGE  
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Detailed Report
6850030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6850030 EXPEDITED (15-DAY) N OT US-
BAYER-200836681NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE CONTINUOUS 54 MTH BAYER
ABDOMINAL DISTENSION  
ACNE  
BACK PAIN  
DIZZINESS  
FLUID RETENTION  
HYPOGLYCAEMIA  
NASAL CONGESTION  
RESPIRATORY TRACT CONGESTION  
SINUS CONGESTION  
WEIGHT INCREASED  

6866961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6866961 NON-EXPEDITED N OT US-
BAYER-200839618NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS 281 DAY BAYER

6872583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6872583 EXPEDITED (15-DAY) N OT US-
BAYER-200840054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PHARYNGEAL OEDEMA  
PRURITUS  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6901570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6901570 EXPEDITED (15-DAY) Y OT US-
BAYER-200912054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

6964869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 6964869 NON-EXPEDITED Y OT US-
BAYER-200917515NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE  BAYER

7049387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7049387 NON-EXPEDITED N OT US-
BAYER-200918331NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MASTITIS  

7064132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7064132 EXPEDITED (15-DAY) N OT US-
BAYER-200924937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7076630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7076630 NON-EXPEDITED Y OT US-
BAYER-200925983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7123768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7123768 EXPEDITED (15-DAY) N OT US-
BAYER-200916628NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PARANOIA  

7130917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7130917 EXPEDITED (15-DAY) N OT US-
BAYER-200918337NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE CONTINUOUS 3 YR BAYER

7141991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7141991 NON-EXPEDITED Y OT US-
BAYER-200933390NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7164312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7164312 NON-EXPEDITED N OT US-
BAYER-200935068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7176316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7176316 NON-EXPEDITED N OT US-
BAYER-200936221NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER
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Detailed Report
7191008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7191008 NON-EXPEDITED N OT US-
BAYER-200937875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PAPILLOMA VIRAL INFECTION  

7230528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7230528 EXPEDITED (15-DAY) N OT US-
BAYER-200940890NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL DISCHARGE TYLENOL C  
VISUAL IMPAIRMENT PATSINATE NASAL SPRAY C NASAL  
AMNESIA KLONOPIN C  
ABDOMINAL DISTENSION METRONIDAZOLE C  
ACNE  
ARTHRALGIA  
BLEPHAROSPASM  
CHEST PAIN  
DRY THROAT  
EYE PAIN  
HOT FLUSH  
POST PROCEDURAL HAEMORRHAGE  
UNEVALUABLE EVENT  
WEIGHT INCREASED  
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Detailed Report
7373271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373271 EXPEDITED (15-DAY) N OT DE-
BAYER-200824542GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 124 DAY BAYER
ABDOMINAL PAIN  
ARRHYTHMIA  
BACTERIURIA  
CYSTITIS  
DEPRESSION  
ECZEMA  
ENTEROCOLITIS FUNGAL  
FATIGUE  
GASTRITIS  
SLEEP DISORDER  
TACHYCARDIA  
URTICARIA  

7373273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373273 EXPEDITED (15-DAY) N OT FR-
BAYER-200827760GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
 BAYER

EXTRASYSTOLES  
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Detailed Report
7373290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373290 EXPEDITED (15-DAY) Y OT CA-
BAYER-200932116NA

47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST NEOPLASM MIRENA S INTRAUTERINE CONTINUOUS 218 DAY BAYER
ABDOMINAL DISTENSION VITAMINS NOS C  
ANXIETY ACETAMINOPHEN C  
BREAST DISCOMFORT  
DISCOMFORT  
DRY SKIN  
OTITIS MEDIA  
SENSITIVITY OF TEETH  
SKIN ODOUR ABNORMAL  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7373889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373889 EXPEDITED (15-DAY) N OT GB-
BAYER-200910339BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER

7373891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373891 EXPEDITED (15-DAY) Y OT GB-
BAYER-200910639BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7373906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373906 EXPEDITED (15-DAY) N OT DK-
BAYER-200831151GPV

49 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE  BAYER

7373914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373914 EXPEDITED (15-DAY) N OT BR-
BAYER-200910099LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
MUSCLE SPASMS  
PERIPHERAL VASCULAR DISORDER  

7373952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373952 EXPEDITED (15-DAY) OT GB-
BAYER-200911065BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL BEHAVIOUR MIRENA S INTRAUTERINE 3 YR BAYER
ALOPECIA  
AMNESIA  
ANXIETY  
DEPRESSION  
FATIGUE  
IMPATIENCE  
LIBIDO DECREASED  
MIGRAINE  
MYALGIA  
PAIN IN JAW  
SLEEP DISORDER  
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Detailed Report
7373953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373953 EXPEDITED (15-DAY) Y OT BE-
BAYER-200911247GPV

Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN LOWER  
AFFECT LABILITY  
BLINDNESS  
COLD SWEAT  
DANDRUFF  
DEAFNESS  
DIZZINESS  
GASTROINTESTINAL DISORDER  
HEADACHE  
HEART RATE INCREASED  
INFLUENZA LIKE ILLNESS  
MOOD ALTERED  
NAUSEA  
NEGATIVE THOUGHTS  
OCULAR HYPERAEMIA  
OVARIAN CYST  
PALPITATIONS  
PANIC ATTACK  
SYNCOPE  
THYROID FUNCTION TEST ABNORMAL  
VOMITING  
VULVOVAGINAL PRURITUS  
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Detailed Report
7373954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7373954 EXPEDITED (15-DAY) N OT GB-
BAYER-200911225BNE

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

7381520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2010 7381520 DIRECT N HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
MEDICAL DEVICE COMPLICATION  
UTERINE PERFORATION  

7251454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7251454 EXPEDITED (15-DAY) N OT FR-
BAYER-201011465GPV

44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE  BAYER

7371482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7371482 EXPEDITED (15-DAY) N OT US-
BAYER-201019868NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BLOOD PRESSURE INCREASED  
DEPRESSION  
HYPERTENSION  
PALPITATIONS  
PANIC ATTACK  
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Detailed Report
7371491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7371491 NON-EXPEDITED N OT US-
BAYER-201020174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INSERTED BETWEEN

MARCH AND JULY
2009

 BAYER

7371493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7371493 NON-EXPEDITED Y OT US-
BAYER-201020175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INSERTED BETWEEN

MARCH AND JULY
2009

 BAYER

7371509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7371509 NON-EXPEDITED N OT US-
BAYER-201020170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INSERTED BETWEEN

MARCH AND JULY
2009

 BAYER

7373287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7373287 NON-EXPEDITED Y OT US-
BAYER-201020971NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7375782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375782 EXPEDITED (15-DAY) Y OT DE-
BAYER-200943066GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 18 MTH BAYER
AGGRESSION  
ARRHYTHMIA  
FATIGUE  
HOT FLUSH  
HYPERHIDROSIS  
IRRITABILITY  
LISTLESS  
NAUSEA  
PALPITATIONS  
PANIC ATTACK  
SLEEP DISORDER  
UPPER AIRWAY OBSTRUCTION  
WEIGHT INCREASED  

7375783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375783 EXPEDITED (15-DAY) N OT FI-
BAYER-200921426GPV

44 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 50 DAY BAYER
JOINT SWELLING  
VENTRICULAR EXTRASYSTOLES  
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Detailed Report
7375786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375786 EXPEDITED (15-DAY) N OT NL-
BAYER-200925388GPV

39 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
SYNCOPE  

7375798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375798 EXPEDITED (15-DAY) Y OT FR-
BAYER-200923366GPV

32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE 1 YR BAYER
DEPRESSION  

7375810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375810 NON-EXPEDITED Y OT US-
BAYER-201020289NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7375888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7375888 EXPEDITED (15-DAY) Y OT TPH-00252 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA TRIPHASIL-21 S ORAL 1 TABLET, DAILY,

ORAL
 

HEPATIC STEATOSIS TRIVORA S ORAL 1 TABLET, DAILY,
ORAL

 WATSON

FOCAL NODULAR HYPERPLASIA ENPRESSE S ORAL 1 TABLET, DAILY,
ORAL

 

LIVER FUNCTION TEST ABNORMAL  
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Detailed Report
7382830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7382830 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
ALOPECIA  

7382872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2010 7382872 DIRECT N 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ACNE  
ALOPECIA  
BACK PAIN  
DIZZINESS  
FEELING ABNORMAL  
HAEMORRHAGE  
HEADACHE  
HYPOAESTHESIA  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
THROMBOSIS  
WEIGHT INCREASED  
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Detailed Report
6950906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 6950906 NON-EXPEDITED N OT US-
BAYER-200912686NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
BLOOD PRESSURE INCREASED  
CERVICAL DYSPLASIA  
OEDEMA PERIPHERAL  

7174519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7174519 NON-EXPEDITED N OT US-
BAYER-200936268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

CERVICAL DYSPLASIA  

7186783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7186783 NON-EXPEDITED N OT US-
BAYER-200940470NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE CONTINUOUS 1 YR BAYER
HEADACHE  
NAUSEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7241954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7241954 EXPEDITED (15-DAY) N HO,OT US-
JNJFOC-20080405378

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS ORTHO EVRA S TRANSDERMAL  
HAEMANGIOMA SEASONALE S UNKNOWN  
ABNORMAL WEIGHT GAIN  
CHEST PAIN  
DYSPNOEA  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

INFERTILITY FEMALE  
PALPITATIONS  
SYNCOPE  
VISUAL ACUITY REDUCED  

7311120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7311120 NON-EXPEDITED N HO,OT US-
BAYER-201015322NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HAEMOGLOBIN ABNORMAL  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7358357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7358357 EXPEDITED (15-DAY) Y OT FR-
BAYER-201021752GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE  BAYER
DEPRESSION MIRENA S INTRAUTERINE AT THE TIME OF THE

EXPIRE DATE OF
FIRST MIRENA
SECOND MIRENA WAS
INSERTED

 BAYER

PSYCHIATRIC SYMPTOM  

7371494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7371494 EXPEDITED (15-DAY) Y OT BR-
BAYER-201013537LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7376084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7376084 EXPEDITED (15-DAY) N OT CA-
BAYER-200939621NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
IRRITABLE BOWEL SYNDROME IMODIUM C  
DIARRHOEA CHLORTIAZIDE C  
BACK PAIN  
DYSURIA  
PHARYNGEAL OEDEMA  
URINARY TRACT INFECTION  
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Detailed Report
7377597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7377597 EXPEDITED (15-DAY) Y OT FR-RB-008206-10 25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY SUBUTEX S SUBLINGUAL  
DRUG INTERACTION NORDETTE S UNKNOWN Dosing details unknown  
ABORTION INDUCED  
Maternal exposure during pregnancy  

7377788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7377788 EXPEDITED (15-DAY) Y OT DE-
BAYER-200827100GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 61 MTH BAYER
PANIC ATTACK MIRENA S INTRAUTERINE 22 MTH BAYER
ACNE  
APATHY  
ARRHYTHMIA  
FATIGUE  
LOSS OF LIBIDO  
RESTLESSNESS  
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Detailed Report
7384236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7384236 DIRECT Y OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY LEVONORGESTREL S ORAL LEVO 0.75 MG 8 PM;

PO SAME 12 HOURS
LATER PO

 

CHILLS  
DYSPNOEA  
FEAR  
FEELING ABNORMAL  
FLUSHING  
HYPERHIDROSIS  
SOCIAL AVOIDANT BEHAVIOUR  
TREMOR  

7384986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7384986 DIRECT N DS,LT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 5 MTH
ABORTION SPONTANEOUS  
MATERNAL EXPOSURE BEFORE PREGNANCY  
MEDICAL DEVICE COMPLICATION  
UTERINE PERFORATION  

7385660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2010 7385660 DIRECT OT 45 YR Female SUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S  
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Detailed Report
7345578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7345578 EXPEDITED (15-DAY) Y OT US-
BAYER-201017973NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HUMALOG C UNKNOWN  

7365583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7365583 EXPEDITED (15-DAY) N HO,OT CA-
BAYER-201019810NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ULCERATIVE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

64 MTH BAYER

7371520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7371520 NON-EXPEDITED N US-
BAYER-201019950NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7378568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378568 EXPEDITED (15-DAY) N OT US-
BAYER-201020711NA

14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE  BAYER
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7378578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378578 NON-EXPEDITED N OT US-
BAYER-201020584NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS/
EXPIRED PRODUCT

 BAYER

7378721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378721 NON-EXPEDITED N A0784188A 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA AUGMENTIN '125' S UNKNOWN  GLAXOSMITHKLINE

PLAN B S ORAL .75MG Twice per day 2 DAY
YAZ C  

7378788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378788 EXPEDITED (15-DAY) N OT US-
BAYER-201020859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S ORAL  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

7378789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378789 EXPEDITED (15-DAY) N OT US-
BAYER-201020974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE  BAYER

7378790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378790 EXPEDITED (15-DAY) N OT DE-
BAYER-200926840GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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7378790
Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER
HEADACHE CLARITHROMYCIN C  
EAR DISCOMFORT MONURIL C 3000 MG  
TINNITUS CYPROTERONE ACETATE C 15 DAYS INTAKE AND

13 DAYS PAUSE
 

BACK PAIN METOPROLOL TARTRATE C 142,5 1/3 - 0 - 1/3  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ALCOHOL INTOLERANCE  
ALOPECIA  
ANXIETY  
APATHY  
ARRHYTHMIA  
ARTHRALGIA  
DYSPNOEA  
DYSURIA  
FACE OEDEMA  
FATIGUE  
HAIR GROWTH ABNORMAL  
HEART RATE INCREASED  
HYPERHIDROSIS  
HYPERTENSION  
HYPOAESTHESIA  
LIBIDO DECREASED  
MALAISE  
MELANOCYTIC NAEVUS  
MICTURITION URGENCY  
MOOD SWINGS  
MUSCLE TIGHTNESS  
MYALGIA  
NASAL CONGESTION  
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7378790
Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA  
NERVOUSNESS  
NIGHTMARE  
PANIC ATTACK  
POST CONCUSSION SYNDROME  
SCAR PAIN  
SLEEP DISORDER  
SNORING  
TREMOR  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  

7378792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7378792 EXPEDITED (15-DAY) Y OT US-
BAYER-201020936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

URTICARIA  
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Detailed Report
7387863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7387863 DIRECT N DS,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 2 WEEK BAYER
ANXIETY  
BACK PAIN  
CRYING  
DEPRESSED MOOD  
DISTURBANCE IN ATTENTION  
DIZZINESS  
FATIGUE  
INSOMNIA  
LOSS OF LIBIDO  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
PALPITATIONS  
WEIGHT DECREASED  

7387873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7387873 DIRECT N HO 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 1  
ADNEXA UTERI PAIN  
DYSPAREUNIA  
DYSSTASIA  
LOSS OF CONSCIOUSNESS  
METRORRHAGIA  
OVARIAN CYST  
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7388257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2010 7388257 DIRECT OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  

6646179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 6646179 NON-EXPEDITED N US-
BAYER-200823024NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
NAUSEA  

7320971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7320971 NON-EXPEDITED Y OT US-
BAYER-201016227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

7329295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7329295 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201019020GPV

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN OCCLUSION MIRENA S INTRAUTERINE 5 YR BAYER
EYE HAEMORRHAGE TRENTAL C ORAL  
Vital dye staining cornea present IBUPROFEN C  
FACIAL PARESIS  
RETINAL EXUDATES  
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7339019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7339019 EXPEDITED (15-DAY) N OT GB-
BAYER-201019991GPV

48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLON CANCER MIRENA S INTRAUTERINE  BAYER
VAGINAL DISCHARGE OXALIPLATIN S INTRAVENOUS  

UNSPECIFIED INGREDIENT S  

7373286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7373286 EXPEDITED (15-DAY) N OT AT-
BAYER-201023230GPV

40 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 3 WEEK BAYER
DEEP VEIN THROMBOSIS TRANEXAMIC ACID S ORAL  
PULMONARY EMBOLISM TRANEXAMIC ACID S VAGINAL  

7380248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380248 EXPEDITED (15-DAY) Y OT FR-
BAYER-201023657GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE 48 HR BAYER

7380250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380250 EXPEDITED (15-DAY) N OT US-
BAYER-201020684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE UNKNOWN DATES/
DURATION

 BAYER

MIRENA S INTRAUTERINE UNKNOWN DATES/
DURATION

 BAYER
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Detailed Report
7380251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380251 EXPEDITED (15-DAY) N HO FR-
BAYER-201023778GPV

30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE 1 MTH BAYER
CARDIAC FAILURE  
MULTI-ORGAN FAILURE  
PYREXIA  
STREPTOCOCCAL INFECTION  

7380259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380259 NON-EXPEDITED N DS,OT US-
BAYER-201020579NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE INSERTED MAY OR

JUNE 2009 -
CONSUMER WAS
UNABLE TO FEEL TOR
THE THREADS ON
THE MIRENA

 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
DYSPAREUNIA  
NIPPLE PAIN  
PAIN  
VAGINAL DISCHARGE  
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Detailed Report
7380308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380308 NON-EXPEDITED N US-
BAYER-201018957NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 291 DAY BAYER
PELVIC PAIN  
PRURITUS  
VAGINAL DISCHARGE  

7380961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380961 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201020958NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC MASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

LIBIDO DECREASED UNSPECIFIED INGREDIENT S  
ADVERSE EVENT  
CERVIX DISORDER  
HYPERTENSION  
RENAL DISORDER  
UTERINE HAEMORRHAGE  
WEIGHT INCREASED  

7380963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7380963 NON-EXPEDITED N OT US-
BAYER-201021227NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7388374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2010 7388374 DIRECT N OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S ENDOCERVICAL 1 IUD 5 YEARS

ENDOCERVICAL
2 MTH BAYER

DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7225902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7225902 NON-EXPEDITED N OT US-
BAYER-200942832NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7259266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7259266 NON-EXPEDITED N HO,OT US-
BAYER-201011900NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ABDOMINAL PAIN LOWER  

7266695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7266695 NON-EXPEDITED Y OT US-
BAYER-201012193NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUING  BAYER
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Detailed Report
7382230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382230 NON-EXPEDITED N OT US-
BAYER-201021049NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7382235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382235 EXPEDITED (15-DAY) N OT US-
BAYER-201021377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7382246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382246 NON-EXPEDITED N OT US-
BAYER-201021340NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 DAY BAYER

7382258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382258 NON-EXPEDITED N US-
BAYER-201019778NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
723 DAY BAYER

DEVICE EXPULSION  
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Detailed Report
7382259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382259 NON-EXPEDITED N US-
BAYER-201019546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER

7382260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7382260 NON-EXPEDITED Y US-
BAYER-201020888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

7387418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7387418 DIRECT Y 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
DEPRESSION  
WEIGHT INCREASED  

7389327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7389327 DIRECT N DS,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HYPERTONUS MIRENA S INTRAUTERINE CONTINUOUS INTRA-

UTERINE
 

COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7391004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7391004 DIRECT N HO,DS,OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 19 MTH
DIARRHOEA MIRENA C  
ALOPECIA  
DRY SKIN  
HEADACHE  
LOSS OF LIBIDO  
MIDDLE INSOMNIA  
VOMITING  

7392497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2010 7392497 DIRECT N LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS B MIRENA S VAGINAL INSERTED

CONTINUOUS VAG
 BAYER

7364710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2010 7364710 EXPEDITED (15-DAY) N OT US-TEVA-230608USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOPTYSIS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
BACK PAIN  
DRY THROAT  
HAEMORRHAGE  
HYPERTENSION  
MENSTRUATION DELAYED  
OROPHARYNGEAL PAIN  
PLATELET COUNT INCREASED  
RED BLOOD CELL COUNT INCREASED  
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Detailed Report
7380257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2010 7380257 EXPEDITED (15-DAY) N OT US-
BAYER-201020771NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 1 YR BAYER
AMENORRHOEA  
LIBIDO DECREASED  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7383207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2010 7383207 EXPEDITED (15-DAY) N OT US-
BAYER-201021268NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 MTH BAYER

ACNE  
INSOMNIA  
VENTRICULAR EXTRASYSTOLES  

7256561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7256561 NON-EXPEDITED Y OT US-
BAYER-201012161NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7276659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7276659 NON-EXPEDITED Y HO,OT US-
BAYER-201013076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

33 MTH BAYER

7287640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7287640 NON-EXPEDITED N OT US-
BAYER-201014151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7296113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7296113 NON-EXPEDITED Y OT US-
BAYER-201014218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION MISSED  

7307897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7307897 NON-EXPEDITED Y HO,OT US-
BAYER-201015094NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
225 DAY BAYER

DEVICE DISLOCATION  

Page: 4,088 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7373276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7373276 EXPEDITED (15-DAY) N OT SE-
BAYER-200826913GPV

36 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 63 DAY BAYER
SYNCOPE  

7383210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7383210 EXPEDITED (15-DAY) N OT BR-
BAYER-201014158LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
HEPATITIS  
LIVER DISORDER  

7385380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7385380 EXPEDITED (15-DAY) N OT GB-TEVA-233875ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY PLAN B S  DURAMED

7392728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7392728 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  
ABDOMINAL DISTENSION  
ANXIETY  
APATHY  
ARTHROPATHY  
ASTHENIA  
BACK PAIN  
CHEST DISCOMFORT  
DEPRESSION  
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Detailed Report
7392728
Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS  
DRUG INEFFECTIVE  
FATIGUE  
FEAR  
FEELING ABNORMAL  
GAIT DISTURBANCE  
HEADACHE  
HYPERSOMNIA  
HYPOAESTHESIA  
INJECTION SITE HAEMATOMA  
INJECTION SITE PRURITUS  
LIBIDO DECREASED  
LICE INFESTATION  
MALAISE  
MUSCLE SPASMS  
NIPPLE PAIN  
OVARIAN CYST  
PAIN IN EXTREMITY  
PALPITATIONS  
PANIC REACTION  
PARANOIA  
PREMENSTRUAL SYNDROME  
PRURITUS  
RASH  
RESTLESS LEGS SYNDROME  
TREMOR  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7392819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2010 7392819 DIRECT N OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S INTRAUTERINE 20 MICROGRAMS

LEVONORGESTRAL
DAILY INTRA-UTERINE

 BAYER

7223944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7223944 EXPEDITED (15-DAY) N OT US-
BAYER-200942296NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERICARDIAL EFFUSION MIRENA S INTRAUTERINE  BAYER
NEPHROLITHIASIS ANTIBIOTICS C  
DEVICE EXPULSION  
DIARRHOEA  
MENSTRUATION DELAYED  
PAIN  
VOMITING  

7384645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7384645 NON-EXPEDITED N OT US-
BAYER-201021297NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7384648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7384648 NON-EXPEDITED N OT US-
BAYER-201021334NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
10 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7384657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7384657 NON-EXPEDITED N OT US-
BAYER-201021329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  

7384665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7384665 EXPEDITED (15-DAY) Y HO AU-
BAYER-201023183GPV

39 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 1714 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
PYREXIA  
UTERINE HAEMORRHAGE  
UTERINE LEIOMYOMA  

7384666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7384666 EXPEDITED (15-DAY) Y OT GB-
BAYER-201024376GPV

52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 17 DAY BAYER
MALAISE ESTRADIOL C TRANSDERMAL  
URTICARIA ESTRADIOL C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7385528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7385528 EXPEDITED (15-DAY) N OT DK-
BAYER-201024499GPV

36 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 63 DAY BAYER
SYNCOPE  

7386206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386206 EXPEDITED (15-DAY) N OT US-
BAYER-201021379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 2 YR BAYER
AMENORRHOEA  
MUSCLE SPASMS  

7386207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386207 NON-EXPEDITED N US-
BAYER-201019506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7386210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386210 NON-EXPEDITED Y US-
BAYER-201020879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7386212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386212 EXPEDITED (15-DAY) Y HO US-
BAYER-201021571NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
66 DAY BAYER

7386214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386214 EXPEDITED (15-DAY) Y OT US-
BAYER-201021642NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 515 DAY BAYER
PELVIC PAIN  
SUICIDAL IDEATION  
VAGINAL HAEMORRHAGE  

7386218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386218 EXPEDITED (15-DAY) N HO US-
BAYER-201021568NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7386608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386608 EXPEDITED (15-DAY) N OT US-
WATSON-2010-05945

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL within 12 hours of

unprotected sex
 WATSON

ABDOMINAL PAIN  
DRUG INEFFECTIVE  
PREGNANCY TEST POSITIVE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7386737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7386737 EXPEDITED (15-DAY) N OT US-
WATSON-2010-06165

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL LEVONORGESTREL S ORAL 1st tablet at midnight,

2nd tablet 12h later
1 DAY WATSON

CRYING  
DEPRESSION  
IRRITABILITY  

7395360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2010 7395360 DIRECT N DS,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S  BAYER
DIZZINESS  
FATIGUE  
HEADACHE  
HYPOAESTHESIA  
PALPITATIONS  
PROGESTERONE DECREASED  
THYROID DISORDER  

7072670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7072670 EXPEDITED (15-DAY) N HO,DS,OT US-
BAYER-200928551NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 1883 DAY BAYER
ABDOMINAL PAIN LISINOPRIL C ORAL  
AMENORRHOEA  
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
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Detailed Report
7132342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7132342 NON-EXPEDITED N OT US-
BAYER-200933836NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUAL DISORDER  

7250027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7250027 NON-EXPEDITED N OT US-
BAYER-201011304NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 43 MTH BAYER
DEVICE DISLOCATION  

7300084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7300084 EXPEDITED (15-DAY) Y OT DSA_42510_2010 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE WELLBUTRIN XL S ORAL 300MG ORAL  
MATERNAL EXPOSURE DURING PREGNANCY ETHINYL ESTRADIOL

\LEVONORGESTREL
S DF  

7386211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7386211 EXPEDITED (15-DAY) Y OT US-
BAYER-201021631NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMNESIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7387600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7387600 NON-EXPEDITED N OT US-
BAYER-201021658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 14 MTH BAYER
DEVICE DISLOCATION  

7387766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7387766 NON-EXPEDITED N HO US-
BAYER-201021608NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL DISCHARGE  

7397055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7397055 EXPEDITED (15-DAY) Y OT TPH-00255 44 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VASCULITIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, ORAL 10 MTH

7397064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7397064 EXPEDITED (15-DAY) Y OT TPH-00254 18 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7397075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7397075 EXPEDITED (15-DAY) Y OT TPH-00257 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

CYST  

7397079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2010 7397079 EXPEDITED (15-DAY) Y OT TPH-00256 23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

7295520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7295520 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201014455NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
365 DAY BAYER

DIPLOPIA  
DIZZINESS  
DYSARTHRIA  
VIIth nerve paralysis  
VISION BLURRED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7358362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7358362 EXPEDITED (15-DAY) N HO DE-
BAYER-201021520GPV

29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOSALPINX MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN LOWER  
CIRCULATORY COLLAPSE  
ENDOMETRIOSIS  
ENDOMETRITIS  
INTRA-ABDOMINAL HAEMORRHAGE  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

7386219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7386219 NON-EXPEDITED N OT US-
BAYER-201021661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
BACK PAIN  

7387598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7387598 NON-EXPEDITED N OT US-
BAYER-201015725NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE REMOVAL  
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7389150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389150 NON-EXPEDITED N OT US-
BAYER-201021826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 40 MTH BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7389153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389153 NON-EXPEDITED N OT US-
BAYER-201021704NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
45 MTH BAYER

DEVICE DISLOCATION  
OVARIAN CYST  

7389178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389178 EXPEDITED (15-DAY) N OT US-
BAYER-201021965NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

EMOTIONAL DISORDER  
SUICIDAL IDEATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7389180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389180 EXPEDITED (15-DAY) N OT US-
BAYER-201021767NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Chromaturia  
LIVER DISORDER  
PAIN  
VAGINAL HAEMORRHAGE  
YELLOW SKIN  

7389343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389343 NON-EXPEDITED N OT US-
BAYER-201022245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
248 DAY BAYER

MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7389346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7389346 NON-EXPEDITED N OT US-
BAYER-201022128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7394896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7394896 DIRECT Y OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ACNE  
ALOPECIA  
ECONOMIC PROBLEM  
GINGIVAL BLEEDING  
GINGIVAL PAIN  
GINGIVAL SWELLING  
MOOD SWINGS  
PRODUCT LABEL ISSUE  
VAGINAL HAEMORRHAGE  

7395105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7395105 DIRECT N HO,DS,LT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER
CRYING  
DEPRESSED MOOD  
DEVICE DISLOCATION  
FATIGUE  
HYPOTHYROIDISM  
MOOD SWINGS  
MUSCLE SPASMS  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7396659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7396659 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER TRI-LO-SPRINTEC S ORAL 1 PILL FOR 28 DAYS

DAILY PO
 BARR

ADHESION LEVORA S ORAL 1 PILL FOR 28 DAYS
DAILY PO

 WYETH

7405047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7405047 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  

7971603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2010 7971603 EXPEDITED (15-DAY) Y DE IN-WATSON-2010-06371 43 YR Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOSARCOMA LEVORA S ORAL UNK 5475 DAY WATSON
HEPATIC FAILURE  

7398068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2010 7398068 DIRECT N HO,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 MG PER DAY

INTRA-UTERI NE
 

HAEMORRHAGE  
MIGRAINE  
MOOD SWINGS  
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Detailed Report
7398779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2010 7398779 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CAPILLARY NAIL REFILL TEST ABNORMAL MIRENA S INTRAUTERINE 1 DEVICE 1 PER 5

YEARS INTRA-
UTERINE

 BAYER

ABDOMINAL DISTENSION  
DECREASED APPETITE  
DEPRESSION  
DISTURBANCE IN SEXUAL AROUSAL  
DYSPEPSIA  
FATIGUE  
HYPOAESTHESIA  
IRRITABILITY  
MENORRHAGIA  
NAUSEA  
SKIN DISCOLOURATION  
TEMPERATURE INTOLERANCE  

7196718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7196718 EXPEDITED (15-DAY) N HO US-
BAYER-200941133NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
POLYCYSTIC OVARIES  
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Detailed Report
7248064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7248064 EXPEDITED (15-DAY) Y DE,OT US-
BAYER-201011051NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC ARREST MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PANIC ATTACK PRENATABS FA C  
PALPITATIONS  

7249985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7249985 NON-EXPEDITED Y OT US-
BAYER-201011312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 263 DAY BAYER

7393328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7393328 EXPEDITED (15-DAY) N OT US-
BAYER-201022079NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

SWELLING  

7393339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7393339 NON-EXPEDITED N OT US-
BAYER-201022258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
5 YR BAYER

DEVICE DISLOCATION  
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Detailed Report
7393342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7393342 EXPEDITED (15-DAY) N HO FR-
BAYER-201024958GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIDRADENITIS MIRENA S INTRAUTERINE  BAYER

7393616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7393616 EXPEDITED (15-DAY) N OT US-
WATSON-2010-06314

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLEX PARTIAL SEIZURES LEVONORGESTREL S ORAL 2 Tablets, 1st tablet

taken after 24 hrs,
second tablet 12 hrs
later after 1st dose

2 DAY WATSON

SYNCOPE LAMICTAL C ORAL UNK  
MIGRAINE VITAMIN B1 C ORAL UNK  
VOMITING CYANOCOBALAMIN C ORAL UNK  
NAUSEA FOLIC ACID C ORAL UNK  
DIZZINESS  
DYSMENORRHOEA  
HEADACHE  
MENOMETRORRHAGIA  

7397074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7397074 DIRECT N HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 1 5 YEARS  
ABDOMINAL PAIN LOWER  
DIARRHOEA  
MALAISE  
TENDERNESS  
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Detailed Report
7398071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2010 7398071 DIRECT N 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S  BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
FATIGUE  
HEART RATE INCREASED  
PAIN IN EXTREMITY  
WEIGHT INCREASED  

7394012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2010 7394012 NON-EXPEDITED N US-
BAYER-201019879NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7394014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2010 7394014 NON-EXPEDITED N US-
BAYER-201019887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE MIRENA WAS

EXPELLED IN 05/09
15 MTH BAYER

DEVICE EXPULSION  
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Detailed Report
7492150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2010 7492150 NON-EXPEDITED N OT 2009225846 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER PROVERA S ORAL 10 MG, ORAL  

OGEN S ORAL 0.625 MG, ORAL  
ESTRATAB S 0.625 MG  
PREMPRO S 0.625/2.5MG  
PREMPHASE S 0.625 MG  
ORTHO-EST S 0.625 MG  
FEMHRT S 1 MG  
LEVLEN S  

7285125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7285125 NON-EXPEDITED N OT US-
BAYER-201013759NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

7391796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7391796 NON-EXPEDITED N OT US-
BAYER-200943949NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HEADACHE  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SYNCOPE  
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Detailed Report
7392474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7392474 NON-EXPEDITED N OT US-
BAYER-201021997NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7392484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7392484 NON-EXPEDITED Y OT US-
BAYER-201021811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PROCEDURAL PAIN  

7395596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7395596 EXPEDITED (15-DAY) Y OT GB-TEVA-234643ISR 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLON CANCER OXALIPLATIN S INTRAVENOUS  
VAGINAL DISCHARGE LEVONORGESTREL S  

UNSPECIFIED INGREDIENT S  
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Detailed Report
7396220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7396220 NON-EXPEDITED N HO US-
BAYER-201022235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER DILAUDID C  
ABDOMINAL PAIN LAXATIVES C  
ARTHRALGIA  
CHILLS  
HEADACHE  
UTERINE ENLARGEMENT  

7402393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2010 7402393 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S  BAYER
AGGRESSION  
FRUSTRATION  
IMPULSIVE BEHAVIOUR  
MEDICAL DEVICE COMPLICATION  
QUALITY OF LIFE DECREASED  
SEXUAL DYSFUNCTION  
SOCIAL PROBLEM  
VAGINAL ODOUR  
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Detailed Report
7233907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7233907 EXPEDITED (15-DAY) N OT US-
BAYER-200943720NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 760 DAY BAYER
DEVICE EXPULSION  
Gestational hypertension  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  

7240346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7240346 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200943931NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 78 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ENDOMETRITIS  
POST PROCEDURAL HAEMORRHAGE  
UTERINE INJURY  
VULVOVAGINAL PAIN  
Vulvovaginal swelling  
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Detailed Report
7271992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7271992 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201012653NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE CONTINUOUS 51 DAY BAYER

MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS 2 WEEK BAYER
OVARIAN CYST RUPTURED ALPRAZOLAM C 24 HOUR  
ENDOMETRIOSIS ALBUTEROL C INHALATION Total daily dose: 8 PUFF

Unit dose: 90 µG
 

PELVIC PAIN  

7279070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7279070 NON-EXPEDITED N US-
BAYER-201013463NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7395319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7395319 NON-EXPEDITED N OT US-
BAYER-201022234NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DYSPAREUNIA  
PAIN  
URINARY TRACT INFECTION  

Page: 4,112 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7397085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397085 EXPEDITED (15-DAY) N OT US-
BAYER-201022342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOVULATORY CYCLE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7397086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397086 NON-EXPEDITED Y HO,OT US-
BAYER-201022690NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
493 DAY BAYER

ABDOMINAL PAIN  
PELVIC PAIN  

7397088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397088 NON-EXPEDITED N OT US-
BAYER-201022740NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
30 MTH BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  

7397091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397091 NON-EXPEDITED N OT US-
BAYER-201022390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7397092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397092 NON-EXPEDITED N OT US-
BAYER-201022344NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7397095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397095 NON-EXPEDITED N HO US-
BAYER-201022699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7397097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397097 EXPEDITED (15-DAY) N OT US-
BAYER-201022596NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
BACK PAIN  
HYPERTENSION  

7397100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397100 NON-EXPEDITED N US-
BAYER-201022205NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7397102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397102 NON-EXPEDITED N US-
BAYER-201020482NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7397103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397103 NON-EXPEDITED N US-
BAYER-201020349NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ANXIETY  
DEPRESSED MOOD  

7397104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7397104 NON-EXPEDITED N US-
BAYER-201020271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7404568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7404568 DIRECT N RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION SEASONIQUE S ORAL 1 TABLET DAILY PO  
ADNEXA UTERI PAIN SEASONIQUE S  
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Detailed Report
7406250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2010 7406250 DIRECT N HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S VAGINAL 1 1 VAG 2 YR
AGGRESSION  
ALOPECIA  
AMENORRHOEA  
ANGER  
ANHEDONIA  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
BALANCE DISORDER  
BRADYPHRENIA  
CONFUSIONAL STATE  
CRYING  
DEREALISATION  
DIZZINESS  
EMOTIONAL DISORDER  
ENERGY INCREASED  
FATIGUE  
FEAR  
HEADACHE  
IRRITABILITY  
JOINT LOCK  
MENTAL IMPAIRMENT  
MYALGIA  
PAIN  
STRESS  
TACHYPHRENIA  
TEMPERATURE REGULATION DISORDER  
VAGINAL LESION  
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Detailed Report
7113595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7113595 NON-EXPEDITED Y OT US-
BAYER-200932390NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 641 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE PROZAC C ORAL  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7364300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7364300 NON-EXPEDITED N OT US-
BAYER-201019610NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7397082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7397082 NON-EXPEDITED N OT US-
BAYER-201022254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
6 MTH BAYER

RASH GENERALISED  
URTICARIA  
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Detailed Report
7398241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7398241 NON-EXPEDITED N OT US-
BAYER-201022436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

DEVICE DISLOCATION  

7398248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7398248 NON-EXPEDITED N OT US-
BAYER-201022592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7398859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2010 7398859 NON-EXPEDITED N OT US-
BAYER-201022856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7039495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7039495 NON-EXPEDITED N HO,OT 282830 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER ACTIVELLA S ORAL ORAL  

PREMPRO S ORAL 0.625/2.5 MG, ORAL  
COMBIPATCH S TRANSDERMAL , TRANSDERMAL  
CLIMARA PRO S TRANSDERMAL , TRANSDERMAL  
PLAVIX C  
PREVACID C  
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Detailed Report
7276673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7276673 EXPEDITED (15-DAY) Y OT GB-
BAYER-201014732GPV

35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEEP VEIN THROMBOSIS REBIF S  
PULMONARY EMBOLISM  

7399851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7399851 EXPEDITED (15-DAY) N HO,DS,LT RU-
BAYER-201025669GPV

43 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN NEOPLASM MIRENA S INTRAUTERINE 4 YR BAYER
ASCITES  
CHEST PAIN  
COUGH  
DYSPNOEA  
HYDROTHORAX  
METASTATIC NEOPLASM  

7399852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7399852 NON-EXPEDITED N HO US-
BAYER-201022755NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 4 YR BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
PAIN  
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Detailed Report
7399857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7399857 EXPEDITED (15-DAY) N OT US-
BAYER-201022839NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7399867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7399867 EXPEDITED (15-DAY) N OT FR-
BAYER-201025788GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE  BAYER
DEPRESSION  
INSOMNIA  

7400447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7400447 EXPEDITED (15-DAY) N OT US-WYE-H15238510 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
AGGRESSION  
DEPRESSION  
EXPIRED DRUG ADMINISTERED  
PARANOIA  
WEIGHT INCREASED  

7407790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7407790 EXPEDITED (15-DAY) Y OT 593153 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLON CANCER OXALIPLATIN S  
VAGINAL DISCHARGE UNSPECIFIED INGREDIENT S  

MIRENA S INTRAUTERINE INTRAUTERINE  
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Detailed Report
7408793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7408793 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

7408801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2010 7408801 DIRECT N HO,RI 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
BLOOD IRON DECREASED  
BLOOD POTASSIUM DECREASED  
CONTUSION  
DIZZINESS  
DYSPNOEA  
PALPITATIONS  
POST PROCEDURAL HAEMORRHAGE  
UTERINE LEIOMYOMA  
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Detailed Report
7401316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2010 7401316 EXPEDITED (15-DAY) Y HO FR-
BAYER-201025911GPV

53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKOCYTOCLASTIC VASCULITIS MIRENA S INTRAUTERINE  BAYER
ALTERED STATE OF CONSCIOUSNESS  
CEREBRAL INFARCTION  
DISORIENTATION  
EOSINOPHILIA  
INFLAMMATION  
ISCHAEMIC STROKE  
LEUKOCYTOSIS  
PYRAMIDAL TRACT SYNDROME  
QUADRIPARESIS  

7401323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2010 7401323 NON-EXPEDITED N US-
BAYER-201022857NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
(CONSUMER KEEP
MIRENA 6 MONTHS
OVER THE
EXPIRATION DATE)

 BAYER

OVARIAN CYST ADVIL C  
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Detailed Report
7401625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2010 7401625 EXPEDITED (15-DAY) Y OT GB-SANOFI-
AVENTIS-2010SA02771
8

48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLON CANCER OXALIPLATIN S INTRAVENOUS  
VAGINAL DISCHARGE MIRENA S INTRAUTERINE  

UNSPECIFIED INGREDIENT S  

7410223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2010 7410223 DIRECT N HO,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 X DAY PO  

APPARENT DEATH  
PULMONARY EMBOLISM  

7167472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7167472 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-200923642LA

32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL S ORAL 5 MTH BAYER
ABORTION THREATENED PHENOBARBITAL C ORAL As used: 0,50 MG  
ABDOMINAL PAIN  
Haemorrhage in pregnancy  
PREMATURE LABOUR  
PREMATURE SEPARATION OF PLACENTA  
UTERINE LEIOMYOMA  
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Detailed Report
7387591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7387591 NON-EXPEDITED N OT US-
BAYER-201021664NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 DAY BAYER

MENORRHAGIA  
PROCEDURAL PAIN  

7402592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402592 NON-EXPEDITED Y US-
BAYER-201021300NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREUQUENCY

CONTINUOUS
 BAYER

7402593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402593 NON-EXPEDITED N OT US-
BAYER-201023076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVLEN S ORAL  BAYER
GALLBLADDER OPERATION COUMADIN C  
VAGINAL HAEMORRHAGE  

7402596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402596 NON-EXPEDITED Y OT US-
BAYER-201023009NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
869 DAY BAYER

DEVICE DISLOCATION  
UTERINE PERFORATION  
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7402598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402598 NON-EXPEDITED N US-
BAYER-201020865NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7402599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402599 NON-EXPEDITED N US-
BAYER-201021161NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  

7402625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7402625 EXPEDITED (15-DAY) N HO NO-
BAYER-201025711GPV

38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 3 DAY BAYER
URINE ODOUR ABNORMAL CETYL K C  
ABDOMINAL PAIN LOWER  
BACK PAIN  
CHILLS  
DIARRHOEA  
ENDOMETRITIS  
GENERAL PHYSICAL HEALTH DETERIORATION  
MALAISE  
PAIN  
PYREXIA  
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7404140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7404140 NON-EXPEDITED N OT US-
BAYER-201023427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7404143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7404143 NON-EXPEDITED N OT US-
BAYER-201023179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7404144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7404144 EXPEDITED (15-DAY) N OT US-
BAYER-201022998NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 2 YR BAYER
CHEST PAIN ZOLOFT C UNKNOWN  
HEADACHE  
HYPOAESTHESIA  
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7404145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7404145 EXPEDITED (15-DAY) N HO,OT CA-
BAYER-201023404NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
33 DAY BAYER

BLOOD IRON DECREASED  
BRONCHITIS VIRAL  
DIZZINESS  
FATIGUE  
IMMUNE SYSTEM DISORDER  
INFECTION  
LOSS OF CONSCIOUSNESS  

7410427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2010 7410427 EXPEDITED (15-DAY) Y LT BCN-AA-2010-US-042 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE SEASONALE S ORAL SINGLE DOSE, 2 TABS

ORAL
 

7241634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7241634 EXPEDITED (15-DAY) N OT US-
BAYER-201010453NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA ANTIDEPRESSANTS C  
VAGINAL DISCHARGE LAMOTRIGINE C  

CYMBALTA C  
AMBIENT C  
NASACORT C  
AZELASTINE HYDROCHLORIDE C  
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7402594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7402594 NON-EXPEDITED Y HO,OT US-
BAYER-201022840NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 15 DAY BAYER
ABDOMINAL PAIN  

7402597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7402597 NON-EXPEDITED N OT US-
BAYER-201022720NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
23 MTH BAYER

DEVICE DISLOCATION  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PENILE PAIN  
UTERINE PERFORATION  

7405137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7405137 NON-EXPEDITED N OT US-
BAYER-201023006NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1850 DAY BAYER
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7405348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7405348 EXPEDITED (15-DAY) N OT DE-
BAYER-200924916GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 18 MTH BAYER
BREECH PRESENTATION  
DEVICE DISLOCATION  

7405406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7405406 NON-EXPEDITED N US-
BAYER-201018997NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

HYPOMENORRHOEA  
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7405407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7405407 NON-EXPEDITED N US-
BAYER-201018819NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7412525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7412525 DIRECT N LT,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE ETHINYL ESTRADIOL

\LEVONORGESTREL
S INTRA-AURAL 30 MCG-0.15 1X DAILY

OTIC
 

ABNORMAL BEHAVIOUR  
ACTIVITIES OF DAILY LIVING IMPAIRED  
CONFUSIONAL STATE  
CRYING  
DIZZINESS  
FATIGUE  
FEELING ABNORMAL  
MENORRHAGIA  
MOOD SWINGS  
MUSCLE SPASMS  
NERVOUSNESS  
PANIC ATTACK  
PARAESTHESIA  
QUALITY OF LIFE DECREASED  
SOMNOLENCE  
VAGINAL HAEMORRHAGE  

7413004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7413004 DIRECT Y HO 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
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Detailed Report
7413119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2010 7413119 DIRECT N HO,DS,LT,OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S  
AMENORRHOEA  
HYPOPHAGIA  
UNEVALUABLE EVENT  
VOMITING  

7295517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2010 7295517 NON-EXPEDITED N OT US-
BAYER-201014568NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
413 DAY BAYER

VAGINAL HAEMORRHAGE ZOLOFT C ORAL  
ABDOMINAL PAIN FERROUS SULFATE C ORAL  

7348474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2010 7348474 EXPEDITED (15-DAY) N HO US-
BAYER-201018076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 6 MTH BAYER
APHAGIA  
HYPEREMESIS GRAVIDARUM  
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7361012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2010 7361012 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201021648GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER
DEPRESSION LEVOTHYROXINE SODIUM C  
ANXIETY  
BACK PAIN  
MENORRHAGIA  
PANIC ATTACK  
RESTLESSNESS  

7406641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2010 7406641 NON-EXPEDITED N US-
BAYER-201022834NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST DISCOMFORT  
BREAST TENDERNESS  
FEELING ABNORMAL  
NAUSEA  

7503367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2010 7503367 NON-EXPEDITED N OT 214087USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU AVIANE S 0.15 MG/0.03 MG  
MENORRHAGIA  
METRORRHAGIA  
OESTROGEN RECEPTOR ASSAY POSITIVE  
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Detailed Report
7311123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7311123 NON-EXPEDITED N OT US-
BAYER-201015377NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7320987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7320987 NON-EXPEDITED N OT US-
BAYER-201016223NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
557 DAY BAYER

DEVICE DISLOCATION  

7320990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7320990 NON-EXPEDITED Y OT US-
BAYER-201016286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
586 DAY BAYER

7323372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7323372 NON-EXPEDITED Y OT US-
BAYER-201016491NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1533 DAY BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7332729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7332729 NON-EXPEDITED N OT US-
BAYER-201016812NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7334575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7334575 NON-EXPEDITED Y OT US-
BAYER-201016902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7334588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7334588 NON-EXPEDITED N OT US-
BAYER-201016924NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  

7340490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7340490 NON-EXPEDITED Y HO,OT US-
BAYER-201017371NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

574 DAY BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
7380247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7380247 NON-EXPEDITED Y HO,OT US-
BAYER-201020976NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7415445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2010 7415445 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
ABDOMINAL PAIN  
APATHY  
DYSPAREUNIA  
EXPOSURE DURING BREAST FEEDING  
FEELING ABNORMAL  
LIBIDO DECREASED  
MOOD SWINGS  
SENSORY DISTURBANCE  
SUPPRESSED LACTATION  
UTERINE PAIN  
VAGINAL HAEMORRHAGE  

7133659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7133659 EXPEDITED (15-DAY) Y OT FR-
BAYER-200932999GPV

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE 8 YR BAYER
BREAST CANCER  
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Detailed Report
7278368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7278368 NON-EXPEDITED N OT US-
BAYER-201013687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7306546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7306546 NON-EXPEDITED Y HO,OT US-
BAYER-201014877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE MIRENA APPEARS AS

IF ARMS OF MIRENA
NEVER OPENED UP

488 DAY BAYER

7324105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7324105 EXPEDITED (15-DAY) N OT BR-
BAYER-200914900LA

26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 3 MTH BAYER

PREMATURE LABOUR  

7393330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7393330 NON-EXPEDITED Y HO,OT US-
BAYER-201022225NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
261 DAY BAYER

ABDOMINAL PAIN LOWER  
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Detailed Report
7395271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7395271 NON-EXPEDITED N OT US-
BAYER-201022126NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7406638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7406638 NON-EXPEDITED N OT US-
BAYER-201023284NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE REMOVAL  
PELVIC PAIN  

7409474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2010 7409474 NON-EXPEDITED N HO,OT US-
BAYER-201023641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 144 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7236231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7236231 NON-EXPEDITED N OT US-
BAYER-200943727NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
ABDOMINAL PAIN LOWER YASMIN S  BAYER
BACK PAIN YAZ S  BAYER
ACNE ADVIL C  
BREAST TENDERNESS  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
PELVIC PAIN  

7320969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7320969 NON-EXPEDITED N OT US-
BAYER-201015473NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 3 YR BAYER
ABORTION SPONTANEOUS  
DEVICE EXPULSION  
PREGNANCY  

7332938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7332938 EXPEDITED (15-DAY) Y OT GB-
BAYER-201019381GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
BLOOD PRESSURE DECREASED  
CONVULSION  
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7336197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7336197 NON-EXPEDITED N OT US-
BAYER-201017385NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CRYING  
DEPRESSION  
FEELING ABNORMAL  
MENORRHAGIA  
VAGINAL INFECTION  

7359614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7359614 EXPEDITED (15-DAY) N OT BR-
BAYER-201013418LA

51 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PLANTAR FASCIITIS MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY PROPRANOLOL C ORAL Unit dose: 40 MG  
OEDEMA PERIPHERAL SYNTHROID C ORAL Unit dose: 137 MG  
VENOUS THROMBOSIS LIMB CLONAZEPAM C ORAL TOTAL DAILY DOSE: 1

TABLET
 

AMENORRHOEA SIBUTRAMINE C ORAL Unit dose: 15 MG  
MENOPAUSAL SYMPTOMS BROMAZEPAM C ORAL TOTAL DAILY DOSE: 1

TABLET
 

FLUOXETINE C  

7371508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7371508 EXPEDITED (15-DAY) N HO,LT,OT FR-
BAYER-201022682GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 103 DAY BAYER
BREAST MASS  
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Detailed Report
7405360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7405360 EXPEDITED (15-DAY) Y HO,OT NO-
BAYER-201022768GPV

18 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 388 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 404 DAY BAYER
CERVICAL DYSPLASIA  
DISCOMFORT  
INTRA-UTERINE CONTRACEPTIVE DEVICE
INSERTION

 

PAIN  
UTERINE HAEMORRHAGE  

7406655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7406655 EXPEDITED (15-DAY) N OT NO-
BAYER-201026309GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 61 MTH BAYER
ARTHRALGIA  
CAROTID ARTERIOSCLEROSIS  
FIBROADENOMA OF BREAST  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MUSCULOSKELETAL STIFFNESS  
UTERINE CERVIX STENOSIS  

7406659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7406659 NON-EXPEDITED N HO FR-
BAYER-201026379GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 2 YR BAYER
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Detailed Report
7411014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411014 EXPEDITED (15-DAY) N DS,OT BR-
BAYER-201014542LA

30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
49 MTH BAYER

ABORTION SPONTANEOUS  
PREGNANCY  
PROGESTERONE DECREASED  

7411016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411016 NON-EXPEDITED N OT US-
BAYER-201024115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
URINARY TRACT INFECTION  

7411021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411021 NON-EXPEDITED N OT US-
BAYER-201024113NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER
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Detailed Report
7411022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411022 NON-EXPEDITED N OT US-
BAYER-201023833NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

UTERINE PERFORATION  

7411030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411030 NON-EXPEDITED N US-
BAYER-201021816NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 5 MTH BAYER
ABDOMINAL DISTENSION  
ACNE  
ALOPECIA  
SKIN ULCER  
VAGINAL INFECTION  

7411032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7411032 NON-EXPEDITED N US-
BAYER-201021649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  
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Detailed Report
7417437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7417437 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
ACNE  
ANGER  
ANHEDONIA  
ARTHRALGIA  
DEPRESSION  
LOSS OF LIBIDO  
MANIA  
MEMORY IMPAIRMENT  
MOOD ALTERED  
PARTNER STRESS  

7417668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7417668 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA SEASONALE S  BARR
INTRACRANIAL ANEURYSM  
MENSTRUAL DISORDER  
RETINAL ANEURYSM  
SUBARACHNOID HAEMORRHAGE  

7417978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7417978 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S VAGINAL INSERTION 16 MTH
AFFECTIVE DISORDER  
DRUG INEFFECTIVE  
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Detailed Report
7418115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2010 7418115 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S 14 MTH BAYER
MENORRHAGIA  
NO THERAPEUTIC RESPONSE  

7373249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2010 7373249 NON-EXPEDITED N OT US-
BAYER-201020272NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7113603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7113603 EXPEDITED (15-DAY) N DE RU-
BAYER-200931167GPV

47 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUDDEN DEATH MIRENA S INTRAUTERINE 784 DAY BAYER

PROGESTERONE C 249 DAY
ESTROGEL C 46 DAY
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Detailed Report
7249991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7249991 EXPEDITED (15-DAY) N HO CA-
BAYER-201010882NA

31 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE CONTINUOUS 9 MTH BAYER
ACNE  
AMENORRHOEA  
ANXIETY  
DEPRESSION  
DYSPAREUNIA  
NERVOUSNESS  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7325166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7325166 NON-EXPEDITED N US-
BAYER-201014759NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7325168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7325168 NON-EXPEDITED Y US-
BAYER-201014168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7334601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7334601 NON-EXPEDITED Y US-
BAYER-201016567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

HCG SHOT C UNKNOWN  

7336236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7336236 NON-EXPEDITED N US-
BAYER-201017381NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7351838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7351838 NON-EXPEDITED Y HO,OT US-
BAYER-201018955NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
844 DAY BAYER

AMENORRHOEA  
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Detailed Report
7389151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7389151 NON-EXPEDITED Y OT US-
BAYER-201022050NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

256 DAY BAYER

7404142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7404142 EXPEDITED (15-DAY) N OT NO-
BAYER-201025884GPV

31 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 1 DAY BAYER

7406643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7406643 NON-EXPEDITED N OT US-
BAYER-201023487NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
GENITAL HAEMORRHAGE  
PELVIC PAIN  
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Detailed Report
7409482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7409482 EXPEDITED (15-DAY) N OT US-
BAYER-201023425NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BLOOD GLUCOSE INCREASED  
BURNING SENSATION  
NEUROPATHY PERIPHERAL  
PAIN  

7412634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7412634 EXPEDITED (15-DAY) Y OT DK-
BAYER-201026605GPV

45 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL INFARCTION MIRENA S INTRAUTERINE 70 DAY BAYER
BLINDNESS TRANSIENT  
VISION BLURRED  

7412637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7412637 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201024020NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGITIS VIRAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DIZZINESS  
MENORRHAGIA  
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Detailed Report
7415218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7415218 NON-EXPEDITED N OT US-
BAYER-201024407NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7415228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7415228 EXPEDITED (15-DAY) Y OT US-
BAYER-201024414NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7415469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2010 7415469 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201021685GPV

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE  BAYER
CHOLECYSTITIS  
CHOLELITHIASIS  
LIVER FUNCTION TEST ABNORMAL  

7276346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7276346 NON-EXPEDITED N US-
BAYER-201013069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7291931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7291931 NON-EXPEDITED N US-
BAYER-201014178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PARAGARD T380A S  

7302198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7302198 NON-EXPEDITED Y US-
BAYER-201014369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7306549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7306549 NON-EXPEDITED Y US-
BAYER-201014908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7373248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7373248 NON-EXPEDITED Y HO,OT US-
BAYER-201020939NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
22 DAY BAYER
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Detailed Report
7380283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7380283 NON-EXPEDITED Y US-
BAYER-201019140NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7399849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7399849 EXPEDITED (15-DAY) N HO,OT DK-
BAYER-201025432GPV

45 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 43 DAY BAYER

7416638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416638 NON-EXPEDITED N OT US-
BAYER-201024410NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
PAIN  

7416642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416642 NON-EXPEDITED Y OT US-
BAYER-201024576NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7416658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416658 NON-EXPEDITED Y US-
BAYER-201023483NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 449 DAY BAYER

7416662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416662 NON-EXPEDITED Y US-
BAYER-201022684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7416665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416665 NON-EXPEDITED N US-
BAYER-201022982NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE MIRENA SHOULD BE

REMOVED ON
MAR-2009, BUT IT WAS
NOT REMOVED

 BAYER

BREAST PAIN  
Haemorrhage in pregnancy  
PREGNANCY  

7416668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416668 NON-EXPEDITED N US-
BAYER-201022728NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7416669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416669 NON-EXPEDITED Y US-
BAYER-201022001NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
84 DAY BAYER

PELVIC PAIN  

7416670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416670 NON-EXPEDITED N US-
BAYER-201023049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
 BAYER

7416671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7416671 NON-EXPEDITED N US-
BAYER-201023426NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
PELVIC PAIN  

7417287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7417287 NON-EXPEDITED Y HO US-
BAYER-201024566NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC ABSCESS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
52 MTH BAYER

PELVIC PAIN  
PYREXIA  
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Detailed Report
7417402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7417402 NON-EXPEDITED N US-
BAYER-201024032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MEDICAL DEVICE COMPLICATION  

7417403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7417403 NON-EXPEDITED N US-
BAYER-201023828NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
92 DAY BAYER

7417405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7417405 NON-EXPEDITED N US-
BAYER-201023560NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

GENITAL HAEMORRHAGE  

7420492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2010 7420492 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 5 YR BAYER
DRUG INEFFECTIVE  
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Detailed Report
7248192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7248192 NON-EXPEDITED Y US-
BAYER-201010844NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  

7259271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7259271 EXPEDITED (15-DAY) N OT CA-
BAYER-201011866NA

25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
INTRAUTERINE INFECTION  
PAIN  

7293973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7293973 NON-EXPEDITED N US-
BAYER-201014223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7295542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7295542 NON-EXPEDITED N US-
BAYER-201014221NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
90 DAY BAYER
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Detailed Report
7344361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7344361 NON-EXPEDITED N US-
BAYER-201017391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7418003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7418003 EXPEDITED (15-DAY) N OT US-TEVA-236721USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7418097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7418097 NON-EXPEDITED N US-
BAYER-201022883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7418102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7418102 NON-EXPEDITED N US-
BAYER-201023831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
7 DAY BAYER

VAGINAL HAEMORRHAGE CAMILA S  
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Detailed Report
7424038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7424038 DIRECT N OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S  
BLIGHTED OVUM  
MATERNAL EXPOSURE BEFORE PREGNANCY  

7424045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7424045 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S  
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
PAIN  

7424191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 7424191 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S  
OFF LABEL USE  
UNEVALUABLE EVENT  
VAGINITIS BACTERIAL  

7419701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2010 7419701 EXPEDITED (15-DAY) Y OT US-TEVA-237223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS SEASONIQUE S ORAL 0.15 mg/0.03 mg  DURAMED
DRUG INEFFECTIVE  
EXPIRED DRUG ADMINISTERED  
PREGNANCY ON ORAL CONTRACEPTIVE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7425633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2010 7425633 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN DROSPIRENONE\ETHINYL

ESTRADIOL
S 1 A DAY 047  

DYSPNOEA ETHINYL ESTRADIOL
\LEVONORGESTREL

S (.1MG/.02MG) 1 A DAY
047

 

DEPRESSION  
LOSS OF LIBIDO  
MOOD ALTERED  
NAUSEA  
SUICIDAL IDEATION  
THINKING ABNORMAL  
WEIGHT DECREASED  

7409470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7409470 EXPEDITED (15-DAY) Y OT US-
BAYER-201023708NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTENSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7420665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7420665 EXPEDITED (15-DAY) N OT US-
BAYER-201024806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7420694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7420694 NON-EXPEDITED N OT US-
BAYER-201024813NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7420698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7420698 NON-EXPEDITED N OT US-
BAYER-201024772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
BACK PAIN  
PYREXIA  
UTERINE PERFORATION  

7421280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7421280 NON-EXPEDITED N OT US-
BAYER-201024881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
103 DAY BAYER

7425652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7425652 DIRECT N LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S  BAYER
NEUROENDOCRINE CARCINOMA  
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Detailed Report
7427181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7427181 DIRECT N HO,DS,LT,OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPARENT DEATH MIRENA S VAGINAL 1 1 VAG  BAYER
HEART RATE INCREASED  
INFECTION  
WHITE BLOOD CELL COUNT INCREASED  

7427711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2010 7427711 DIRECT HO,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE INTRA-UTERINE  
COMPLICATION OF DEVICE REMOVAL  
EMOTIONAL DISTRESS  
MENORRHAGIA  
SCAR  
SURGICAL PROCEDURE REPEATED  
URINARY TRACT INFECTION  

7306480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7306480 EXPEDITED (15-DAY) Y HO,LT,OT FR-RB-003562-10 28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY ARTERY THROMBOSIS SUBUTEX S INTRAVENOUS Dosing details unknown  
INCORRECT ROUTE OF DRUG
ADMINISTRATION

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL Dosing details unknown  

CARDIAC FAILURE  
SUBSTANCE ABUSE  
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7319454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7319454 EXPEDITED (15-DAY) N OT GB-
BAYER-201018350GPV

40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7362456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7362456 NON-EXPEDITED N OT US-
BAYER-201019348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7387599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7387599 NON-EXPEDITED N OT US-
BAYER-201019503NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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7401297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7401297 NON-EXPEDITED Y OT US-
BAYER-201022922NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA WAS PUT
INITIALLY ON 20-
FEB-2010 POST
ABORTION.

48 DAY BAYER

ABDOMINAL PAIN  
DEVICE EXPULSION  

7405127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7405127 EXPEDITED (15-DAY) N OT CA-
BAYER-201020667NA

38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GYNAECOLOGICAL CHLAMYDIA INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL TENDERNESS  
DYSPAREUNIA  
METRORRHAGIA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7406645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7406645 NON-EXPEDITED N US-
BAYER-201019892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
750 DAY BAYER
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7418041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7418041 EXPEDITED (15-DAY) Y OT AT-
BAYER-201010236GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA MIRENA S INTRAUTERINE  BAYER

7419440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7419440 EXPEDITED (15-DAY) Y US-
BAYER-201024527NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7420664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7420664 NON-EXPEDITED N OT US-
BAYER-201024855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7423406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7423406 NON-EXPEDITED N OT US-
BAYER-201025134NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
138 DAY BAYER

VAGINAL HAEMORRHAGE  

7423440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7423440 NON-EXPEDITED N US-
BAYER-201024803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
0 MTH BAYER
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7423441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2010 7423441 NON-EXPEDITED Y US-
BAYER-201024506NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 4 MTH BAYER

7293972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2010 7293972 NON-EXPEDITED Y US-
BAYER-201013679NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  

7322574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2010 7322574 NON-EXPEDITED N US-
BAYER-201016133NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7424440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2010 7424440 EXPEDITED (15-DAY) N OT DE-
BAYER-201028010GPV

29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 5 YR BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7424447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2010 7424447 NON-EXPEDITED Y US-
BAYER-201023547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENC:
CONTINUOUS

 BAYER

6948275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 6948275 NON-EXPEDITED Y OT US-
BAYER-200915403NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 11 DAY BAYER
PAIN ARMOUR THYROID C ORAL  

7260850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7260850 NON-EXPEDITED N US-
BAYER-201012162NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUING  BAYER

7274950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7274950 NON-EXPEDITED Y US-
BAYER-201012960NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  
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7279071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7279071 NON-EXPEDITED N US-
BAYER-201013488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7280770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7280770 NON-EXPEDITED N US-
BAYER-201013485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7306532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7306532 NON-EXPEDITED N US-
BAYER-201015003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

7334585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7334585 EXPEDITED (15-DAY) N OT US-
BAYER-201016935NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

30 MTH BAYER

PAIN CLEOCIN C ORAL Total daily dose: 1200
MG  Unit dose: 300 MG

 

ABDOMINAL ABSCESS IBUPROFEN C  
PROCEDURAL PAIN SPRINTEC C  
ERYTHEMA  
TENDERNESS  
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7356722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7356722 NON-EXPEDITED N OT US-
BAYER-201018928NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  

7356729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7356729 NON-EXPEDITED Y OT US-
BAYER-201018924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ABORTION SPONTANEOUS  

7414009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7414009 EXPEDITED (15-DAY) Y HO,LT,OT UA-
BAYER-201027119GPV

47 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 5 YR BAYER
VAGINAL HAEMORRHAGE  

7424439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7424439 NON-EXPEDITED N OT US-
BAYER-201024995NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  
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7426007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7426007 EXPEDITED (15-DAY) Y OT US-
BAYER-201024975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE IT WAS INSERTED 4

WEEKS POSTPARTUM
 BAYER

ABDOMINAL DISTENSION  
ANXIETY  
BLOOD URINE PRESENT  
CONSTIPATION  
DEPRESSION  
MENORRHAGIA  
WEIGHT INCREASED  

7426014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7426014 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-201025161NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER MIRENA S INTRAUTERINE CONSTINUOUS 795 DAY BAYER
CERVIX DISORDER  
DEVICE EXPULSION  

7426021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7426021 EXPEDITED (15-DAY) Y OT NO-
BAYER-201026342GPV

43 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL DYSPLASIA MIRENA S INTRAUTERINE 18 DAY BAYER
PAIN  
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Detailed Report
7426022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7426022 EXPEDITED (15-DAY) N OT US-
BAYER-201025156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 DAY BAYER

PELVIC PAIN  

7426030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2010 7426030 NON-EXPEDITED Y OT US-
BAYER-201025248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1 DAY BAYER

BLOOD PRESSURE DECREASED  
DIZZINESS  
HEADACHE  
HYPERHIDROSIS  
NAUSEA  
PRESYNCOPE  
PROCEDURAL PAIN  

7356709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7356709 NON-EXPEDITED N OT US-
BAYER-201018661NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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7420692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7420692 EXPEDITED (15-DAY) OT GB-
BAYER-201027965GPV

27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER
CYST  
ENDOMETRIAL DISORDER  
VAGINAL HAEMORRHAGE  

7427321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7427321 NON-EXPEDITED Y US-
BAYER-201025245NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7437275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7437275 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER

7437324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7437324 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRA-CERVICAL INTRACERVICAL 4 MTH
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7448191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7448191 EXPEDITED (15-DAY) N US-WYE-H15153610 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE LYBREL S 1 TABLET 1X PER I

DAY
 

DRUG INEFFECTIVE  
PAIN  
VAGINAL HAEMORRHAGE  

7450290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7450290 NON-EXPEDITED Y US-WYE-H14594510 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

ABNORMAL WITHDRAWAL BLEEDING CLARITIN C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
CONDITION AGGRAVATED  
PRODUCT QUALITY ISSUE  

7461850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7461850 EXPEDITED (15-DAY) N US-WYE-H14447210 16 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE LYBREL S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

ABASIA  
ABDOMINAL DISTENSION  
PELVIC PAIN  
RASH GENERALISED  
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7461853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2010 7461853 EXPEDITED (15-DAY) Y US-WYE-H14510210 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL LYBREL S 90/20 MCG DAILY  
PRODUCT QUALITY ISSUE LAMOTRIGINE C  

BUPROPION HYDROCHLORIDE C  

7380249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7380249 NON-EXPEDITED N OT US-
BAYER-201020775NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
49 DAY BAYER

ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  

7424437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7424437 NON-EXPEDITED Y OT US-
BAYER-201024951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
MOOD SWINGS ADDERALL XR C IT WAS LESS

AFFECTIVE DURING
MENSTRUAL CYCLES

 

ABDOMINAL DISTENSION  
DYSMENORRHOEA  
FATIGUE  
OEDEMA PERIPHERAL  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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7426017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7426017 NON-EXPEDITED N OT US-
BAYER-201025094NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S ORAL FREQUENCY:

CONTINUOUS
5 YR BAYER

DEVICE EXPULSION  

7427306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7427306 NON-EXPEDITED Y OT US-
BAYER-201025347NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7427309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7427309 EXPEDITED (15-DAY) N OT US-
BAYER-201025257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7428649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2010 7428649 EXPEDITED (15-DAY) N OT US-
BAYER-201025338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7377056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7377056 NON-EXPEDITED N US-
BAYER-201018655NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7378569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7378569 NON-EXPEDITED N US-
BAYER-201018982NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
436 DAY BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7405417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7405417 NON-EXPEDITED N OT US-
BAYER-201023446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 MTH BAYER

PAIN  

7427296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7427296 EXPEDITED (15-DAY) N HO,LT,OT US-
BAYER-201025157NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

CHEST PAIN NUVARING S  
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Detailed Report
7428631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7428631 EXPEDITED (15-DAY) Y OT FR-
BAYER-200917267GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Unit dose: 52 MG  BAYER
POSTPARTUM DEPRESSION  

7428645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7428645 NON-EXPEDITED N OT US-
BAYER-201025255NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7432053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7432053 NON-EXPEDITED N HO US-
BAYER-201025635NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER

7434397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7434397 NON-EXPEDITED N US-PFIZER
INC-2008084561

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING DEPO-PROVERA S  PFIZER
HOT FLUSH PLAN B S ORAL  
MALAISE  
MENSTRUATION IRREGULAR  
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Detailed Report
7441282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7441282 DIRECT N HO,LT,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
APPARENT LIFE THREATENING EVENT  
BACTERIAL INFECTION  
DEPRESSION  
UTERINE INFECTION  

7614309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 7614309 DIRECT N HO,LT,CA,RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  
ECTOPIC PREGNANCY  
FALLOPIAN TUBE PERFORATION  
GASTRIC HAEMORRHAGE  
INSOMNIA  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  

Page: 4,176 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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7386227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2010 7386227 EXPEDITED (15-DAY) N HO DE-
BAYER-201024120GPV

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 424 DAY BAYER
ABDOMINAL PAIN UPPER  
CHEST PAIN  
DYSPHAGIA  
DYSPNOEA  
HEART RATE IRREGULAR  
NAUSEA  

7399848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2010 7399848 NON-EXPEDITED N HO,OT US-
BAYER-201022952NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 DAY BAYER

BACK PAIN  

7416650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2010 7416650 EXPEDITED (15-DAY) Y OT NZ-
BAYER-201027488GPV

46 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 1 DAY BAYER
DIZZINESS  
SYNCOPE  
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Detailed Report
7435987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2010 7435987 EXPEDITED (15-DAY) N OT NZ-
BAYER-201029250GPV

31 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST INFLAMMATION MIRENA S INTRAUTERINE  BAYER
CONNECTIVE TISSUE DISORDER  
LYMPHOCYTIC INFILTRATION  

7451629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2010 7451629 DIRECT N HO,DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 1 DAY
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PAIN  
UTERINE PERFORATION  

7411018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2010 7411018 NON-EXPEDITED N OT US-
BAYER-201024114NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2214 DAY BAYER

DEVICE DISLOCATION  

7442352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2010 7442352 NON-EXPEDITED N OT US-
BAYER-201025717NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7442928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2010 7442928 EXPEDITED (15-DAY) N HO US-TEVA-238001USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER PLAN B ONE-STEP S ORAL  DURAMED

7451560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2010 7451560 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABNORMAL BEHAVIOUR  
ACNE  
BACK PAIN  
DEPRESSION  
JOB DISSATISFACTION  
MIGRAINE  
SUICIDAL IDEATION  

7614460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2010 7614460 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S 1 DAY
CHEST DISCOMFORT  
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Detailed Report
7440659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2010 7440659 EXPEDITED (15-DAY) N OT NO-
BAYER-201029277GPV

23 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE  BAYER
CERVIX DISORDER  
PANIC REACTION  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL HYPOTENSION  

7441086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2010 7441086 NON-EXPEDITED Y US-
BAYER-201025290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7441636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2010 7441636 EXPEDITED (15-DAY) N OT US-TEVA-238293USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
FEELING HOT  
HEADACHE  

7441637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2010 7441637 EXPEDITED (15-DAY) N OT US-TEVA-238264USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7447435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2010 7447435 NON-EXPEDITED N US-PFIZER
INC-2009234160

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS XANAX S ORAL 0.5 mg, as needed  PFIZER
NAUSEA PLAN B S ORAL 0.75 mg, 2x/day 2 DAY

7437134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7437134 EXPEDITED (15-DAY) Y HO TPH-00266 38 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES MELLITUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL DF ORAL 2 MTH

OEDEMA  
WEIGHT DECREASED  

7440662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7440662 EXPEDITED (15-DAY) N OT US-
BAYER-201025734NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
60 MTH BAYER

HEPATITIS C  

7440663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7440663 EXPEDITED (15-DAY) N OT US-
BAYER-201025847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7442136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7442136 NON-EXPEDITED N OT US-
BAYER-201025726NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BACK PAIN  
DYSPAREUNIA  
PELVIC PAIN  
PYREXIA  

7442354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7442354 EXPEDITED (15-DAY) Y OT US-
BAYER-201025137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE  BAYER
HYPOTENSION  
TACHYCARDIA  

7448248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2010 7448248 EXPEDITED (15-DAY) N DS UA-
BAYER-201029584GPV

49 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 3 YR BAYER

7378575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7378575 NON-EXPEDITED Y US-
BAYER-201018974NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7458104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7458104 DIRECT N RI 87 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG PRESCRIBING ERROR MIRENA S  

7537541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7537541 NON-EXPEDITED Y HO,OT 198516USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S  

7537548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7537548 NON-EXPEDITED N OT 208535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORTAL VEIN THROMBOSIS SEASONIQUE S  

7537559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7537559 NON-EXPEDITED Y HO,OT 217896USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ORAL ORAL  

PRISTIQ EXTENDED RELEASE C  

7537564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7537564 NON-EXPEDITED Y HO,LT 226782USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ONE DAILY  

7537565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2010 7537565 NON-EXPEDITED N OT 229916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONIQUE S ORAL ORAL  
DEEP VEIN THROMBOSIS  
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Detailed Report
7440650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2010 7440650 EXPEDITED (15-DAY) N OT US-
BAYER-201025728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
GASTRIC CANCER  

7440654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2010 7440654 NON-EXPEDITED N OT US-
BAYER-201025849NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE EXPULSION  

7457467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2010 7457467 DIRECT N RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRA-CERVICAL IUD ONCE

INTRACERVICAL
 

ACNE  
AGGRESSION  
DEPRESSION  
HEADACHE  
LIBIDO DECREASED  
MOOD SWINGS  
MYALGIA  
WEIGHT INCREASED  
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Detailed Report
7371522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7371522 NON-EXPEDITED N US-
BAYER-201020164NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7404517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7404517 EXPEDITED (15-DAY) Y HO DE-
MERCK-1005DEU00086

71 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY SIMVASTATIN S ORAL  

PANTOPRAZOLE SODIUM S ORAL  
BETAHISTINE S ORAL  
ESTRADIOL VALERATE\ESTRIOL
\LEVONORGESTREL

S ORAL  

IRBESARTAN S ORAL  
PHENPROCOUMON C ORAL 1 DAY
PHENPROCOUMON C ORAL 3 DAY
PHENPROCOUMON C ORAL 9 DAY
PHENPROCOUMON C ORAL  
ENOXAPARIN SODIUM C SUBCUTANEOUS 15 DAY
ASPIRIN\DIPYRIDAMOLE C ORAL  
TORSEMIDE C ORAL 14 DAY
METOPROLOL TARTRATE C ORAL 21 DAY
LEVOTHYROXINE SODIUM C ORAL  
DIMETHINDENE MALEATE C ORAL 9 DAY
ARNICA C ORAL 6 DAY
ARSENIC TRIIODIDE C SUBCUTANEOUS 6 DAY
CHAMOMILE C SUBCUTANEOUS 6 DAY
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Detailed Report
7406644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7406644 NON-EXPEDITED Y US-
BAYER-201019982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7454448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7454448 EXPEDITED (15-DAY) Y DS GXKR2010GB07235 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS FLUOXETINE S ORAL 20 mg, QD  
HOT FLUSH ALLI S ORAL 1 DF, TID  
DEPRESSION ESTROGENS, CONJUGATED

\LEVONORGESTREL
S ORAL 1 DF, QD  

DEPRESSED MOOD MELOXICAM C ORAL 1 DF, QD 29 DAY
CRYING  

7464427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7464427 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
DEVICE EXPULSION  

Page: 4,186 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7464453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7464453 DIRECT N HO,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE INTRA-UTERINE  
ALOPECIA  
BACK PAIN  
BREAST PAIN  
CERVICITIS  
DEPRESSION  
DYSGEUSIA  
FUNGAL INFECTION  
LOSS OF LIBIDO  
UNEVALUABLE EVENT  
URINARY TRACT INFECTION  

7490600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2010 7490600 DIRECT N HO,DS 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON CONTRACEPTIVE LEVONORGESTREL S ORAL 2 TABLETS 1 TAB PER

12 HOURS PO
1 DAY

ECTOPIC PREGNANCY  

7375847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7375847 NON-EXPEDITED N US-
BAYER-201018883NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7448142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7448142 NON-EXPEDITED N OT US-
BAYER-201025879NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
556 DAY BAYER

ABORTION SPONTANEOUS  
VAGINAL HAEMORRHAGE  

7452742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7452742 NON-EXPEDITED N OT US-
BAYER-201026074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7452745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7452745 NON-EXPEDITED N OT US-
BAYER-201026113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 50 DAY BAYER
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7452756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7452756 NON-EXPEDITED Y OT US-
BAYER-201026102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE IT WAS PLACED FOUR

WEEKS PREVIOUS TO
REPORT

 BAYER

PAIN  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

7461526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7461526 DIRECT N OT 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S  
MENORRHAGIA  

7461569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7461569 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  
BACK PAIN  
DRY SKIN  
HOT FLUSH  
HYPOAESTHESIA  
NAUSEA  
PALLOR  
PARAESTHESIA  
WEIGHT INCREASED  
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Detailed Report
7469368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2010 7469368 DIRECT Y DS,LT,OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC DISORDER IBUPROFEN S 1 TAB 6 HRS 600 MG 6

HRS
16 YR

OVERDOSE ISOSORBIDE S 1 TAB 6 HRS 5 MTH
RENAL CYST MIRENA S  
BLOOD PRESSURE ABNORMAL VIOKASE C  

ARAO C  
INHALER C  

7411017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7411017 NON-EXPEDITED N OT US-
BAYER-201024167NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7415217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7415217 NON-EXPEDITED Y OT US-
BAYER-201024412NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYSTECTOMY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7440657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7440657 EXPEDITED (15-DAY) N OT US-
BAYER-201025865NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN LOWER  
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Detailed Report
7452746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7452746 NON-EXPEDITED N HO,LT,OT US-
BAYER-201026094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MOBILITY DECREASED  
PAIN  
PELVIC ADHESIONS  
PELVIC INFLAMMATORY DISEASE  

7452752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7452752 EXPEDITED (15-DAY) Y OT US-
BAYER-201026096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
ADNEXA UTERI PAIN  
DYSPAREUNIA  
DYSSTASIA  
LOSS OF CONSCIOUSNESS  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

7453791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7453791 EXPEDITED (15-DAY) N OT US-
BAYER-201026234NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL CORD DISORDER MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PARAESTHESIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7453792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7453792 NON-EXPEDITED N OT US-
BAYER-201026138NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
CHLAMYDIAL PELVIC INFLAMMATORY DISEASE  
INGUINAL MASS  
VAGINAL HAEMORRHAGE  
Vulvovaginal swelling  

7453798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7453798 NON-EXPEDITED N OT US-
BAYER-201026255NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  

7453799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7453799 EXPEDITED (15-DAY) N OT US-
BAYER-201026153NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CONVULSION  
MEDICAL DEVICE DISCOMFORT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7453803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7453803 EXPEDITED (15-DAY) N OT US-
BAYER-201026258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7457920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7457920 NON-EXPEDITED N HO,OT ZA-
BAYER-201030215GPV

33 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

7458460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2010 7458460 NON-EXPEDITED N OT CA-
BAYER-201026236NA

32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 12 DAY BAYER
ABDOMINAL PAIN  
DISCOMFORT  

6948319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 6948319 NON-EXPEDITED N OT US-
BAYER-200915400NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7177652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7177652 NON-EXPEDITED N HO,OT US-
BAYER-200938611NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

BUPROPION HYDROCHLORIDE C ORAL Total daily dose: 400
MG

 

SYNTHROID C ORAL Total daily dose: 112
MG

 

ADDERALL C ORAL  

7371487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7371487 NON-EXPEDITED Y OT US-
BAYER-201020176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INSERTED BETWEEN

MARCH AND JULY
2009

 BAYER

ECTOPIC PREGNANCY  

7371507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7371507 NON-EXPEDITED N OT US-
BAYER-201020037NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 DAY BAYER

ABDOMINAL PAIN LOWER  
UTERINE PERFORATION  

Page: 4,194 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7373289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7373289 EXPEDITED (15-DAY) N HO FR-
BAYER-201023282GPV

50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ABSCESS MIRENA S INTRAUTERINE 158 DAY BAYER
STAPHYLOCOCCAL INFECTION LEVOTHYROXINE SODIUM C ORAL  
TREATMENT FAILURE  

7389185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7389185 NON-EXPEDITED Y OT US-
BAYER-201020311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7402622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7402622 EXPEDITED (15-DAY) N LT,OT FR-
BAYER-201026152GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTROCYTOMA MIRENA S INTRAUTERINE 442 DAY BAYER
GRAND MAL CONVULSION  
MIGRAINE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7452751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7452751 EXPEDITED (15-DAY) N OT US-
BAYER-201026001NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
BACK PAIN  
BLOOD IRON DECREASED  
CERVICAL CYST  
COITAL BLEEDING  
EMOTIONAL DISORDER  
LYMPHADENOPATHY  
PROCEDURAL DIZZINESS  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7453807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7453807 NON-EXPEDITED N HO US-
BAYER-201026329NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

DEVICE DISLOCATION  
MALAISE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7455479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7455479 EXPEDITED (15-DAY) N OT CA-
BAYER-201026405NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

HEADACHE  
PARAESTHESIA  

7455481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7455481 NON-EXPEDITED N OT US-
BAYER-201026440NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
33 DAY BAYER

PELVIC PAIN  
PROCTALGIA  

7455487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7455487 NON-EXPEDITED N OT US-
BAYER-201026485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7461331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7461331 NON-EXPEDITED N US-
BAYER-201025324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
229 DAY BAYER

URINARY TRACT INFECTION UNKNOWN DRUG C  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7461932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7461932 EXPEDITED (15-DAY) Y OT CA-TEVA-239747USA 17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION SEASONALE S ORAL 1 MTH DURAMED

7474883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2010 7474883 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE 1 EVERYB 5 YRS

INTRA-UTERINE
 BAYER

BIOPSY BREAST  
DEPRESSION  
SLEEP DISORDER  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7157777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7157777 NON-EXPEDITED Y OT US-
BAYER-200936530NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 85 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PAIN  
POST ABORTION HAEMORRHAGE  
PROCEDURAL PAIN  
SCAR  
SKIN IRRITATION  

7320968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7320968 NON-EXPEDITED N OT US-
BAYER-201016196NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

585 DAY BAYER

AMENORRHOEA  

7365574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7365574 NON-EXPEDITED N HO,OT US-
BAYER-201019478NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

DEVICE EXPULSION  
ECTOPIC PREGNANCY  
PERITONEAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7453815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7453815 NON-EXPEDITED N OT US-
BAYER-201026380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
8 MTH BAYER

MENSTRUATION DELAYED  
PAIN  
POLYMENORRHOEA  

7455473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7455473 NON-EXPEDITED N OT US-
BAYER-201026487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7465274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465274 EXPEDITED (15-DAY) N HO US-
BAYER-201026634NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

BIPOLAR DISORDER  
BORDERLINE PERSONALITY DISORDER  
EPILEPSY  
GRAND MAL CONVULSION  
HEADACHE  
HYPOAESTHESIA  
INSOMNIA  
PARAESTHESIA  
SLEEP DISORDER  
SUICIDAL IDEATION  
SUICIDE ATTEMPT  
UNEVALUABLE EVENT  

7465300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465300 NON-EXPEDITED N OT US-
BAYER-201026978NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
23 DAY BAYER

DEVICE DISLOCATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7465302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465302 NON-EXPEDITED Y HO US-
BAYER-201026977NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
27 DAY BAYER

DEVICE DISLOCATION  

7465305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465305 NON-EXPEDITED Y HO US-
BAYER-201026976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

7465380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465380 NON-EXPEDITED N US-
BAYER-201026724NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
618 DAY BAYER

7465381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465381 NON-EXPEDITED N US-
BAYER-201026728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 4 DAY BAYER
DEVICE EXPULSION  
POST PROCEDURAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7465386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465386 NON-EXPEDITED N US-
BAYER-201026748NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 MTH BAYER

ABDOMINAL DISTENSION  
FALL  
NAUSEA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7465437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465437 EXPEDITED (15-DAY) Y OT DE-
BAYER-201031127GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS MIRENA S INTRAUTERINE  BAYER
LIVER FUNCTION TEST ABNORMAL  

7465450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465450 EXPEDITED (15-DAY) Y OT DE-
BAYER-201031001GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7465614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7465614 NON-EXPEDITED N OT US-
BAYER-201026966NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7476122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7476122 DIRECT N RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  
ACNE  
BACK PAIN  
DEPRESSION  
OEDEMA PERIPHERAL  

7501534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 7501534 EXPEDITED (15-DAY) Y HO,LT,OT RB-03562-2010 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC FAILURE SUBUTEX S INTRAVENOUS INTRAVENOUS  
PULMONARY ARTERIAL HYPERTENSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ATRIAL SEPTAL DEFECT  
PULMONARY ARTERY THROMBOSIS  

7409472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2010 7409472 NON-EXPEDITED N OT US-
BAYER-201023480NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
95 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7465278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2010 7465278 NON-EXPEDITED N OT US-
BAYER-201026923NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
459 DAY BAYER

ABDOMINAL TENDERNESS  
DEVICE DISLOCATION  
DYSPAREUNIA  
HAEMORRHAGE  
OVARIAN CYST  
PELVIC PAIN  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  

7468998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2010 7468998 EXPEDITED (15-DAY) Y DS,OT GB-
RANBAXY-2010RR-3551
4

49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION FLUOXETINE HCL S ORAL 20 mg, qd  RANBAXY
HOT FLUSH ALLI S ORAL 1 DF, tid  
DEPRESSED MOOD ESTROGENS, CONJUGATED

\LEVONORGESTREL
S ORAL 1 DF, qd  

MENOPAUSAL SYMPTOMS MELOXICAM C ORAL 1 DF, qd 28 DAY
CRYING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7293974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2010 7293974 NON-EXPEDITED N US-
BAYER-201013684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7442857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2010 7442857 EXPEDITED (15-DAY) Y OT MX-TEVA-238634ISR 32 YR Female MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACUTE GENERALISED EXANTHEMATOUS
PUSTULOSIS

PLAN B S  DURAMED

INTENTIONAL DRUG MISUSE  

7453810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2010 7453810 EXPEDITED (15-DAY) N OT US-
BAYER-201026330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

TOPAMAX S  

7453813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2010 7453813 NON-EXPEDITED N OT US-
BAYER-201026331NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7369890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7369890 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201022636GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL PRESSURE INCREASED MIRENA S INTRAUTERINE 380 DAY BAYER
VISUAL IMPAIRMENT DOXYCYCLINE S 12 DAY
VISUAL ACUITY REDUCED RAMIPRIL C  
DIPLOPIA METOPROLOL C  
HEADACHE  

7432057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7432057 EXPEDITED (15-DAY) N DS,OT CH-
BAYER-201029018GPV

45 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOLYMPHATIC HYDROPS MIRENA S INTRAUTERINE  BAYER
DEAFNESS PLAQUENIL C  
EAR DISCOMFORT  
INNER EAR INFLAMMATION  

7442353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7442353 EXPEDITED (15-DAY) N OT GB-
BAYER-201029827GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 18 MTH BAYER
DEPRESSION  

Page: 4,207 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7453958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7453958 NON-EXPEDITED Y HO US-
BAYER-201030180GPV

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 1 WEEK BAYER
ABDOMINAL PAIN  
FLANK PAIN  
PELVIC PAIN  
PYREXIA  

7455474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7455474 EXPEDITED (15-DAY) Y OT US-
BAYER-201026382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FACIAL NERVE DISORDER  
HEMIPARESIS  
MUSCULAR WEAKNESS  

7465272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7465272 NON-EXPEDITED Y OT US-
BAYER-201026483NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
670 DAY BAYER

DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7465447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7465447 EXPEDITED (15-DAY) N OT GB-
BAYER-201031205GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  BAYER

7468971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7468971 EXPEDITED (15-DAY) Y OT BE-
BAYER-201030912GPV

56 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA BENIGN MIRENA S INTRAUTERINE  BAYER
HEADACHE  

7472888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7472888 EXPEDITED (15-DAY) Y DE,CA US-
BAYER-201027043NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEURAL TUBE DEFECT MIRENA S TRANSPLACENTAL  BAYER

7475962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2010 7475962 NON-EXPEDITED N OT US-
BAYER-201027300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
541 DAY BAYER
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Detailed Report
7283726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7283726 EXPEDITED (15-DAY) N US-
BAYER-200943297NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
194 DAY BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
ANXIETY  
DEPRESSION  
DEVICE EXPULSION  
FATIGUE  
HEADACHE  
INSOMNIA  
INSULIN RESISTANCE  
MOOD SWINGS  
PAIN  
PALPITATIONS  
VAGINAL HAEMORRHAGE  

7409476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7409476 EXPEDITED (15-DAY) N OT GB-
BAYER-201026298GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHRONIC FATIGUE SYNDROME MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
HYPERVENTILATION  
INCREASED APPETITE  
VISION BLURRED  
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7452747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7452747 NON-EXPEDITED N OT US-
BAYER-201025995NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 MTH BAYER

CYST  
ECTOPIC PREGNANCY  
ENDOMETRIOSIS  
VAGINAL HAEMORRHAGE  

7455484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7455484 EXPEDITED (15-DAY) N OT IE-
BAYER-201030404GPV

35 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL 2 WEEK BAYER
SEPSIS NEONATAL  

7479041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7479041 NON-EXPEDITED N OT US-
BAYER-201027259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

OVARIAN CYST RUPTURED  
URINARY TRACT INFECTION  

7479080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 7479080 EXPEDITED (15-DAY) N HO US-
BAYER-201027248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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7170379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7170379 EXPEDITED (15-DAY) Y OT NO-
BAYER-200937317GPV

40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 1 YR BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
SMEAR CERVIX ABNORMAL  

7375797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7375797 NON-EXPEDITED N OT US-
BAYER-201020286NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 12 MTH BAYER
ABORTION SPONTANEOUS  
DEVICE BREAKAGE  
MENSTRUAL DISORDER  
PREGNANCY  

7393329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7393329 NON-EXPEDITED N HO,OT US-
BAYER-201022129NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
375 DAY BAYER

ABDOMINAL PAIN  
DYSPAREUNIA  
NIGHT SWEATS  
PURULENT DISCHARGE  
PYREXIA  
TREMOR  
UTERINE PAIN  
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7468969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7468969 NON-EXPEDITED N US-
BAYER-201026964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
Haemorrhage in pregnancy  

7468970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7468970 NON-EXPEDITED N US-
BAYER-201026965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
Haemorrhage in pregnancy  

7486574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486574 EXPEDITED (15-DAY) N OT US-TEVA-238853USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE PLAN B ONE-STEP S ORAL  DURAMED
DEHYDRATION  
DIZZINESS  
FATIGUE  
HYPOTENSION  
LIMB INJURY  
MENSTRUATION IRREGULAR  
PYREXIA  
URINARY TRACT INFECTION  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
7486701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486701 EXPEDITED (15-DAY) N OT US-
BAYER-201027253NA

63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTOSCOPY ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7486704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486704 EXPEDITED (15-DAY) N OT IE-
BAYER-201030321GPV

35 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 2 WEEK BAYER
DEVICE EXPULSION  
GESTATIONAL DIABETES  
RENAL IMPAIRMENT  

7486707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486707 NON-EXPEDITED N OT US-
BAYER-201027295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 YR BAYER

7486708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486708 NON-EXPEDITED Y OT US-
BAYER-201027297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
2 YR BAYER
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Detailed Report
7486714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2010 7486714 NON-EXPEDITED Y OT US-
BAYER-201027299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 YR BAYER

7087343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7087343 NON-EXPEDITED Y HO,OT US-
BAYER-200929924NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7369879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7369879 NON-EXPEDITED Y HO,LT,OT US-
BAYER-201020313NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

282 DAY BAYER

MULTI-VITAMIN C  
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Detailed Report
7376083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7376083 NON-EXPEDITED Y OT US-
BAYER-201020339NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
HORMONE LEVEL ABNORMAL  
METRORRHAGIA  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7376087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7376087 NON-EXPEDITED Y OT US-
BAYER-201020366NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
PAIN  
VAGINAL HAEMORRHAGE  

7378570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7378570 NON-EXPEDITED Y HO,OT US-
BAYER-201020685NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER
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Detailed Report
7386450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7386450 NON-EXPEDITED N HO,OT US-
BAYER-201021768NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7387769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7387769 NON-EXPEDITED N HO,OT US-
BAYER-201021750NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ABDOMINAL PAIN  

7389148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7389148 NON-EXPEDITED N OT US-
BAYER-201021669NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

23 MTH BAYER

PELVIC PAIN  

7395270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7395270 EXPEDITED (15-DAY) N HO DE-
BAYER-201023945GPV

52 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIPOMA MIRENA S INTRAUTERINE 1376 DAY BAYER

Page: 4,217 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7395272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7395272 NON-EXPEDITED N OT US-
BAYER-201022196NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
863 DAY BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7405147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7405147 NON-EXPEDITED N OT US-
BAYER-201023490NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
39 MTH BAYER

DEVICE DISLOCATION  
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Detailed Report
7415249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7415249 EXPEDITED (15-DAY) N DS,OT US-
BAYER-201024440NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
26 DAY BAYER

ABDOMINAL DISTENSION  
DYSMENORRHOEA  
EXERCISE TOLERANCE DECREASED  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
HUNGER  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7442134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7442134 NON-EXPEDITED N US-
BAYER-201025662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1 YR BAYER

ABDOMINAL PAIN  
ACNE  
ALOPECIA  
ANXIETY  
COITAL BLEEDING  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7472889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7472889 EXPEDITED (15-DAY) N OT US-
BAYER-201027095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BLOOD IRON DECREASED  
BLOOD POTASSIUM DECREASED  
CONTUSION  
DIZZINESS  
DYSPNOEA  
MENORRHAGIA  
PALPITATIONS  
PRESYNCOPE  
UTERINE LEIOMYOMA  
VAGINAL HAEMORRHAGE  

7486702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7486702 NON-EXPEDITED N OT US-
BAYER-201027505NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
DEVICE ISSUE  
VAGINAL HAEMORRHAGE  

7486713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7486713 NON-EXPEDITED N OT US-
BAYER-201027409NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
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Detailed Report
7490056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7490056 EXPEDITED (15-DAY) N OT US-
BAYER-201027683NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7490067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7490067 NON-EXPEDITED N OT US-
BAYER-201027494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7490097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2010 7490097 NON-EXPEDITED N US-
BAYER-201025848NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 MTH BAYER

ANAEMIA  
MENORRHAGIA  

7152240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7152240 NON-EXPEDITED N US-
BAYER-200933731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7367065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7367065 NON-EXPEDITED N US-
BAYER-201019627NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

GENITAL HAEMORRHAGE  

7369882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7369882 EXPEDITED (15-DAY) N OT US-
BAYER-201019898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEOPLASM MALIGNANT MIRENA S INTRAUTERINE  BAYER
BLOOD URINE PRESENT  
PREGNANCY TEST NEGATIVE  
PREGNANCY TEST POSITIVE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SWELLING  

7377078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7377078 EXPEDITED (15-DAY) N HO,OT AT-
BAYER-201023290GPV

43 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7389344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7389344 NON-EXPEDITED Y US-
BAYER-201022177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7391192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7391192 NON-EXPEDITED Y US-
BAYER-201022224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7402613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7402613 EXPEDITED (15-DAY) Y OT DE-
BAYER-201025708GPV

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRANULOMATOUS LIVER DISEASE MIRENA S INTRAUTERINE 51 MTH BAYER
LUNG NEOPLASM  
NIGHT SWEATS  

7409483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7409483 NON-EXPEDITED Y OT US-
BAYER-201023477NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FISH OIL C  

7416664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7416664 NON-EXPEDITED Y US-
BAYER-201020968NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7420691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7420691 NON-EXPEDITED Y US-
BAYER-201022244NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

NAUSEA  
VOMITING  

7427325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7427325 NON-EXPEDITED N US-
BAYER-201021028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7428648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7428648 NON-EXPEDITED N OT US-
BAYER-201025334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7455504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7455504 NON-EXPEDITED N US-
BAYER-201020823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7491380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2010 7491380 NON-EXPEDITED Y OT US-
BAYER-201027895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MENORRHAGIA  

7285133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7285133 EXPEDITED (15-DAY) N HU-
BAYER-201015384GPV

Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 1 MTH BAYER

7426034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7426034 EXPEDITED (15-DAY) N OT FR-
BAYER-201028328GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHANGIOLEIOMYOMATOSIS MIRENA S INTRAUTERINE 7 YR BAYER
PLEURAL EFFUSION MIRENA S INTRAUTERINE  BAYER
ASCITES VERAPAMIL HYDROCHLORIDE C ORAL Unit dose: 240 MG  
CHYLOTHORAX CANDESARTAN CILEXETIL C ORAL Unit dose: 8 MG  
ENDOMETRIAL DISORDER  
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Detailed Report
7479039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7479039 EXPEDITED (15-DAY) N HO BY-
BAYER-201031562GPV

39 YR Female BLR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 197 DAY BAYER
BREAST TENDERNESS  
HEPATIC ENZYME INCREASED  
HEPATITIS C VIRUS TEST POSITIVE  
LIBIDO DECREASED  
PROGESTERONE INCREASED  
WEIGHT INCREASED  

7494519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7494519 NON-EXPEDITED N OT US-
BAYER-201027864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7494520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7494520 NON-EXPEDITED N OT US-
BAYER-201027976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 63 DAY BAYER
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Detailed Report
7494522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7494522 NON-EXPEDITED Y OT US-
BAYER-201027903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

7494524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7494524 NON-EXPEDITED N OT US-
BAYER-201027894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7494549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7494549 NON-EXPEDITED N US-
BAYER-201026668NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ACNE  
ALOPECIA  
ANDROGENETIC ALOPECIA  
DANDRUFF  
TRICHORRHEXIS  
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Detailed Report
7504591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2010 7504591 DIRECT DE 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

DEEP VEIN THROMBOSIS  
LOSS OF CONSCIOUSNESS  

7506696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2010 7506696 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION LEVONORGESTREL S  BAYER
ANXIETY  
MOOD SWINGS  
WEIGHT INCREASED  

7246914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7246914 EXPEDITED (15-DAY) N OT US-
BAYER-201010780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PARTNER STRESS  
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Detailed Report
7427289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7427289 NON-EXPEDITED N OT US-
BAYER-201025164NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

71 DAY BAYER

BACK PAIN WELLBUTRIN C ORAL  
AMENORRHOEA ROBAXIN C  

7491377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7491377 EXPEDITED (15-DAY) Y CA GB-
BAYER-201032538GPV

< 1 DAY Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL ANOMALY MIRENA S TRANSPLACENTAL  BAYER

7502648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7502648 NON-EXPEDITED N OT US-
BAYER-201028259NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
39 DAY BAYER
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Detailed Report
7514691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7514691 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
ANGER  
ANXIETY  
DIZZINESS  
FEAR  
PALLOR  
PANIC ATTACK  
VOMITING  

7522543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7522543 DIRECT Y DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE 1 SYSTEM PLACED

ONCE INTRA-UTERINE
 BAYER

7529760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 7529760 DIRECT N HO,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
ACNE  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  
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Detailed Report
7146605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7146605 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-200933689GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  
IMMINENT ABORTION  
PLACENTA ACCRETA  
RETROPLACENTAL HAEMATOMA  
VAGINAL HAEMORRHAGE  

7187006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7187006 EXPEDITED (15-DAY) Y OT US-
BAYER-200940411NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE CONTINUOUS 280 DAY BAYER
TRANSIENT ISCHAEMIC ATTACK VALSARTAN C ORAL  
DYSARTHRIA  
HYPERTENSION  
HYPOAESTHESIA  
PARAESTHESIA  
VAGINAL HAEMORRHAGE  

7325178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7325178 NON-EXPEDITED Y US-
BAYER-201013885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
330 DAY BAYER
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Detailed Report
7397084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7397084 NON-EXPEDITED N OT US-
BAYER-201022622NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

INTRAUTERINE
2 MTH BAYER

DEVICE DISLOCATION  
MEDICAL DEVICE PAIN  
PELVIC PAIN  

7399868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7399868 NON-EXPEDITED N OT US-
BAYER-201022802NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7399870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7399870 NON-EXPEDITED N OT US-
BAYER-201022848NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

MENSTRUATION DELAYED  
NAUSEA  
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Detailed Report
7405408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7405408 NON-EXPEDITED Y US-
BAYER-201018653NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
BREAST SWELLING  
FOOD CRAVING  
MENSTRUATION DELAYED  
NAUSEA  
TENDERNESS  

7479037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7479037 EXPEDITED (15-DAY) Y OT IE-
BAYER-201031563GPV

53 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
FATIGUE LEVOTHYROXINE SODIUM C  
PRURITUS  

7490063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7490063 NON-EXPEDITED N US-
BAYER-201027566NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BACK PAIN  
PROCEDURAL PAIN  
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Detailed Report
7498261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7498261 EXPEDITED (15-DAY) N DS,OT CA-
BAYER-201019472NA

29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
62 DAY BAYER

ACTIVITIES OF DAILY LIVING IMPAIRED  
BACK PAIN  
DEVICE DIFFICULT TO USE  

7498262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7498262 EXPEDITED (15-DAY) N OT US-
BAYER-201027898NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ACNE  
BREAST TENDERNESS  
CHILLS  
DANDRUFF  
DEVICE DISLOCATION  
HOT FLUSH  
INFLUENZA LIKE ILLNESS  
MENSTRUAL DISORDER  
NERVOUSNESS  
PARANOIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7498295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7498295 NON-EXPEDITED N US-
BAYER-201027911NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
MOOD SWINGS  
MUSCLE SPASMS  
OVARIAN CYST  
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  

7502643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7502643 EXPEDITED (15-DAY) N OT US-
BAYER-201028213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING MIRENA S INTRAUTERINE  BAYER

7504853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7504853 NON-EXPEDITED N OT US-
BAYER-201028190NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MUSCLE SPASMS  
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Detailed Report
7504855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7504855 EXPEDITED (15-DAY) N DS,OT US-
BAYER-201027986NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VASCULAR THROMBOSIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BLINDNESS UNILATERAL  
HEADACHE  
HYPERTENSION  
MIGRAINE  

7504864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7504864 NON-EXPEDITED N OT US-
BAYER-201027979NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

MENSTRUATION DELAYED  

7504984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7504984 EXPEDITED (15-DAY) N DE,HO US-
WATSON-2010-09574

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 Tablet, daily 22 DAY WATSON

DEEP VEIN THROMBOSIS ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL 1 Tablet, daily  WATSON

LOSS OF CONSCIOUSNESS VALSARTAN S ORAL UNK Tablet, daily  
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Detailed Report
7505022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7505022 NON-EXPEDITED N US-
BAYER-201027902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7505044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7505044 EXPEDITED (15-DAY) N DS US-
BAYER-201028421NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 YR BAYER

7505069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7505069 EXPEDITED (15-DAY) N OT US-
BAYER-201028137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
HEADACHE  
INSOMNIA  
PANIC ATTACK  

7506057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7506057 NON-EXPEDITED Y OT US-
BAYER-201028468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7506178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2010 7506178 EXPEDITED (15-DAY) N OT US-
BAYER-201028309NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  

7268106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7268106 EXPEDITED (15-DAY) N OT FR-
BAYER-201013247GPV

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S INTRAUTERINE 58 MTH BAYER
LYMPHADENOPATHY  

7426041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7426041 NON-EXPEDITED N US-
BAYER-201021025NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FRQUENCY:CONTINU

OUS
 BAYER

DEVICE EXPULSION  

7506179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7506179 EXPEDITED (15-DAY) N HO,DS UA-
BAYER-201033001GPV

44 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 4 YR BAYER
ALOPECIA  
OBESITY  
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Detailed Report
7507046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7507046 EXPEDITED (15-DAY) N OT FR-
BAYER-201033229GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
INFERTILITY FEMALE  
MEDICATION ERROR  

7507067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7507067 NON-EXPEDITED Y US-
BAYER-201028027NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  BAYER

7528361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2010 7528361 DIRECT N HO,DS,LT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN RUPTURE MIRENA S  BAYER
ECTOPIC PREGNANCY  
HAEMORRHAGE  

7325164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2010 7325164 NON-EXPEDITED Y US-
BAYER-201014647NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7427324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2010 7427324 NON-EXPEDITED N US-
BAYER-201021048NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
266 DAY BAYER

ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DEVICE EXPULSION  

7511763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2010 7511763 NON-EXPEDITED N US-
BAYER-201015808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7511768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2010 7511768 NON-EXPEDITED Y US-
BAYER-201028762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7050753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7050753 NON-EXPEDITED N US-
BAYER-200921953NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL CONTINUOUS

DELIVERY FOR ONCE
WEEKLY APPLICATION

 BAYER

APPLICATION SITE ERYTHEMA  
APPLICATION SITE IRRITATION  
APPLICATION SITE PRURITUS  
METRORRHAGIA  
NO ADVERSE EVENT  

7114859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7114859 NON-EXPEDITED N US-
BAYER-200932385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  
RETAINED PLACENTA OR MEMBRANES  

7293977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7293977 NON-EXPEDITED N US-
BAYER-201014832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7295539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7295539 NON-EXPEDITED N US-
BAYER-201013639NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1006 DAY BAYER

DEVICE DISLOCATION  

7306519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7306519 NON-EXPEDITED N US-
BAYER-201014681NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7416657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7416657 NON-EXPEDITED N US-
BAYER-201022984NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7518575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7518575 EXPEDITED (15-DAY) Y HO,LT NL-
ASTRAZENECA-2010SE
35462

37 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION ZOMIG S ORAL AS NECESSARY 2718 DAY ZENECA

NORDETTE S ORAL CYCLICAL  
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Detailed Report
7518770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7518770 EXPEDITED (15-DAY) N DE,HO,OT PHHY2010US48993 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM DIOVAN S ORAL UNK  
DEEP VEIN THROMBOSIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 0.02/0.1-28; 1 tablet

daily
 

LOSS OF CONSCIOUSNESS LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL 1 tablet daily  

7519298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7519298 NON-EXPEDITED N US-
BAYER-200943111NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7519299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7519299 NON-EXPEDITED Y US-
BAYER-201020276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7519634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7519634 NON-EXPEDITED N US-PFIZER
INC-2007021193

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE NORDETTE S  
SOMNOLENCE TRILEPTAL C  
AMENORRHOEA LYRICA S  PFIZER
DRUG INTERACTION SUDAFED 12 HOUR S  

ATIVAN S  
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7532465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7532465 DIRECT N HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  
DEVICE DISLOCATION  
ECONOMIC PROBLEM  

7541169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2010 7541169 EXPEDITED (15-DAY) OT TPH-00270 23 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  

7323381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7323381 NON-EXPEDITED N US-
BAYER-201015465NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

7325176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7325176 NON-EXPEDITED N US-
BAYER-201014978NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
500 DAY BAYER
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Detailed Report
7336208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7336208 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201017550NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNRESPONSIVE TO STIMULI MIRENA S INTRAUTERINE 66 MTH BAYER
UNEVALUABLE EVENT MIRENA S INTRAUTERINE PRIOR MIRENA WAS

REMOVED AND A NEW
ONE PLACED

 BAYER

MUSCLE SPASMS  

7389357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7389357 NON-EXPEDITED N OT US-
BAYER-201021775NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

7393338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7393338 NON-EXPEDITED Y OT US-
BAYER-201022200NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION  
PROCEDURAL PAIN  

7479035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7479035 NON-EXPEDITED Y OT US-
BAYER-201027246NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
268 DAY BAYER

MUSCLE SPASMS  
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7506167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7506167 NON-EXPEDITED Y OT US-
BAYER-201028262NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
36 DAY BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  

7511733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7511733 NON-EXPEDITED Y OT US-
BAYER-201028318NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MALAISE  

7511745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7511745 EXPEDITED (15-DAY) N OT US-
BAYER-201028448NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
CHEST PAIN  
CIRCULATORY COLLAPSE  
DYSPEPSIA  
GASTROOESOPHAGEAL REFLUX DISEASE  
OESOPHAGITIS  
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7511749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7511749 NON-EXPEDITED N OT US-
BAYER-201028483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN LOWER  
MIGRAINE  
MOOD SWINGS  
OVARIAN CYST  

7518984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7518984 NON-EXPEDITED N OT US-
BAYER-201028835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7523149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523149 NON-EXPEDITED N US-
BAYER-201019091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7523150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523150 NON-EXPEDITED N US-
BAYER-201014258NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7523151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523151 NON-EXPEDITED N US-
BAYER-201019029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7523152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523152 NON-EXPEDITED N US-
BAYER-201014248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER

7523153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523153 NON-EXPEDITED N US-
BAYER-201013104NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
388 DAY BAYER

7523154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523154 NON-EXPEDITED N US-
BAYER-201012266NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
7523156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2010 7523156 NON-EXPEDITED Y US-
BAYER-201020826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

7236235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7236235 NON-EXPEDITED N OT US-
BAYER-200943772NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  

7255159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7255159 NON-EXPEDITED Y OT US-
BAYER-201011495NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
821 DAY BAYER

ABDOMINAL PAIN MICRONOR C ORAL  
DEVICE DISLOCATION  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7291930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7291930 NON-EXPEDITED N US-
BAYER-201014179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

PARAGARD T380A S INTRAUTERINE  
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Detailed Report
7293980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7293980 NON-EXPEDITED N US-
BAYER-201014833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7299853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7299853 NON-EXPEDITED N US-
BAYER-201010904NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE FREQUENCY :CONTIN

UOUS
148 DAY BAYER

DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY :CONTIN
UOUS

 BAYER

NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

7306550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7306550 NON-EXPEDITED N US-
BAYER-201014906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7306551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7306551 NON-EXPEDITED Y US-
BAYER-201014907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

Page: 4,250 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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7344368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7344368 NON-EXPEDITED N US-
BAYER-201017702NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7351885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7351885 NON-EXPEDITED N OT US-
BAYER-201018332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7421278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7421278 EXPEDITED (15-DAY) N OT BR-
BAYER-201015494LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

LEVOTHYROXINE SODIUM C  

7425996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7425996 NON-EXPEDITED Y OT US-
BAYER-201024970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENT

CONTINUOUS
44 MTH BAYER

ABORTION THREATENED  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7427311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7427311 EXPEDITED (15-DAY) Y DS,OT FR-
BAYER-201029170GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE INFLAMMATION MIRENA S INTRAUTERINE  BAYER
EPISCLERITIS LEVOTHYROXINE SODIUM C 15 YR
ASPARTATE AMINOTRANSFERASE INCREASED  
BLOOD CREATINE PHOSPHOKINASE
INCREASED

 

BLOOD LACTATE DEHYDROGENASE
INCREASED

 

7453790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7453790 NON-EXPEDITED N OT US-
BAYER-201026143NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7465289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7465289 EXPEDITED (15-DAY) N NO-
BAYER-201030829GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS LEVONORGESTREL S INTRAUTERINE 5 YR BAYER
UTERINE LEIOMYOMA  
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Detailed Report
7490918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7490918 NON-EXPEDITED N OT US-
BAYER-201027703NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7507834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7507834 EXPEDITED (15-DAY) N OT US-TEVA-242619USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGITIS VIRAL AVIANE S ORAL 0.10mg/0.02mg 1 MTH DURAMED
ALOPECIA  
PYREXIA  

7511736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7511736 EXPEDITED (15-DAY) N OT DE-
BAYER-200939733GPV

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 101 DAY BAYER
DEVICE DISLOCATION  
PRE-ECLAMPSIA  
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Detailed Report
7511738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7511738 EXPEDITED (15-DAY) N HO,DS,LT US-
BAYER-201028531NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOS
 BAYER

PELVIC PAIN HORMONES C  
DEPRESSED MOOD  
DEPRESSION  
RADICAL HYSTERECTOMY  

7511752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7511752 NON-EXPEDITED N OT US-
BAYER-201028697NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ANOVULATORY CYCLE  
FATIGUE  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
METRORRHAGIA  

7518977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7518977 EXPEDITED (15-DAY) N OT US-
BAYER-201028925NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
PAIN  
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Detailed Report
7527850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527850 NON-EXPEDITED N OT US-
BAYER-201029262NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY 4 MTH BAYER
TEMPERATURE DIFFERENCE OF EXTREMITIES  

7527857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527857 NON-EXPEDITED N OT US-
BAYER-201029018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7527963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527963 NON-EXPEDITED Y US-
BAYER-201016811NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7527964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527964 NON-EXPEDITED Y US-
BAYER-201017340NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7527966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527966 NON-EXPEDITED N US-
BAYER-201018177NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7527967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2010 7527967 NON-EXPEDITED N US-
BAYER-201026655NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MEDICAL DEVICE COMPLICATION  

7416659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7416659 NON-EXPEDITED N US-
BAYER-201022977NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7452750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7452750 NON-EXPEDITED Y HO US-
BAYER-201025933NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
460 DAY BAYER

PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7479038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7479038 EXPEDITED (15-DAY) N OT BR-
BAYER-201016569LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

DEAFNESS UNILATERAL IMPLANON C  

7518972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7518972 NON-EXPEDITED Y OT US-
BAYER-201028931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
VAGINAL HAEMORRHAGE  

7518986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7518986 NON-EXPEDITED Y OT US-
BAYER-201028933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7529539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7529539 NON-EXPEDITED N US-
BAYER-201016512NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
195 DAY BAYER

MALAISE  
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Detailed Report
7538412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2010 7538412 DIRECT N HO,OT,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
NAUSEA  
PELVIC INFLAMMATORY DISEASE  
TREMOR  
VAGINITIS BACTERIAL  

7307729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7307729 NON-EXPEDITED N US-
BAYER-201014398NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7531380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7531380 NON-EXPEDITED N US-
BAYER-201028704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTUNUOUS
 BAYER

AMENORRHOEA  
FATIGUE  
MEDICAL DEVICE DISCOMFORT  
NAUSEA  
VAGINAL HAEMORRHAGE  
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7531381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7531381 NON-EXPEDITED N US-
BAYER-201027305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7531386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7531386 NON-EXPEDITED N US-
BAYER-201028938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7531387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7531387 NON-EXPEDITED N US-
BAYER-201027769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FATIGUE  
FEELING ABNORMAL  
GASTRIC DISORDER  
GASTROOESOPHAGEAL REFLUX DISEASE  
HYPOAESTHESIA  

7531391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 7531391 NON-EXPEDITED Y US-
BAYER-201026129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7518990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2010 7518990 NON-EXPEDITED Y OT US-
BAYER-201028932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
INFECTION  

7531234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2010 7531234 NON-EXPEDITED N OT US-
BAYER-201029183NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
18 DAY BAYER

ABDOMINAL PAIN  
DEVICE EXPULSION  

7531250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2010 7531250 NON-EXPEDITED Y OT US-
BAYER-201029169NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  
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Detailed Report
7533800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2010 7533800 EXPEDITED (15-DAY) N OT US-TEVA-211256USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
VAGINAL HAEMORRHAGE PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7541914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2010 7541914 DIRECT Y 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S  BAYER
ARTHRITIS  
MYALGIA  

7198074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7198074 NON-EXPEDITED Y HO US-
BAYER-200941283NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 2 MTH BAYER
ABDOMINAL PAIN  

7389152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7389152 EXPEDITED (15-DAY) N OT US-
BAYER-201021599NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 MTH BAYER

DEVICE EXPULSION  
VULVOVAGINAL PAIN  
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7398868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7398868 NON-EXPEDITED N OT US-
BAYER-201022837NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
BLOOD PRESSURE INCREASED  
INFECTION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  
VAGINAL HAEMORRHAGE  
VOMITING  

7409466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7409466 NON-EXPEDITED Y OT US-
BAYER-201023685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
UTERINE PERFORATION  

7531226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7531226 EXPEDITED (15-DAY) N HO US-
BAYER-201029190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE I MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
4 YR BAYER
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Detailed Report
7534508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 7534508 NON-EXPEDITED N A0835524A 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH PAXIL S ORAL  GLAXOSMITHKLINE
DYSPEPSIA PLAN B S ORAL 1.5MG Per day 1 DAY
BREAST TENDERNESS PLAN B S ORAL 1.5MG Per day 1 DAY
DYSMENORRHOEA  
FATIGUE  

7186981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7186981 NON-EXPEDITED N HO,OT US-
BAYER-200940760NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 2 MTH BAYER
PAIN  
PELVIC PAIN  

7267254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7267254 NON-EXPEDITED Y OT US-
BAYER-201012292NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
4 YR BAYER

7267276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7267276 NON-EXPEDITED N OT US-
BAYER-201012485NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 2 MTH BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE PAIN  
PAIN  
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7380282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7380282 NON-EXPEDITED N HO,OT US-
BAYER-201018342NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 229 DAY BAYER
ABORTION SPONTANEOUS  

7411020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7411020 NON-EXPEDITED N HO US-
BAYER-201024112NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
75 DAY BAYER

MENSTRUATION IRREGULAR ACIPHEX C ORAL  
ALBUTEROL SULFATE C INHALATION  
PROZAC C ORAL  
VALTREX C ORAL  
ZYRTEC C ORAL  

7452757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7452757 NON-EXPEDITED N HO US-
BAYER-201026017NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

ABDOMINAL PAIN  
MUSCLE SPASMS  

Page: 4,264 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7472893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7472893 NON-EXPEDITED N OT US-
BAYER-201026974NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
6 MTH BAYER

ABORTION SPONTANEOUS  
MENORRHAGIA  
PREGNANCY  

7523096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2010 7523096 NON-EXPEDITED Y OT US-
BAYER-201029016NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE INSERTED WITHOUT

PROBLEMS
 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  

7260824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7260824 NON-EXPEDITED N HO,OT US-
BAYER-201011818NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ADNEXA UTERI PAIN  
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Detailed Report
7300186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7300186 NON-EXPEDITED N OT US-
BAYER-201014367NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
344 DAY BAYER

ABORTION SPONTANEOUS  

7377030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7377030 NON-EXPEDITED Y HO,OT US-
BAYER-201020364NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
PELVIC PAIN  
VAGINITIS BACTERIAL  

7490066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7490066 NON-EXPEDITED N HO US-
BAYER-201027565NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
35 DAY BAYER

ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
ENDOMETRITIS  
UTERINE PAIN  
UTERINE TENDERNESS  
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Detailed Report
7531229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7531229 NON-EXPEDITED N HO US-
BAYER-201029184NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PROCEDURAL PAIN  

7551609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 7551609 EXPEDITED (15-DAY) Y LT GB-
DEXPHARM-20101136

28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION INSTILLAGEL S VAGINAL DOSE: 3 ML

MILLILITRE(S)
VAGINAL

 

MIRENA S VAGINAL DOSE: 52 MG
MILLIGRAM(S)
VAGINAL

 

LIDOCAINE C  
LIDOCAINE C  

7540041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2010 7540041 EXPEDITED (15-DAY) N OT US-TEVA-243759USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
7546275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2010 7546275 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST LEVONORGESTREL S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
COMPLICATION OF DEVICE INSERTION  
DEPRESSION  
FATIGUE  
INFECTION  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
PELVIC INFLAMMATORY DISEASE  
PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
WEIGHT INCREASED  
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Detailed Report
6906847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 6906847 EXPEDITED (15-DAY) Y DS,OT US-
BAYER-200912175NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
ANOSMIA  
ANXIETY  
BACK PAIN  
DEVICE EXPULSION  
FALLOPIAN TUBE DISORDER  
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  
UNEVALUABLE EVENT  
UTERINE PERFORATION  
VOMITING  
WEIGHT INCREASED  

7233904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7233904 NON-EXPEDITED N US-
BAYER-200943728NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 30 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7356710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7356710 NON-EXPEDITED N US-
BAYER-201017254NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 60 MTH BAYER
FATIGUE MIRENA S INTRAUTERINE  BAYER
CONSTIPATION  
DEVICE DISLOCATION  
NAUSEA  

7375831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7375831 NON-EXPEDITED Y US-
BAYER-201018663NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7399853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7399853 NON-EXPEDITED N US-
BAYER-201022849NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

COMPLICATION OF DEVICE INSERTION  

7405409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7405409 NON-EXPEDITED N US-
BAYER-201018712NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7406642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7406642 NON-EXPEDITED N US-
BAYER-201022832NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN LOWER  
AMENORRHOEA  
NAUSEA  
VAGINAL HAEMORRHAGE  

7442133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7442133 NON-EXPEDITED Y OT US-
BAYER-201025692NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INCOMPLETE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
22 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

ZOLOFT C  

7442139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7442139 EXPEDITED (15-DAY) Y OT FR-
BAYER-201030030GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7455475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7455475 NON-EXPEDITED N OT US-
BAYER-201026393NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
14 DAY BAYER

PROCEDURAL PAIN  

7465308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7465308 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201030801GPV

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNOUT SYNDROME MIRENA S INTRAUTERINE 41 MTH BAYER
ANXIETY  
CRYING  
DEPRESSION  
HYPERTENSION  
NIGHTMARE  
SLEEP DISORDER  
SUICIDAL IDEATION  
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Detailed Report
7479040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7479040 EXPEDITED (15-DAY) N OT US-
BAYER-201027080NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ARTHRALGIA  
HEADACHE  
NAUSEA  
PRESYNCOPE  
SLEEP DISORDER  
SYNCOPE  
WEIGHT INCREASED  

7502644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7502644 NON-EXPEDITED N OT US-
BAYER-201015861NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
7 MTH BAYER

ABORTION SPONTANEOUS  
MENSTRUATION DELAYED  
PREGNANCY  

Page: 4,273 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7531278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7531278 EXPEDITED (15-DAY) Y OT FR-
BAYER-201034270GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSE OF OPPRESSION MIRENA S INTRAUTERINE 37 MTH BAYER
ANXIETY  
DYSGEUSIA  
FATIGUE  
HYPERAESTHESIA  
LOSS OF LIBIDO  
STRESS  
TEMPERATURE INTOLERANCE  

7536183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7536183 NON-EXPEDITED Y OT US-
BAYER-201029866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7539442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7539442 NON-EXPEDITED Y OT US-
BAYER-201029937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
73 DAY BAYER

ABDOMINAL PAIN  
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Detailed Report
7542375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542375 EXPEDITED (15-DAY) Y OT US-
BAYER-201030189NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 39 DAY BAYER
MOOD ALTERED  

7542383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542383 NON-EXPEDITED N OT US-
BAYER-201030351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ZANTAC C  

7542389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542389 EXPEDITED (15-DAY) N LT,OT GB-
BAYER-201035311GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 18 MTH BAYER
ABDOMINAL DISTENSION  
DAYDREAMING  
DISTURBANCE IN ATTENTION  
MOOD SWINGS  
PALPITATIONS  
PANIC ATTACK  
PARANOIA  
SUICIDAL IDEATION  
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Detailed Report
7542401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542401 NON-EXPEDITED N OT CN-
BAYER-201035250GPV

29 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Unit dose: 52 MG  BAYER

7542495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542495 NON-EXPEDITED N US-
BAYER-201022628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7542496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542496 NON-EXPEDITED N US-
BAYER-201022730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
FATIGUE  
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Detailed Report
7542498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542498 NON-EXPEDITED N US-
BAYER-201019445NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 MTH BAYER

VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

BREAST ENLARGEMENT  
DECREASED APPETITE  
FATIGUE  
MENSTRUATION DELAYED  
MOOD SWINGS  
PAIN  
WEIGHT DECREASED  

7542499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542499 NON-EXPEDITED N US-
BAYER-201019740NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542500 NON-EXPEDITED N US-
BAYER-201015952NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA UNKNOWN DRUG C  
VAGINAL HAEMORRHAGE  
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Freedom of Information Act (FOIA) 

Detailed Report
7542501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542501 NON-EXPEDITED N US-
BAYER-201021963NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DIZZINESS  
DYSMENORRHOEA  
HEADACHE  
MENORRHAGIA  
MENSTRUATION DELAYED  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542502 NON-EXPEDITED N US-
BAYER-201019428NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7542503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542503 NON-EXPEDITED N US-
BAYER-201020265NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL TENDERNESS  
BREAST TENDERNESS  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542504 NON-EXPEDITED N US-
BAYER-201024116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST TENDERNESS  
MALAISE  
MEDICAL DEVICE COMPLICATION  
NIPPLE PAIN  
OLIGOMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

7542506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542506 NON-EXPEDITED N US-
BAYER-201018340NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

OLIGOMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7542511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542511 NON-EXPEDITED N US-
BAYER-201023507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
 BAYER

7542513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542513 NON-EXPEDITED N US-
BAYER-201024141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY  
VAGINAL HAEMORRHAGE  

7542514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542514 NON-EXPEDITED N US-
BAYER-201024416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST ENLARGEMENT  
MALAISE  
WEIGHT INCREASED  
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Detailed Report
7542515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542515 NON-EXPEDITED N US-
BAYER-201025023NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
12 MTH BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

AVELOX C ORAL 22 DAY

7542518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542518 NON-EXPEDITED N US-
BAYER-201024291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  
NIPPLE PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542524 NON-EXPEDITED N US-
BAYER-201024964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENSTRUATION DELAYED  
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Detailed Report
7542526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542526 NON-EXPEDITED N US-
BAYER-201024332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABNORMAL BEHAVIOUR  
AMENORRHOEA  
BREAST TENDERNESS  
METRORRHAGIA  
NAUSEA  
PAROSMIA  

7542527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542527 NON-EXPEDITED N US-
BAYER-201024401NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  
MENSTRUATION DELAYED  

7542528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542528 NON-EXPEDITED N US-
BAYER-201025712NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CRYING  
MENSTRUATION DELAYED  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
7542531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542531 NON-EXPEDITED N US-
BAYER-201024508NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
55 MTH BAYER

BREAST ENLARGEMENT  
DIZZINESS  

7542533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542533 NON-EXPEDITED N US-
BAYER-201028181NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7542534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542534 NON-EXPEDITED N US-
BAYER-201027325NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 MTH BAYER

DEVICE DISLOCATION  
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Detailed Report
7542535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542535 NON-EXPEDITED N US-
BAYER-201023825NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
AMENORRHOEA  
MENSTRUATION IRREGULAR  
STRESS  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

7542538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542538 NON-EXPEDITED N US-
BAYER-201025932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  
VOMITING  

7542542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542542 NON-EXPEDITED N US-
BAYER-201025846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
HIRSUTISM  
MENSTRUATION DELAYED  
WEIGHT INCREASED  

Page: 4,284 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7542543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542543 NON-EXPEDITED N US-
BAYER-201027561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
BREAST PAIN  

7542544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542544 NON-EXPEDITED N US-
BAYER-201027395NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7542547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542547 NON-EXPEDITED N US-
BAYER-201026110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE  BAYER
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542550 NON-EXPEDITED N US-
BAYER-201027556NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ALOPECIA  
PELVIC PAIN  
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Detailed Report
7542552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542552 NON-EXPEDITED Y US-
BAYER-201027424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
451 DAY BAYER

VAGINAL HAEMORRHAGE  

7542553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542553 NON-EXPEDITED N US-
BAYER-201028100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7542554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542554 NON-EXPEDITED N US-
BAYER-201026455NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
FOOD CRAVING  

7542558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542558 NON-EXPEDITED N US-
BAYER-201027282NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DYSPEPSIA  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
7542559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542559 NON-EXPEDITED N US-
BAYER-201027474NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
197 DAY BAYER

7542561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542561 NON-EXPEDITED N US-
BAYER-201029080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7542562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542562 NON-EXPEDITED N US-
BAYER-201028457NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

DEVICE DISLOCATION  
VAGINAL ODOUR  

7542563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542563 NON-EXPEDITED Y US-
BAYER-201028499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7542564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542564 NON-EXPEDITED Y US-
BAYER-201030029NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542566 NON-EXPEDITED Y US-
BAYER-201029959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

MALAISE  

7542570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542570 NON-EXPEDITED N US-
BAYER-201030005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

FATIGUE  
FEELING ABNORMAL  

7542571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7542571 NON-EXPEDITED N US-
BAYER-201030044NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7546266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2010 7546266 DIRECT N DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  BAYER
ABDOMINAL PAIN  
ALOPECIA  
BACK PAIN  
CHEST PAIN  
DECREASED INTEREST  
FATIGUE  
HYPOAESTHESIA  
MYALGIA  
PHARYNGEAL OEDEMA  
SINUS DISORDER  
SWELLING  
SWOLLEN TONGUE  
VERTIGO  

7332718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7332718 NON-EXPEDITED N US-
BAYER-201015121NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 176 DAY BAYER
NAUSEA  
PAIN  
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Detailed Report
7539443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7539443 NON-EXPEDITED N HO US-
BAYER-201029873NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
104 DAY BAYER

ABDOMINAL PAIN  

7543641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7543641 NON-EXPEDITED N US-
BAYER-201023039NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

FATIGUE  
GASTRIC DISORDER  
HUNGER  

7543647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7543647 NON-EXPEDITED N OT US-
BAYER-201029950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7543651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7543651 NON-EXPEDITED N US-
BAYER-201023463NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

NAUSEA  
PAROSMIA  
PREGNANCY  
VOMITING  

7543659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7543659 NON-EXPEDITED Y HO US-
BAYER-201030191NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 DAY BAYER

ABDOMINAL PAIN  

7548484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2010 7548484 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
HAEMORRHAGE  
HEADACHE  
PAIN IN EXTREMITY  
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Detailed Report
7182740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7182740 NON-EXPEDITED N HO,OT FR-
BAYER-200933976GPV

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 60 MTH BAYER
CERVICAL DYSPLASIA  
DEVICE DISLOCATION  

7241621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7241621 NON-EXPEDITED N HO,OT US-
BAYER-200943291NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 5 MTH BAYER
DEPRESSION CYMBALTA C ORAL 30-60MG 120 DAY
MOOD ALTERED WELLBUTRIN C ORAL 23 DAY
ABDOMINAL PAIN  
ANXIETY  
FATIGUE  
INCREASED APPETITE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7389149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7389149 NON-EXPEDITED N OT US-
BAYER-201021786NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7393327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7393327 NON-EXPEDITED N OT US-
BAYER-201022076NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
30 MTH BAYER

ABORTION SPONTANEOUS  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7399856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7399856 NON-EXPEDITED N OT US-
BAYER-201022861NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  

7404139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7404139 NON-EXPEDITED N OT US-
BAYER-201023072NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

189 DAY BAYER

ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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7415255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7415255 NON-EXPEDITED Y US-
BAYER-201023282NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7465384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7465384 EXPEDITED (15-DAY) N OT BR-
BAYER-201016354LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 MTH BAYER

ENDOMETRIAL HYPERPLASIA  
SEXUAL DYSFUNCTION  

7494523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7494523 NON-EXPEDITED Y HO US-
BAYER-201028036NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 DAY BAYER

VAGINAL HAEMORRHAGE CYTOTEC C  
ABDOMINAL PAIN  

Page: 4,294 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7494550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7494550 NON-EXPEDITED N OT US-
BAYER-201027127NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
81 DAY BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
BACK PAIN  
BODY TEMPERATURE INCREASED  
BREAST PAIN  
DEVICE DISLOCATION  
HEADACHE  
SENSATION OF FOREIGN BODY  
SKIN ODOUR ABNORMAL  
UNEVALUABLE EVENT  
UTERINE INFLAMMATION  
VOMITING  

7531311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7531311 EXPEDITED (15-DAY) N OT PL-
BAYER-201033812GPV

28 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 11 DAY BAYER
ABDOMINAL PAIN  
SYNCOPE  
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Detailed Report
7531318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7531318 EXPEDITED (15-DAY) Y OT GB-
BAYER-201034446GPV

42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL LEVONORGESTREL S  BAYER

VENLAFAXINE C MAXIMAL LEVEL  
LITHIUM C  
MIRTAZAPINE C  
VALPROATE SODIUM C  
ESTRADIOL C  
ESTRADIOL C VAGINAL  
ESTRADIOL C  
ESTRADIOL C Unit dose: 100 µG  
TRANEXAMIC ACID C  

7535053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7535053 NON-EXPEDITED Y OT US-
BAYER-201029443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 MTH BAYER

ABDOMINAL PAIN  
OVARIAN CYST  

7535055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7535055 EXPEDITED (15-DAY) N OT US-
BAYER-201029690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERCOAGULATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7536184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7536184 EXPEDITED (15-DAY) N OT US-
BAYER-201029841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
17 MTH BAYER

PELVIC INFLAMMATORY DISEASE TOPAMAX C  
DILANTIN C  

7537397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7537397 EXPEDITED (15-DAY) Y OT GB-
BAYER-201034476GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE  BAYER

7539445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7539445 EXPEDITED (15-DAY) Y OT US-
BAYER-201029884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COAGULOPATHY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ALOPECIA  
FATIGUE  
MIGRAINE  

7540279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7540279 EXPEDITED (15-DAY) N OT BR-
BAYER-201017478LA

28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTIPHOSPHOLIPID SYNDROME MIRENA S INTRAUTERINE 36 MTH BAYER

MIRENA S INTRAUTERINE  BAYER
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7542379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7542379 NON-EXPEDITED Y OT US-
BAYER-201029978NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
63 DAY BAYER

7542380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7542380 NON-EXPEDITED Y OT US-
BAYER-201029940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
32 DAY BAYER

PAIN  

7542402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7542402 EXPEDITED (15-DAY) Y OT IL-
BAYER-201034907GPV

Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

7542415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7542415 EXPEDITED (15-DAY) N OT IL-
BAYER-201034903GPV

Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7542510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7542510 NON-EXPEDITED N US-
BAYER-201023688NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST PAIN  
MENSTRUATION IRREGULAR  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7545015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7545015 NON-EXPEDITED N US-
BAYER-201030369NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
689 DAY BAYER

7545018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7545018 EXPEDITED (15-DAY) N HO,LT US-
BAYER-201030249NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BACK PAIN  
MUSCLE SPASMS  

7545029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7545029 EXPEDITED (15-DAY) N OT US-
BAYER-201030343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7545902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7545902 NON-EXPEDITED N OT US-
BAYER-201030287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

7545903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7545903 NON-EXPEDITED Y OT US-
BAYER-201030241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

PAIN  

7547663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2010 7547663 DIRECT Y 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS INTERSTITIAL MIRENA S  

DETROL C  
FLEXERIL C  
MACROBID C  
CIPROFLOXACIN C  
PHENAZOPYRIDINE
HYDROCHLORIDE

C  

VESICARE C  
URELLE C  
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Detailed Report
7042629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7042629 NON-EXPEDITED N US-
BAYER-200922967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED  

7204357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7204357 NON-EXPEDITED N OT US-
BAYER-200941432NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
PROCEDURAL PAIN  

7321060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7321060 EXPEDITED (15-DAY) Y OT DE-
BAYER-201018443GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7531280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7531280 EXPEDITED (15-DAY) Y DS,OT GB-
BAYER-201033385GPV

39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 3 DAY BAYER
FATIGUE TESCO HIGH STRENGHT

EVENING PRIMROSE OIL
C  

AFFECT LABILITY ASCORBIC ACID
\ERGOCALCIFEROL\FOLIC ACID
\PANTHENOL\RETINOL
\RIBOFLAVIN\THIAMINE
HYDROCHLORIDE

C  

FEELING ABNORMAL  
PROCEDURAL PAIN  
TUNNEL VISION  

7536186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7536186 EXPEDITED (15-DAY) N OT US-
BAYER-201029542NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COAGULOPATHY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
2 YR BAYER

7537224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7537224 NON-EXPEDITED N US-
BAYER-201029863NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  
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Detailed Report
7543654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7543654 EXPEDITED (15-DAY) N OT US-
BAYER-201029954NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER

7547095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547095 NON-EXPEDITED Y OT US-
BAYER-201030452NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  

7547103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547103 EXPEDITED (15-DAY) N HO US-
BAYER-201030650NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYCOPLASMA INFECTION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
60 MTH BAYER

AMENORRHOEA  
AMNESIA  
ANXIETY  
BRAIN OEDEMA  
CONVULSION  
DEPRESSION  

7547104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547104 EXPEDITED (15-DAY) N OT US-
BAYER-201030680NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7547107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547107 NON-EXPEDITED N OT US-
BAYER-201030453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS.
CONSUMER WAS NOT
SURE IF THE IUD WAS
MIRENA

 BAYER

DEVICE DISLOCATION  

7547125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547125 NON-EXPEDITED N US-
BAYER-201028707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

PAIN  
PROCEDURAL PAIN  

7547126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547126 NON-EXPEDITED N US-
BAYER-201021839NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
POLLAKIURIA  
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Detailed Report
7547130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547130 NON-EXPEDITED Y US-
BAYER-201029333NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
122 DAY BAYER

PAIN  

7547133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547133 NON-EXPEDITED N US-
BAYER-201029935NA

14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MOOD SWINGS  
VAGINAL HAEMORRHAGE  

7547135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547135 NON-EXPEDITED N US-
BAYER-201022347NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

INCREASED APPETITE  
WEIGHT INCREASED  

7547137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2010 7547137 NON-EXPEDITED N US-
BAYER-201030438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7252449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7252449 NON-EXPEDITED Y HO,OT US-
BAYER-201010988NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 28 DAY BAYER

7276676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7276676 NON-EXPEDITED N HO,OT US-
BAYER-201013566NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
42 DAY BAYER

GASTROINTESTINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7306514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7306514 NON-EXPEDITED N US-
BAYER-201013839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7324106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7324106 NON-EXPEDITED N OT US-
BAYER-201016480NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BLIGHTED OVUM  
DEVICE EXPULSION  
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Detailed Report
7387593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7387593 EXPEDITED (15-DAY) Y DS GB-
BAYER-201020747GPV

30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
MIGRAINE  
MUSCLE SPASMS  
PAIN IN EXTREMITY  
PARAESTHESIA  

7490082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7490082 EXPEDITED (15-DAY) N LT,OT DE-
BAYER-201032022GPV

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 21 MTH BAYER
AMENORRHOEA  
BLOOD PRESSURE INCREASED  
DEPRESSION  
ECZEMA  
LISTLESS  
SKIN DISORDER  
SLEEP DISORDER  
SUICIDAL IDEATION  

7494539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7494539 EXPEDITED (15-DAY) Y CA GB-
BAYER-201032575GPV

< 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL HAND MALFORMATION MIRENA S TRANSPLACENTAL  BAYER
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Detailed Report
7533249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7533249 EXPEDITED (15-DAY) N OT BR-
BAYER-201017332LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  

7547897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547897 NON-EXPEDITED N US-
BAYER-201021220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUNCY:

CONTINUOUS
934 DAY BAYER

ABDOMINAL PAIN  
CYSTITIS  
MALAISE  
NAUSEA  
VAGINAL HAEMORRHAGE  

7547904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547904 NON-EXPEDITED N US-
BAYER-201021236NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
BACK PAIN  
HEADACHE  
MEDICAL DEVICE PAIN  
RASH  
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Detailed Report
7547906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547906 NON-EXPEDITED N US-
BAYER-201028833NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

VOMITING VICODIN C  
FATIGUE  
NAUSEA  

7547908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547908 EXPEDITED (15-DAY) Y OT US-
BAYER-201018697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
BRAIN

MIRENA S  BAYER

7547910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547910 NON-EXPEDITED N DE US-
BAYER-201027621NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death MIRENA S TRANSPLACENTAL  BAYER

7547911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547911 NON-EXPEDITED Y OT US-
BAYER-201029874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7547914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547914 NON-EXPEDITED N US-
BAYER-201028682NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FUNGAL INFECTION  
VAGINAL ODOUR  

7547920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547920 NON-EXPEDITED N OT US-
BAYER-201030627NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

7547921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7547921 EXPEDITED (15-DAY) Y OT GB-
BAYER-201034218GPV

31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS RELAPSE MIRENA S INTRAUTERINE  BAYER

COPAXONE C  

7548451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7548451 NON-EXPEDITED Y OT US-
BAYER-201030606NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7552844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7552844 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  
AFFECTIVE DISORDER  
DEVICE EXPULSION  
DISCOMFORT  
ECONOMIC PROBLEM  
HAEMORRHAGE  
INJURY  
MENORRHAGIA  
PREGNANCY  

7553410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7553410 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S ORAL 1 TAB EVERY TWELVE
HRS PO
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Detailed Report
7553429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2010 7553429 DIRECT N 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
ARTHRALGIA  
BREAST TENDERNESS  
CHILLS  
COITAL BLEEDING  
CONTUSION  
DIZZINESS  
FATIGUE  
MENOMETRORRHAGIA  
MOOD SWINGS  
NAUSEA  
PAIN IN EXTREMITY  
PELVIC PAIN  
PYREXIA  
SINUSITIS  
VOMITING  

7278376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7278376 NON-EXPEDITED N OT US-
BAYER-201013426NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

PELVIC INFLAMMATORY DISEASE  
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Detailed Report
7419441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7419441 EXPEDITED (15-DAY) N OT TR-
BAYER-201027375GPV

39 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7453816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7453816 NON-EXPEDITED Y OT US-
BAYER-201026332NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7518973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7518973 NON-EXPEDITED N OT US-
BAYER-201027448NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS. (NOTES: FUP
MENTIONED STOP
DATE AS 22-APR-2010
BUT IT IS NOT
CONSISTENT)

62 DAY BAYER

PAIN  

7542392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7542392 EXPEDITED (15-DAY) N OT IL-
BAYER-201034900GPV

47 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7549436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549436 NON-EXPEDITED N OT US-
BAYER-201030638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7549441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549441 NON-EXPEDITED N OT US-
BAYER-201030793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

7549444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549444 NON-EXPEDITED N US-
BAYER-201018714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HUNGER  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
7549448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549448 NON-EXPEDITED N US-
BAYER-201030696NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DYSPAREUNIA  
MENSTRUATION DELAYED  
VAGINAL HAEMORRHAGE  

7549789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549789 NON-EXPEDITED N OT US-
BAYER-201030741NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

7549790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7549790 NON-EXPEDITED N OT US-
BAYER-201030805NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
INFECTION  
OVARIAN CYST RUPTURED  
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Detailed Report
7555696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7555696 DIRECT N HO 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  
ABDOMINAL PAIN LOWER  
DIZZINESS  
MENOMETRORRHAGIA  

7556261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2010 7556261 DIRECT Y HO,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 MCG DAY INTRA-

UTERINE
 BAYER

ABDOMINAL PAIN  
BLOOD THYROID STIMULATING HORMONE
INCREASED

 

BONE PAIN  
DEPRESSION  
DRY SKIN  
IRRITABILITY  
LOSS OF LIBIDO  
MOOD SWINGS  
MYALGIA  
SKIN DISORDER  
TEMPERATURE INTOLERANCE  
UNEVALUABLE EVENT  
WEIGHT INCREASED  
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Detailed Report
7345625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7345625 NON-EXPEDITED Y OT US-
BAYER-201018338NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PRODUCT SHAPE ISSUE LEVAQUIN C  
VIVELLE DOT C  

7424441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7424441 NON-EXPEDITED N OT US-
BAYER-201024993NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
23 DAY BAYER

ALEVE C UNKNOWN  
IBUPROFEN C UNKNOWN  

7551337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551337 NON-EXPEDITED N OT US-
BAYER-201030750NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
PROCEDURAL PAIN  
UTERINE INJURY  
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Detailed Report
7551340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551340 NON-EXPEDITED N OT US-
BAYER-201031109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7551371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551371 NON-EXPEDITED Y US-
BAYER-201031079NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
14 DAY BAYER

7551374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551374 NON-EXPEDITED N US-
BAYER-201019092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
FEELING JITTERY  
PAIN  

7551376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551376 NON-EXPEDITED Y US-
BAYER-201031174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
49 DAY BAYER
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Detailed Report
7551377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551377 NON-EXPEDITED N US-
BAYER-201031175NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 DAY BAYER

DEVICE EXPULSION  

7551379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551379 NON-EXPEDITED Y US-
BAYER-201031176NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
101 DAY BAYER

7551380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551380 NON-EXPEDITED N US-
BAYER-201018701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

NAUSEA  
VOMITING IN PREGNANCY  

7551384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551384 NON-EXPEDITED Y US-
BAYER-201031096NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER
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Detailed Report
7551385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551385 NON-EXPEDITED N US-
BAYER-201020372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  
FATIGUE  
MENSTRUATION IRREGULAR  

7551386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7551386 NON-EXPEDITED N US-
BAYER-201019452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BREAST ENLARGEMENT  
BREAST TENDERNESS  
WEIGHT INCREASED  

7552197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7552197 EXPEDITED (15-DAY) N OT US-
BAYER-201031107NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICECTOMY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
7556583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7556583 DIRECT N DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

7556884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2010 7556884 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS SEASONIQUE S ORAL TABLET DAILY ORAL  
CHOLELITHIASIS  
HYPOMENORRHOEA  
INFERTILITY FEMALE  
MATERNAL EXPOSURE BEFORE PREGNANCY  
UTERINE LEIOMYOMA  

7164202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7164202 EXPEDITED (15-DAY) N OT CH-
BAYER-200817893GPV

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE  BAYER
AFFECT LABILITY  
AGGRESSION  
AMENORRHOEA  
BORDERLINE PERSONALITY DISORDER  
CONFABULATION  
EMOTIONAL DISORDER  
FEMALE SEXUAL AROUSAL DISORDER  
PANIC ATTACK  
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Detailed Report
7409481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7409481 NON-EXPEDITED N HO,OT US-
BAYER-201023944NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MENORRHAGIA  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7414007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7414007 NON-EXPEDITED N OT US-
BAYER-201024228NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
VAGINAL HAEMORRHAGE  

7420662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7420662 NON-EXPEDITED N OT US-
BAYER-201024779NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ABDOMINAL DISTENSION  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE
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Detailed Report
7420696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7420696 NON-EXPEDITED N US-
BAYER-201022228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 YR BAYER

7420697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7420697 NON-EXPEDITED N OT US-
BAYER-201024767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  

7426000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7426000 NON-EXPEDITED N OT US-
BAYER-201025075NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 MTH BAYER

PAIN  

7552731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552731 NON-EXPEDITED Y US-
BAYER-201031354NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER
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Detailed Report
7552735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552735 NON-EXPEDITED N US-
BAYER-201031217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
88 DAY BAYER

7552737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552737 NON-EXPEDITED N US-
BAYER-201030581NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MENSTRUATION DELAYED  

7552739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552739 NON-EXPEDITED Y US-
BAYER-201031164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

DIZZINESS  

7552740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552740 NON-EXPEDITED Y US-
BAYER-201031308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
20 DAY BAYER
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Detailed Report
7552741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2010 7552741 NON-EXPEDITED Y US-
BAYER-201031256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7409468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7409468 NON-EXPEDITED N OT US-
BAYER-201023759NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7411019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7411019 NON-EXPEDITED Y OT US-
BAYER-201024222NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 556 DAY BAYER
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  

7554293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554293 NON-EXPEDITED N US-
BAYER-201031381NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
22 DAY BAYER

DEVICE EXPULSION  
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Detailed Report
7554301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554301 NON-EXPEDITED N US-
BAYER-201031373NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7554304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554304 EXPEDITED (15-DAY) N OT IL-
BAYER-201036933GPV

41 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF PREGNANCY  

7554305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554305 NON-EXPEDITED N US-
BAYER-201031385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7554308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554308 NON-EXPEDITED N US-
BAYER-201031372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER
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Detailed Report
7554787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554787 EXPEDITED (15-DAY) Y HO,LT,OT FR-
BAYER-201036568GPV

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE 1841 DAY BAYER
BREAST MASS MIRENA S INTRAUTERINE 821 DAY BAYER

7554788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7554788 EXPEDITED (15-DAY) N OT DE-
BAYER-201036593GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 2 YR BAYER

7569027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7569027 DIRECT N RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
MENORRHAGIA  
POLYMENORRHOEA  
UTERINE PERFORATION  

7569932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 7569932 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
DYSPAREUNIA  
MOOD SWINGS  
SMEAR CERVIX ABNORMAL  
WEIGHT INCREASED  
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Detailed Report
7186964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7186964 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200939822NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE CONTINUOUS 953 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
COITAL BLEEDING  
HEADACHE  
MOOD SWINGS  
OVARIAN CYST  
WEIGHT INCREASED  

7356720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7356720 EXPEDITED (15-DAY) Y OT CA-
BAYER-201018787NA

45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ACNE  
ALOPECIA  
DYSMENORRHOEA  
FATIGUE  
HEADACHE  
HYPOMENORRHOEA  
MIGRAINE WITH AURA  
NAUSEA  
PARAESTHESIA  
RASH MACULAR  
SEBORRHOEA  
SWELLING  
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7363986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7363986 NON-EXPEDITED Y HO,OT US-
BAYER-201020043NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
573 DAY BAYER

ABDOMINAL PAIN ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  

AMOXICILLIN C  

7426029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7426029 NON-EXPEDITED N OT US-
BAYER-201025086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
17 MTH BAYER

DEVICE BREAKAGE  

7448143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7448143 NON-EXPEDITED N OT US-
BAYER-201026005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

DISCOMFORT TEGRETOL C ORAL  
PAIN FLAGYL C UNKNOWN  

MORPHINE C  
ANTIBIOTICS C INTRAVENOUS  
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Detailed Report
7556367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7556367 NON-EXPEDITED N US-
BAYER-201030251NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
COITAL BLEEDING  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7556370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7556370 NON-EXPEDITED N US-
BAYER-201030623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7556377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7556377 NON-EXPEDITED Y US-
BAYER-201031374NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
93 DAY BAYER

7556381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7556381 NON-EXPEDITED Y US-
BAYER-201030282NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7556508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2010 7556508 EXPEDITED (15-DAY) Y OT KR-
BAYER-201036729GPV

Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

7423444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7423444 NON-EXPEDITED N US-
BAYER-201024589NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7428642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7428642 NON-EXPEDITED N US-
BAYER-201025327NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  

7465379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7465379 NON-EXPEDITED N US-
BAYER-201024954NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 1 MTH BAYER
DEVICE EXPULSION  
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Detailed Report
7542539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7542539 NON-EXPEDITED N US-
BAYER-201024895NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
VAGINAL DISCHARGE  

7565921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7565921 NON-EXPEDITED Y US-
BAYER-201030032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
43 DAY BAYER

7565934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7565934 NON-EXPEDITED Y US-
BAYER-201031483NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 1540 DAY BAYER
PAIN  
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Detailed Report
7572407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7572407 DIRECT N LT,OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA LEVORA S  
ABDOMINAL PAIN  
ARTHRALGIA  
DYSPNOEA  
JOINT STIFFNESS  
LIP SWELLING  
SWOLLEN TONGUE  
URTICARIA  

7572828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2010 7572828 DIRECT N DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE 1 1 INTRA-UTERINE  

7453804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7453804 EXPEDITED (15-DAY) N HO US-
BAYER-201026233NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN HYDATIDIFORM MOLE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
25 MTH BAYER

7536741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7536741 NON-EXPEDITED N OT US-
BAYER-201026439NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
150 DAY BAYER

ABDOMINAL PAIN LOWER  
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Detailed Report
7542540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7542540 NON-EXPEDITED Y US-
BAYER-201026099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
DEVICE DISLOCATION  
NAUSEA  
VAGINAL HAEMORRHAGE  

7567511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567511 NON-EXPEDITED Y OT US-
BAYER-201031515NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7567512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567512 EXPEDITED (15-DAY) N HO US-
BAYER-201031583NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CERVIX DISORDER  
DEVICE DISLOCATION  
DEVICE EXPULSION  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  
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Detailed Report
7567529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567529 NON-EXPEDITED Y OT US-
BAYER-201031558NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 14 DAY BAYER
UTERINE SPASM  

7567531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567531 NON-EXPEDITED N US-
BAYER-200943874NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE  BAYER
HEADACHE  
MENSTRUATION DELAYED  
PELVIC PAIN  
PROCEDURAL PAIN  

7567553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567553 NON-EXPEDITED Y US-
BAYER-201031891NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7567555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567555 NON-EXPEDITED Y US-
BAYER-201031937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE CONTINUOUS.

ATTEMPTED TWICE.
 BAYER
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Detailed Report
7567558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567558 NON-EXPEDITED Y US-
BAYER-201031879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7567879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7567879 NON-EXPEDITED N HO US-
BAYER-201031548NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 16 MTH BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

7568476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7568476 EXPEDITED (15-DAY) N OT BE-
BAYER-201036673GPV

53 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 5 YR BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 5 YR BAYER
POST PROCEDURAL HAEMORRHAGE ESTROGEL C  

7573017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2010 7573017 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL 1 EVERY 5 YEARS

VAG
 

ASTHENIA  
CYST  
NAUSEA  
NEPHROLITHIASIS  
VAGINAL HAEMORRHAGE  
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Detailed Report
6603803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 6603803 NON-EXPEDITED N US-
BAYER-200715700NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION ATENOLOL C  
ABDOMINAL DISCOMFORT  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

6896622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 6896622 NON-EXPEDITED N US-
BAYER-200910022NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRICHORRHEXIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

7356714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7356714 EXPEDITED (15-DAY) N OT FR-
BAYER-201021385GPV

32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7356719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7356719 EXPEDITED (15-DAY) N OT FR-
BAYER-201021370GPV

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER

HORMONE THERAPY C  

7380260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7380260 EXPEDITED (15-DAY) N OT BE-
BAYER-201023476GPV

Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS CHOLESTATIC MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  

7568480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7568480 EXPEDITED (15-DAY) N HO US-
BAYER-201031379NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
5 MTH BAYER

MUSCLE TWITCHING  

7569282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569282 EXPEDITED (15-DAY) N OT IL-
BAYER-201037046GPV

45 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 39 MTH BAYER
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Detailed Report
7569290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569290 NON-EXPEDITED N US-
BAYER-201031555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7569291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569291 NON-EXPEDITED N US-
BAYER-201031997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 187 DAY BAYER

7569292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569292 NON-EXPEDITED N US-
BAYER-201031556NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
MENSTRUATION DELAYED  
POLLAKIURIA  

7569293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569293 NON-EXPEDITED Y US-
BAYER-201031487NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
429 DAY BAYER

PAIN  
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Detailed Report
7569294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569294 NON-EXPEDITED Y US-
BAYER-201031392NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE  BAYER
GENITAL HAEMORRHAGE HUMALOG PEN C SUBCUTANEOUS 100 UNIT/ML- DOSES

DEPENDENT ON
BLOOD SUGAR

 

UTERINE SPASM HUMALIN N PEN C SUBCUTANEOUS 100 UNIT/ML- DOSES
DEPENDENT ON
BLOOD SUGAR

 

BACK PAIN ASCORBIC ACID\BIOTIN
\CALCIUM CARBONATE
\CHROMIUM\CUPRIC OXIDE
\CYANOCOBALAMIN\FERROUS
FUMARATE\FOLIC ACID\LINOLEIC
ACID\LINOLENIC ACID
\MENADIONE\MOLYBDENUM
\OMEGA-3 FATTY ACIDS
\PANTOTHENIC ACID
\PYRIDOXINE HYDROCHLORIDE
\RIBOFLAVIN\SELENIUM
\THIAMINE MONON

C ORAL 27-1 MG  

7569295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569295 NON-EXPEDITED N US-
BAYER-201031642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 49 DAY BAYER

7569296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569296 NON-EXPEDITED N US-
BAYER-200943919NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7569297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569297 NON-EXPEDITED N US-
BAYER-201032042NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7569300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7569300 NON-EXPEDITED N US-
BAYER-201031160NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 19 MTH BAYER
ACNE  
ALOPECIA  
AMENORRHOEA  
ANXIETY  
ASTHENIA  
DISTURBANCE IN ATTENTION  
ONYCHOCLASIS  
PANIC ATTACK  
WEIGHT INCREASED  
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Detailed Report
7570102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7570102 EXPEDITED (15-DAY) N DS US-
BAYER-201031815NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
COORDINATION ABNORMAL  
DYSPAREUNIA  
ERYTHEMA  
GENITAL HAEMORRHAGE  
PAIN  
SWELLING  
VAGINAL DISCHARGE  

7570110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7570110 EXPEDITED (15-DAY) N OT US-
BAYER-201031764NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIGRAINE  

7573465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2010 7573465 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
FATIGUE  
PHOTOPHOBIA  
VOMITING  
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Detailed Report
7267245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2010 7267245 NON-EXPEDITED Y HO,OT US-
BAYER-201012289NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7359623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2010 7359623 NON-EXPEDITED N HO US-
BAYER-201019134NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
298 DAY BAYER

ABDOMINAL PAIN  
DISCOMFORT  
DYSMENORRHOEA  
NAUSEA  
PAIN  
PROCEDURAL PAIN  
PYREXIA  
VAGINAL HAEMORRHAGE  

7570614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2010 7570614 NON-EXPEDITED N US-
BAYER-201031162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE  BAYER
FEELING OF BODY TEMPERATURE CHANGE  
NAUSEA  
URINARY TRACT INFECTION  
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7575600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2010 7575600 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S VAGINAL INSERTION ONCE VAG  BAYER
AMENORRHOEA  
HORMONE LEVEL ABNORMAL  
IRRITABILITY  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7576846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2010 7576846 DIRECT HO 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ORAL 1 TAB 1QDAY PO 4-5

MONTHS
 

BACK PAIN  
PYREXIA  

7486703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7486703 EXPEDITED (15-DAY) N OT SE-
BAYER-201032239GPV

37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEMIPARESIS MIRENA S INTRAUTERINE 311 DAY BAYER
AREFLEXIA  
ASTHENIA  
ASTHENOPIA  
BALANCE DISORDER  
BRADYPHRENIA  
BREAST TENDERNESS  
DYSARTHRIA  
DYSPHAGIA  
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7486703
Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE MOVEMENT DISORDER  
EYE PRURITUS  
FATIGUE  
FEELING HOT  
GAIT DISTURBANCE  
HEARING IMPAIRED  
HYPERACUSIS  
Hypoaesthesia  
HYPOAESTHESIA  
IRRITABILITY  
LACRIMATION INCREASED  
LYMPH NODE PAIN  
MEMORY IMPAIRMENT  
MENTAL IMPAIRMENT  
NIGHT SWEATS  
NOCTURIA  
PARAESTHESIA  
PHOTOPSIA  
RASH PRURITIC  
READING DISORDER  
RESTLESSNESS  
SENSORY DISTURBANCE  
SKIN DISCOLOURATION  
SLEEP DISORDER  
SPEECH DISORDER  
TREMOR  
URINARY INCONTINENCE  
VISION BLURRED  
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7531313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7531313 EXPEDITED (15-DAY) Y OT FR-
BAYER-201034285GPV

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7536180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7536180 NON-EXPEDITED N OT US-
BAYER-201029829NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7542387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7542387 EXPEDITED (15-DAY) N OT RU-
BAYER-201035687GPV

42 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA MIRENA S INTRAUTERINE  BAYER
APNOEA  
COUGH  
DYSPNOEA  
HYPOVENTILATION  
RESPIRATORY RATE INCREASED  
VASOMOTOR RHINITIS  
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7572072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7572072 EXPEDITED (15-DAY) N DS,OT US-
BAYER-201031868NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABASIA  
PAIN  

7572074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7572074 NON-EXPEDITED N OT US-
BAYER-201031956NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

GENITAL HAEMORRHAGE  
UTERINE INFLAMMATION  

7572080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7572080 NON-EXPEDITED N US-
BAYER-201031566NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7572087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7572087 NON-EXPEDITED Y US-
BAYER-201031514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  
PREGNANCY  
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7572090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7572090 NON-EXPEDITED N US-
BAYER-201030689NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7578380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2010 7578380 DIRECT N DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S 6 MTH BAYER
ASTHMA  
CONDITION AGGRAVATED  
DYSPNOEA  
ECZEMA  
HYPERSENSITIVITY  
PLEURAL EFFUSION  
SEBORRHOEIC DERMATITIS  
WAIST CIRCUMFERENCE INCREASED  
WEIGHT INCREASED  

7533257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7533257 NON-EXPEDITED Y OT US-
BAYER-201029406NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
32 DAY BAYER

IRON C ORAL  
CALCIUM CITRATE C ORAL  
PRENATABS FA C ORAL  
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7573907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7573907 EXPEDITED (15-DAY) N OT US-
BAYER-201031869NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 13 MTH BAYER
DIZZINESS  
FATIGUE  
Hypoaesthesia  
HYPOAESTHESIA  
LOSS OF CONSCIOUSNESS  
NAUSEA  

7573916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7573916 NON-EXPEDITED Y HO US-
BAYER-201032269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

PROCEDURAL PAIN  

7573921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7573921 NON-EXPEDITED N OT US-
BAYER-201028909NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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7573978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7573978 NON-EXPEDITED Y OT US-
BAYER-201037932GPV

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION LEVONORGESTREL S INTRAUTERINE  BAYER

7573981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7573981 NON-EXPEDITED Y OT US-
BAYER-201037924GPV

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION LEVONORGESTREL S INTRAUTERINE  BAYER

7574103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7574103 NON-EXPEDITED N US-
BAYER-201030695NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7574788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7574788 NON-EXPEDITED N OT US-
BAYER-201032508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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7574789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7574789 EXPEDITED (15-DAY) N OT US-
BAYER-201032461NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VOMITING  

7574790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7574790 NON-EXPEDITED Y OT US-
BAYER-201032570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC FLUID COLLECTION  
PELVIC PAIN  

7574791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7574791 NON-EXPEDITED N OT US-
BAYER-201032475NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
715 DAY BAYER

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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7577035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 7577035 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
BACK PAIN  
DEPRESSION  
HAEMORRHAGE  
MIGRAINE  
MOOD SWINGS  
WEIGHT INCREASED  

7260841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2010 7260841 EXPEDITED (15-DAY) Y HO,LT,OT NO-
BAYER-201013585GPV

20 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM YASMIN S ORAL Total daily dose: 30 µG 6 MTH BAYER
SYNCOPE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 2 YR

AKATHISIA  
CARDIAC ARREST  
CHEST PAIN  
CIRCULATORY COLLAPSE  
DYSPNOEA  
PALLOR  

7547922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2010 7547922 EXPEDITED (15-DAY) N HO,DS UA-
BAYER-201036020GPV

38 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE  BAYER
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7575684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2010 7575684 NON-EXPEDITED N US-
BAYER-201032405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7575687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2010 7575687 NON-EXPEDITED N US-
BAYER-201032509NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PRURITUS IBUPROFEN C  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
IRRITABILITY  
SWELLING  

6431112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 6431112 EXPEDITED (15-DAY) Y HO,LT,OT FR-BAYER-
FR-2007-035671

44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS POSTOPERATIVE MIRENA S INTRAUTERINE 20 µg/day, cont 820 DAY BAYER
AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PULMONARY EMBOLISM  
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7537398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7537398 EXPEDITED (15-DAY) N HO,OT ZA-
BAYER-201034723GPV

46 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MAJOR DEPRESSION MIRENA S INTRAUTERINE  BAYER

AZATHIOPRINE C  
PYRIDOSTIGMINE BROMIDE C  

7547097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7547097 EXPEDITED (15-DAY) N OT US-
BAYER-201030716NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BRAIN MASS UNKNOWN DRUG C UNKNOWN  
HYPOMENORRHOEA ELAVIL C  

LISINOPRIL C  
XOLAR C  
ADVAIR DISKUS C INHALATION  
EXCEDRIN MIGRAINE C  

7577335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7577335 NON-EXPEDITED Y OT US-
BAYER-201032505NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 677 DAY BAYER
PAIN  
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7578491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7578491 NON-EXPEDITED N OT US-
BAYER-201032537NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 DAY BAYER

PELVIC PAIN  

7578741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7578741 NON-EXPEDITED N US-WYE-H06093608 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPHELIDES LYBREL S ORAL  WYETH
VISUAL ACUITY REDUCED VITAMINS C  UNKNOWN
WEIGHT INCREASED  

7578810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7578810 NON-EXPEDITED N US-WYE-H07047808 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE LYBREL S ORAL  WYETH
CONDITION AGGRAVATED BACTRIM S UNKNOWN unknown  ROCHE
DRUG INTERACTION  

7578821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7578821 NON-EXPEDITED N US-WYE-H06951708 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER LYBREL S ORAL  WYETH
FLATULENCE INFLUENZA VIRUS VACCINE NOS S UNKNOWN Unknown 1 DAY
ABDOMINAL DISTENSION  
CONDITION AGGRAVATED  
FOOD ALLERGY  
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7579018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7579018 NON-EXPEDITED N US-WYE-H07662409 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COELIAC DISEASE LYBREL S ORAL  WYETH
NIGHT SWEATS LYBREL S  WYETH
DRUG INEFFECTIVE  

7582952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2010 7582952 DIRECT Y LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER PLAN B S (ONE DOSE)  TEVA
ACCIDENT  

7397083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7397083 EXPEDITED (15-DAY) N US-
BAYER-201022588NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
28 MTH BAYER

ABNORMAL WITHDRAWAL BLEEDING  
AMENORRHOEA  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7432022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7432022 NON-EXPEDITED N HO,OT US-
BAYER-201025636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREMATURE SEPARATION OF PLACENTA  
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Detailed Report
7453789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7453789 NON-EXPEDITED Y OT US-
BAYER-201026235NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE MIRENA INSERTED 4

YEARS PRIOR TO
REPORT

4 YR BAYER

PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7453839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7453839 NON-EXPEDITED N HO US-
BAYER-201026654NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN IBUPROFEN C  
BACK PAIN PAIN KILLER C  
PELVIC PAIN IRON C  
VAGINAL HAEMORRHAGE DOCUSATE SODIUM C  

7465281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7465281 NON-EXPEDITED N OT US-
BAYER-201026793NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
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7491067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7491067 NON-EXPEDITED Y OT US-
BAYER-201027768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION THREATENED  
BLOOD GONADOTROPHIN DECREASED  

7506169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7506169 NON-EXPEDITED N OT US-
BAYER-201027901NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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7545905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7545905 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201030353NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEMALE SEXUAL DYSFUNCTION MIRENA S INTRAUTERINE START DATE WAS

REPORTED WITH
INCONSISTENCIES (2
YEARS PRIOR TO
REPORT AND ON
FEB-2010)

177 DAY BAYER

B-CELL SMALL LYMPHOCYTIC LYMPHOMA MEDICATIONS C  
ANXIETY DISORDER PROZAC C ORAL Total daily dose: 80 MG

Unit dose: 40 MG
 

PANIC ATTACK LUNESTA C ORAL  
ABDOMINAL PAIN  
ABNORMAL BEHAVIOUR  
DECREASED APPETITE  
FATIGUE  
FEELING ABNORMAL  
HAEMORRHAGIC ANAEMIA  
NIGHT SWEATS  
WEIGHT DECREASED  

7556510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7556510 EXPEDITED (15-DAY) N HO NO-
BAYER-201036580GPV

16 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST ABORTION INFECTION MIRENA S INTRAUTERINE 3 DAY BAYER
ABDOMINAL PAIN UPPER  
INFECTION  
PYREXIA  
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Detailed Report
7579574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579574 NON-EXPEDITED Y OT US-
BAYER-201032753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7579577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579577 NON-EXPEDITED Y OT US-
BAYER-201032752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7579596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579596 NON-EXPEDITED N US-
BAYER-201032578NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
21 MTH BAYER

WEIGHT INCREASED  

7579597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579597 NON-EXPEDITED N US-
BAYER-201032574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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7579598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579598 NON-EXPEDITED N US-
BAYER-201032583NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

RASH  
URTICARIA  

7579825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7579825 NON-EXPEDITED N US-WYE-H08734909 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG DOSE OMISSION LYBREL S ORAL  WYETH
VAGINAL HAEMORRHAGE  

7580045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7580045 NON-EXPEDITED N US-WYE-H08917509 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA LYBREL S ORAL 15 DAY WYETH
ABDOMINAL PAIN LOWER LEXAPRO S UNKNOWN unknown 8 DAY LUNDBECK
UTERINE PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7586589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2010 7586589 DIRECT N 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE MIRENA IUD

INTRAUTERINE
 

ABDOMINAL DISTENSION  
DEPRESSED MOOD  
FLUID RETENTION  
HUNGER  
MENORRHAGIA  
OEDEMA PERIPHERAL  
POLYMENORRHOEA  
PREMENSTRUAL SYNDROME  
THROMBOSIS  
WEIGHT INCREASED  

7176315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7176315 EXPEDITED (15-DAY) N OT DE-
BAYER-200937805GPV

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 5 YR BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE  BAYER
NO ADVERSE EVENT  

7397093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7397093 EXPEDITED (15-DAY) Y DS,OT CA-
BAYER-201022760NA

45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ATROPHIC VULVOVAGINITIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

SEXUAL DYSFUNCTION  
VAGINAL OBSTRUCTION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7486705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7486705 NON-EXPEDITED N OT US-
BAYER-201027415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 MTH BAYER

ABORTION SPONTANEOUS  

7575688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7575688 NON-EXPEDITED N OT US-
BAYER-201032263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BURNING SENSATION  
CERVICAL DYSPLASIA  
FUNGAL INFECTION  
GENITAL DISCHARGE  
PAIN  

7581953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7581953 NON-EXPEDITED N US-
BAYER-201032659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ASTHENIA  
FATIGUE  
GAIT DISTURBANCE  
PRESYNCOPE  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7581955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7581955 NON-EXPEDITED Y US-
BAYER-201032943NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
107 DAY BAYER

ABDOMINAL PAIN  

7581956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7581956 EXPEDITED (15-DAY) N OT US-
BAYER-201032451NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 3 MTH BAYER
DEVICE DISLOCATION  
MIGRAINE  
NAUSEA  
SYNCOPE  

7582637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7582637 NON-EXPEDITED N OT US-
BAYER-201033071NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7582639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2010 7582639 EXPEDITED (15-DAY) N OT SE-
BAYER-200943138GPV

37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Total daily dose: 20 µG/

D
551 DAY BAYER

POST PROCEDURAL HAEMORRHAGE SUMATRIPTAN SUCCINATE C  
PRE-ECLAMPSIA POSTAFEN C ORAL  
PREMATURE LABOUR  

7382243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7382243 EXPEDITED (15-DAY) N HO US-
BAYER-201021399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOCARDITIS BACTERIAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

7415232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7415232 EXPEDITED (15-DAY) N DS,OT CA-
BAYER-201024451NA

36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1870 DAY BAYER

DIZZINESS CALCIUM C ORAL  
ASTHENOPIA  
MIGRAINE  
MIGRAINE WITH AURA  
NAUSEA  
VISION BLURRED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7535057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7535057 NON-EXPEDITED Y HO US-
BAYER-201029684NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
989 DAY BAYER

PAIN  
VAGINAL HAEMORRHAGE  

7583112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7583112 EXPEDITED (15-DAY) N HO,CA,OT SE-
BAYER-201038892GPV

37 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction MIRENA S TRANSPLACENTAL Total daily dose: 20 µG/

D
 BAYER

FALLOT'S TETRALOGY SUMATRIPTAN SUCCINATE C TRANSPLACENTAL  
POSTAFEN C TRANSPLACENTAL  

7583136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7583136 EXPEDITED (15-DAY) N HO SE-
BAYER-201038400GPV

39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  

Page: 4,366 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7606124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2010 7606124 EXPEDITED (15-DAY) HO TPH-00207 24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 3 YR

CAESAREAN SECTION  
HAEMORRHAGE IN PREGNANCY  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MATERNAL EXPOSURE DURING PREGNANCY  
VOMITING  

7507066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7507066 NON-EXPEDITED N US-
BAYER-201027558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 27 MTH BAYER
DEVICE EXPULSION  

7586578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7586578 NON-EXPEDITED N US-WYE-H10691509 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA LYBREL S ORAL  WYETH
MENORRHAGIA LYBREL S ORAL  WYETH
DRUG INEFFECTIVE  
PRODUCT QUALITY ISSUE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7586585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7586585 NON-EXPEDITED N US-WYE-H10199309 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE LYBREL S ORAL Unspecified  WYETH
ABDOMINAL PAIN UPPER  
DIZZINESS  
PYREXIA  
VOMITING  

7586733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7586733 NON-EXPEDITED Y US-
BAYER-201032401NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7587575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7587575 NON-EXPEDITED N US-
BAYER-201031650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BLOOD TEST ABNORMAL  
HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7587576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7587576 NON-EXPEDITED N US-
BAYER-200943936NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
AMENORRHOEA  
MIGRAINE  
OVERWEIGHT  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SENSATION OF PRESSURE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7599741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7599741 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE CYSTIC  
ARTHRALGIA  
DYSPEPSIA  
FACE OEDEMA  
FATIGUE  
HYPERHIDROSIS  
HYPERTENSION  
IRRITABILITY  
MENTAL IMPAIRMENT  
MOOD SWINGS  
OEDEMA PERIPHERAL  
SMEAR CERVIX ABNORMAL  
TINNITUS  
TRANSIENT ISCHAEMIC ATTACK  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7603357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7603357 DIRECT Y OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ABDOMINAL PAIN  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
ASTHENIA  
DEPRESSION  
FEELING ABNORMAL  
FIBROMYALGIA  
HAEMORRHAGE  
HAIR COLOUR CHANGES  
HEADACHE  
LIBIDO DECREASED  
MOOD SWINGS  
MYALGIA  
PELVIC PAIN  
VAGINAL INFECTION  
WEIGHT INCREASED  

7604961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 7604961 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
WRONG TECHNIQUE IN DRUG USAGE
PROCESS

MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7222951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7222951 NON-EXPEDITED N OT US-
BAYER-200942585NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS 482 DAY BAYER
DEVICE BREAKAGE LEXAPRO C ORAL  

ABILIFY C ORAL  

7259273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7259273 NON-EXPEDITED N OT US-
BAYER-201011834NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 374 DAY BAYER
DEVICE DISLOCATION  

7273991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7273991 EXPEDITED (15-DAY) Y HO,OT GB-
BAYER-201014363GPV

28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PERFORATION MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
SUPRAPUBIC PAIN  

7344328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7344328 EXPEDITED (15-DAY) N OT US-
BAYER-201018074NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL ABLATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

POSTOPERATIVE ADHESION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

DEVICE DISLOCATION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7371496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7371496 EXPEDITED (15-DAY) N OT US-
BAYER-201020084NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7373246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7373246 NON-EXPEDITED N US-
BAYER-201020262NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 16 MTH BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

7380254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7380254 NON-EXPEDITED N OT US-
BAYER-201020862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
PRODUCT SHAPE ISSUE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7405126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7405126 EXPEDITED (15-DAY) Y DS CA-
BAYER-201023061NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FATIGUE  
MUSCULAR WEAKNESS  
NERVOUSNESS  
VAGINAL HAEMORRHAGE  

7472908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7472908 EXPEDITED (15-DAY) Y OT IE-
BAYER-201031203GPV

44 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLINDNESS UNILATERAL MIRENA S INTRAUTERINE 60 MTH BAYER

7490057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7490057 NON-EXPEDITED N HO US-
BAYER-201027563NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 518 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7542376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7542376 NON-EXPEDITED N OT US-
BAYER-201029946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS.
INSERTION
PERFORMED ABOUT
ONE AND A HALF
YEARS AGO

 BAYER

ABORTION SPONTANEOUS  

7588772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7588772 NON-EXPEDITED N US-
BAYER-201032936NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

IRRITABILITY  
MOOD SWINGS  
NECK PAIN  

7588858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7588858 NON-EXPEDITED N OT US-
BAYER-201033484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 40 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7588909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 7588909 NON-EXPEDITED N HO US-
BAYER-201033496NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 YR BAYER

ABDOMINAL PAIN  

8561852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2010 8561852 EXPEDITED (15-DAY) N OT TRP_07243_2010 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL DRUGS AFFECTING FOETUS RIBAVIRIN S (DF)  
HOMICIDAL IDEATION PLAN B S  
UNEVALUABLE EVENT  

7256563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7256563 NON-EXPEDITED N HO US-
BAYER-201011593NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE FLUCTUATION MIRENA S INTRAUTERINE CONTINUOUS 277 DAY BAYER
AMENORRHOEA  
PROTEIN URINE PRESENT  
VAGINAL HAEMORRHAGE  
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Detailed Report
7289736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7289736 NON-EXPEDITED N OT US-
BAYER-201013869NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
245 DAY BAYER

DEVICE DISLOCATION  
DYSPAREUNIA  
HEADACHE  

7468972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7468972 EXPEDITED (15-DAY) N US-
BAYER-201026973NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
2 DAY BAYER

DIZZINESS  
NAUSEA  
PALLOR  
PELVIC PAIN  
PROCEDURAL PAIN  

7523082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7523082 NON-EXPEDITED N OT US-
BAYER-201028996NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
9 DAY BAYER

ABDOMINAL PAIN  
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Detailed Report
7542497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7542497 NON-EXPEDITED N US-
BAYER-201018361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  

7590417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7590417 NON-EXPEDITED Y US-
BAYER-201033517NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1001 DAY BAYER

DEVICE EXPULSION  
FEELING ABNORMAL  

7590424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7590424 EXPEDITED (15-DAY) N OT AU-
BAYER-201038352GPV

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION INDUCED  
DEVICE DISLOCATION  
INTRA-ABDOMINAL HAEMATOMA  

7590682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7590682 NON-EXPEDITED N OT US-
BAYER-201033547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7590683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7590683 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201033422NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
511 DAY BAYER

ABDOMINAL PAIN  
DIZZINESS  
HEART RATE INCREASED  
INSOMNIA  
LOSS OF CONSCIOUSNESS  
OVARIAN CYST  
PAIN  
POLYMENORRHOEA  
TREMOR  
ULCER HAEMORRHAGE  
WEIGHT DECREASED  

7590684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7590684 NON-EXPEDITED N OT US-
BAYER-201033550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 DAY BAYER

DEVICE DISLOCATION  

7606551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2010 7606551 DIRECT N 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISTRESS PLAN B ONE-STEP S ONCE  
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Detailed Report
7592632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7592632 EXPEDITED (15-DAY) N OT US-WYE-H07267008 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER PREMPRO S  WYETH

CLIMARA PRO S  BERLEX
CLIMARA S  
PREMARIN S  WYETH
PROVERA S  

7592744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7592744 NON-EXPEDITED N US-WYE-H07704609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

NORPLANT S SUBCUTANEOUS 6 capsules  WYETH

7592764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7592764 EXPEDITED (15-DAY) N OT US-WYE-H07433508 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER PREMPRO S  WYETH

COMBIPATCH S  AVENTIS
CLIMARA PRO S  BERLEX
ACTIVELLA S  

7592908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7592908 NON-EXPEDITED N US-WYE-H08258409 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S SUBCUTANEOUS 6 capsules  WYETH

INFERTILITY  
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Detailed Report
7593001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593001 NON-EXPEDITED N US-WYE-H08642809 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

TRAMADOL C as needed  UNKNOWN

7593079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593079 NON-EXPEDITED N US-WYE-H08864009 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S SUBCUTANEOUS 6 capsules 17 YR WYETH

INFERTILITY  
PREGNANCY  

7593110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593110 NON-EXPEDITED Y US-WYE-H09011209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

WEIGHT INCREASED  

7593253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593253 NON-EXPEDITED Y US-WYE-H09797109 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION NORPLANT S INTRADERMAL 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

WEIGHT INCREASED  
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Detailed Report
7593268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593268 NON-EXPEDITED N US-WYE-H09743309 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA NORPLANT S INTRADERMAL 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

INFERTILITY  

7593319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593319 NON-EXPEDITED Y US-WYE-H10123909 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S INTRADERMAL 6 capsules  WYETH

7593541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593541 NON-EXPEDITED N US-WYE-H10761209 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S SUBCUTANEOUS 6 capsules  WYETH

7593574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593574 NON-EXPEDITED Y US-WYE-H10941309 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARPAL TUNNEL SYNDROME LYBREL S ORAL  WYETH
JOINT STIFFNESS LYBREL S  WYETH
OEDEMA PERIPHERAL VITAMINS C  UNKNOWN
SKIN TIGHTNESS  
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7593827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593827 EXPEDITED (15-DAY) N HO US-WYE-H11474809 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS NORPLANT S SUBCUTANEOUS 6 capsules 16 YR WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

7593941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593941 NON-EXPEDITED N US-WYE-H11524909 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA LYBREL S ORAL as directed  WYETH
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

7593999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7593999 NON-EXPEDITED N US-WYE-H11725309 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S ORAL  WYETH
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

VITAMINS NOS C  UNKNOWN

METFORMIN C  UNKNOWN
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7594011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7594011 NON-EXPEDITED N US-WYE-H11730809 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE LYBREL S ORAL  WYETH
AGGRESSION  
AGITATION  
CONDITION AGGRAVATED  
DYSMENORRHOEA  
EMOTIONAL DISORDER  
FRUSTRATION  
MOOD SWINGS  

7594170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7594170 NON-EXPEDITED N US-WYE-H12222709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY NORPLANT S INTRADERMAL 6 capsules  WYETH

7594175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7594175 NON-EXPEDITED Y US-WYE-H12185409 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT LYBREL S ORAL 40 DAY WYETH
GASTROOESOPHAGEAL REFLUX DISEASE ALLEGRA C  HOECHST

SINGULAIR C  MERCK SHARP AND
DOHME

7594179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7594179 NON-EXPEDITED N US-WYE-H12092909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA NORPLANT S  WYETH
MALAISE  
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Detailed Report
7594250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2010 7594250 NON-EXPEDITED Y US-WYE-H12500209 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE LYBREL S ORAL  WYETH
ACNE  
ASTHENIA  
CONDITION AGGRAVATED  
MIGRAINE  
PAIN IN EXTREMITY  
PIGMENTATION DISORDER  
WEIGHT INCREASED  

7594442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2010 7594442 NON-EXPEDITED N HO US-
BAYER-201033805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
415 DAY BAYER

PAIN  

7594469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2010 7594469 NON-EXPEDITED N US-
BAYER-201031663NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER
AMENORRHOEA  

7597259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2010 7597259 EXPEDITED (15-DAY) N OT GXBR2010US01576 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGGRESSION RIBAVIRIN S TRANSPLACENTAL Maternal dose: unknown  
Maternal exposure during pregnancy PLAN B S TRANSPLACENTAL maternal dose: unknown  
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Detailed Report
7608722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2010 7608722 DIRECT N LT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 2 MTH BAYER
DEPRESSION PRENATABS FA C  
MEDICAL DEVICE COMPLICATION FENUGREEK HERBAL

SUPPLEMENT
C  

FATIGUE  
PARAESTHESIA  
VISION BLURRED  
VULVOVAGINAL BURNING SENSATION  

7228807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7228807 NON-EXPEDITED N OT US-
BAYER-200941780NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ALOPECIA ANTIBIOTICS C  
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
HEADACHE  
VAGINAL DISCHARGE  
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Detailed Report
7552862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7552862 EXPEDITED (15-DAY) DS,OT TPH-00275 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 8 YR

ABORTION  
MATERNAL EXPOSURE BEFORE PREGNANCY  
MULTIPLE PREGNANCY  
UTERINE DISORDER  

7599418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599418 NON-EXPEDITED Y US-
BAYER-201034086NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
4 DAY BAYER

7599419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599419 NON-EXPEDITED N US-
BAYER-201034098NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
93 DAY BAYER

7599420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599420 NON-EXPEDITED Y US-
BAYER-201034087NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7599423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599423 NON-EXPEDITED Y US-
BAYER-201034024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7599424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599424 NON-EXPEDITED N US-
BAYER-201034021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
594 DAY BAYER

7599425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599425 NON-EXPEDITED N US-
BAYER-201034038NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
100 DAY BAYER

7599428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599428 NON-EXPEDITED Y US-
BAYER-201034009NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
14 DAY BAYER
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Detailed Report
7599430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599430 NON-EXPEDITED N US-
BAYER-201034003NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7599832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7599832 NON-EXPEDITED N OT US-
BAYER-201033945NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  
MALAISE  
VAGINAL HAEMORRHAGE  

7606620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7606620 DIRECT N DS,OT,RI 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL STIFFNESS MIRENA S 2 YR
BLOOD TEST ABNORMAL  
DISCOMFORT  
PAIN  
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Detailed Report
7607720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2010 7607720 DIRECT N HO,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA AVIANE S ORAL PACK OF 28 PILLS 1

TIME PER DAY PO
 BARR

PRODUCT SUBSTITUTION ISSUE  
VAGINITIS BACTERIAL  
VULVITIS  
VULVOVAGINAL MYCOTIC INFECTION  

7279072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7279072 NON-EXPEDITED Y HO,OT US-
BAYER-201013632NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

1044 DAY BAYER

7353312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7353312 NON-EXPEDITED N US-
BAYER-201017637NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7455502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7455502 NON-EXPEDITED N US-
BAYER-201026392NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7455505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7455505 NON-EXPEDITED N US-
BAYER-201026443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7455508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7455508 NON-EXPEDITED Y US-
BAYER-201026442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

7468974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7468974 NON-EXPEDITED Y US-
BAYER-201026938NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 21 DAY BAYER
DEVICE EXPULSION  
Haemorrhage in pregnancy  
PAIN  
PYREXIA  

7507065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7507065 NON-EXPEDITED N US-
BAYER-201028177NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7511766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7511766 NON-EXPEDITED N US-
BAYER-201028452NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
335 DAY BAYER

7539525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7539525 EXPEDITED (15-DAY) N OT GB-
BAYER-201035134GPV

52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

LEVOTHYROXINE SODIUM C ORAL  

7542557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7542557 NON-EXPEDITED N US-
BAYER-201027681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7547903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7547903 EXPEDITED (15-DAY) Y OT PT-
BAYER-201036375GPV

44 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S  BAYER
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Detailed Report
7567523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7567523 NON-EXPEDITED N OT US-
BAYER-201031512NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
504 DAY BAYER

FLANK PAIN  
HAEMATURIA  
NEPHROLITHIASIS  

7601083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7601083 NON-EXPEDITED Y OT US-
BAYER-201034073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 15 DAY BAYER

7601644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7601644 NON-EXPEDITED N OT US-
BAYER-201033924NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MUSCLE SPASMS  
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Detailed Report
7610405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2010 7610405 DIRECT N DS,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER
ACNE  
LIBIDO DECREASED  
MOOD SWINGS  
MUSCLE SPASMS  
WEIGHT INCREASED  

7307726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7307726 EXPEDITED (15-DAY) Y OT PT-
BAYER-201017539GPV

Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE  BAYER
BILIARY CIRRHOSIS PRIMARY NATURAL PRODUCTS C TABLETS AND TEA  

7506174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7506174 NON-EXPEDITED N US-
BAYER-201028498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7531316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7531316 EXPEDITED (15-DAY) N HO,LT,OT NL-
BAYER-201033776GPV

31 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 192 DAY BAYER
DEPRESSION MIRENA S INTRAUTERINE 2 MTH BAYER
SUICIDAL IDEATION LEVONORGESTREL C  
ADNEXA UTERI CYST  
ANXIETY  
HEARING IMPAIRED  

7539444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7539444 NON-EXPEDITED N OT US-
BAYER-201029859NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
25 MTH BAYER

VAGINAL HAEMORRHAGE  

7542507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7542507 NON-EXPEDITED N US-
BAYER-201025167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
NAUSEA  
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Detailed Report
7554780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7554780 NON-EXPEDITED Y OT US-
BAYER-201031114NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
UTERINE PERFORATION  

7602513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602513 EXPEDITED (15-DAY) Y OT US-
BAYER-201034071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWOLLEN TONGUE MIRENA S INTRAUTERINE 21 MTH BAYER
ABDOMINAL PAIN  
ALOPECIA  
BACK PAIN  
CHEST PAIN  
DECREASED INTEREST  
FATIGUE  
HYPOAESTHESIA  
MOOD SWINGS  
MYALGIA  
PHARYNGEAL OEDEMA  
SINUS DISORDER  
VERTIGO  
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Freedom of Information Act (FOIA) 

Detailed Report
7602518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602518 NON-EXPEDITED Y US-
BAYER-201034180NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
172 DAY BAYER

7602519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602519 NON-EXPEDITED Y US-
BAYER-201034192NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
326 DAY BAYER

DEVICE EXPULSION  

7602523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602523 NON-EXPEDITED N US-
BAYER-201034159NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE EXPULSION  

7602524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602524 NON-EXPEDITED N US-
BAYER-201034178NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7602526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602526 NON-EXPEDITED N US-
BAYER-201034182NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 MTH BAYER

7602528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602528 NON-EXPEDITED Y US-
BAYER-201034170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7602532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602532 NON-EXPEDITED Y OT US-
BAYER-201034201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOS
 BAYER

DEVICE DISLOCATION  

7602533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602533 NON-EXPEDITED Y OT US-
BAYER-201034101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PELVIC PAIN  
UTERINE INFLAMMATION  
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Detailed Report
7602538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602538 NON-EXPEDITED Y HO,OT US-
BAYER-201034301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 7 DAY BAYER
MUSCLE SPASMS  

7602539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602539 NON-EXPEDITED N US-
BAYER-201034199NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
82 DAY BAYER

7602541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602541 NON-EXPEDITED N OT US-
BAYER-201029883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  
SMEAR CERVIX ABNORMAL  

7602575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7602575 EXPEDITED (15-DAY) N HO PL-
BAYER-201039584GPV

30 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 3 WEEK BAYER
AMBLYOPIA  
CONFUSIONAL STATE  
PARAESTHESIA  
VERTIGO  
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Detailed Report
7621485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7621485 EXPEDITED (15-DAY) OT TPH-00215 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 10 YR

INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

ETHINYL ESTRADIOL
\LEVONORGESTREL

S  

AMENORRHOEA CLARITIN C  
PREMATURE LABOUR HYOSCYAMINE HYDROBROMIDE C  
CAESAREAN SECTION  
MATERNAL EXPOSURE DURING PREGNANCY  

7633637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 7633637 EXPEDITED (15-DAY) OT TPH-00290 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL 10 YR

MATERNAL DRUGS AFFECTING FOETUS  
RHINITIS ALLERGIC  

7414010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7414010 EXPEDITED (15-DAY) N OT DE-
BAYER-201026801GPV

45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
BREAST PAIN  
FLUID RETENTION  
HIRSUTISM  
Hypoaesthesia  
WEIGHT INCREASED  
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Detailed Report
7465280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7465280 NON-EXPEDITED Y OT US-
BAYER-201026744NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7542572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7542572 NON-EXPEDITED N US-
BAYER-201028434NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST PAIN  
NIPPLE PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7583135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7583135 EXPEDITED (15-DAY) Y OT US-
BAYER-201033069NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 MTH BAYER

ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
DIZZINESS  
HEADACHE  
HYPOAESTHESIA  
IRRITABLE BOWEL SYNDROME  
PAIN IN EXTREMITY  
PELVIC PAIN  

7588908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7588908 EXPEDITED (15-DAY) Y DS UA-
BAYER-201038610GPV

46 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 21 MTH BAYER

7605027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605027 NON-EXPEDITED Y US-
BAYER-201034398NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER
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Detailed Report
7605029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605029 NON-EXPEDITED Y US-
BAYER-201034405NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
107 DAY BAYER

7605033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605033 NON-EXPEDITED Y US-
BAYER-201034451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
58 DAY BAYER

7605036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605036 NON-EXPEDITED Y US-
BAYER-201034454NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7605221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605221 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201034386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL FAILURE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER

DIABETES MELLITUS  
HYPERTENSION  
PELVIC INFLAMMATORY DISEASE  
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Detailed Report
7605222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 7605222 NON-EXPEDITED Y OT US-
BAYER-201034388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ADNEXA UTERI PAIN TAMOXIFEN CITRATE C  

7139483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7139483 NON-EXPEDITED Y HO,OT US-
BAYER-200934313NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 88 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7283731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7283731 EXPEDITED (15-DAY) Y OT US-
BAYER-201013693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7336235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7336235 NON-EXPEDITED Y US-
BAYER-201017400NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
93 DAY BAYER

MEDICAL DEVICE DISCOMFORT  
MEDICAL DEVICE PAIN  
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Detailed Report
7345579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7345579 NON-EXPEDITED Y OT US-
BAYER-201017984NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7383205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7383205 EXPEDITED (15-DAY) Y OT US-
BAYER-201021280NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PELVIC PAIN DOXYCYCLINE C  

7418044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7418044 NON-EXPEDITED N OT US-
BAYER-201024569NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PAIN  
UTERINE PERFORATION  
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Detailed Report
7418048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7418048 NON-EXPEDITED N OT US-
BAYER-201024579NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
193 DAY BAYER

AMENORRHOEA  
MUSCLE SPASMS  
NAUSEA  
PAIN  
PRESYNCOPE  
PROCEDURAL PAIN  
UTERINE PERFORATION  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7453806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7453806 NON-EXPEDITED Y OT US-
BAYER-201026107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS (52 MG)
 BAYER

UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS (52 MG)

3 DAY BAYER

7523081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7523081 NON-EXPEDITED Y OT US-
BAYER-201029239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7523101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7523101 EXPEDITED (15-DAY) Y OT US-
BAYER-201029241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
CRYING  
MOOD SWINGS  

7535056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7535056 NON-EXPEDITED Y HO,OT US-
BAYER-201029448NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 MTH BAYER

ABDOMINAL PAIN  
DYSPAREUNIA  
PROCEDURAL PAIN  

7542516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7542516 NON-EXPEDITED Y US-
BAYER-201024027NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENSTRUATION DELAYED BIRTH CONTROL PILLS C 3 MTH
VAGINAL HAEMORRHAGE  
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Detailed Report
7547131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7547131 NON-EXPEDITED N US-
BAYER-201018891NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
DEVICE DISLOCATION  
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7606382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7606382 EXPEDITED (15-DAY) N HO PT-
BAYER-201018549GPV

40 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1505 DAY BAYER
PRESYNCOPE  
SMALL INTESTINAL PERFORATION  

7606849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7606849 NON-EXPEDITED Y US-
BAYER-201018483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7606850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7606850 NON-EXPEDITED N US-
BAYER-201034474NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7629842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2010 7629842 EXPEDITED (15-DAY) Y HO DSA_43972_2010 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS DILTIAZEM HYDROCHLORIDE S DF  
CONFUSIONAL STATE ARTANE S DF  
DISORIENTATION LEVOMEPROMAZINE S DF  
SOMNOLENCE ETHINYL ESTRADIOL

\LEVONORGESTREL
S DF  

GENERAL PHYSICAL HEALTH DETERIORATION  
PSYCHOMOTOR RETARDATION  

7551372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7551372 NON-EXPEDITED N US-
BAYER-201018863NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL RIGIDITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  

7551373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7551373 NON-EXPEDITED N US-
BAYER-201020542NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAROSMIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FOOD CRAVING  
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Detailed Report
7572092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7572092 NON-EXPEDITED N OT US-
BAYER-201031895NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. FIRST
MIRENA PLACED ON
JUL OR AUG-2005

 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS.
SECOND MIRENA
PLACED ON JUN-2010

 BAYER

PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7606379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7606379 EXPEDITED (15-DAY) N OT CN-
BAYER-201036124GPV

39 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DYSKINESIA  
PAIN  

7606380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7606380 NON-EXPEDITED Y OT US-
BAYER-201012863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7606381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7606381 NON-EXPEDITED N OT US-
BAYER-201013348NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7609581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609581 NON-EXPEDITED N US-
BAYER-201034674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
194 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOS

 BAYER

7609583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609583 NON-EXPEDITED Y US-
BAYER-201034648NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 1264 DAY BAYER

7609584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609584 NON-EXPEDITED Y US-
BAYER-201034632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7609585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609585 NON-EXPEDITED N US-
BAYER-201034681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7609586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609586 NON-EXPEDITED N US-
BAYER-201034490NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
744 DAY BAYER

7609589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609589 NON-EXPEDITED Y US-
BAYER-201034385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 MTH BAYER

7609591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609591 NON-EXPEDITED N US-
BAYER-201010959NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE  BAYER

7609593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609593 NON-EXPEDITED N US-
BAYER-201034633NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
55 DAY BAYER
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Detailed Report
7609594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609594 NON-EXPEDITED Y US-
BAYER-201034637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  

7609595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609595 NON-EXPEDITED N US-
BAYER-201034673NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  

7609596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609596 NON-EXPEDITED Y US-
BAYER-201034375NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

7609597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609597 NON-EXPEDITED Y US-
BAYER-201034665NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  
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Detailed Report
7609598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609598 NON-EXPEDITED Y US-
BAYER-201034672NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7609599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609599 NON-EXPEDITED Y US-
BAYER-201034631NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 2 DAY BAYER

7609600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609600 NON-EXPEDITED Y US-
BAYER-201034686NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

7609601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609601 NON-EXPEDITED Y US-
BAYER-201034659NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
24 DAY BAYER

7609605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609605 NON-EXPEDITED Y US-
BAYER-201034083NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
44 DAY BAYER
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Detailed Report
7609606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609606 NON-EXPEDITED N US-
BAYER-201034649NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
58 DAY BAYER

7609608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609608 NON-EXPEDITED N US-
BAYER-201034688NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
230 DAY BAYER

7609609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609609 NON-EXPEDITED N US-
BAYER-201034694NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7609610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609610 NON-EXPEDITED Y US-
BAYER-201034077NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER
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Detailed Report
7609748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609748 EXPEDITED (15-DAY) N OT CA-
BAYER-201034543NA

38 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MALAISE  
PENILE INFECTION  
PYREXIA  
SCRATCH  

7609750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609750 NON-EXPEDITED N OT US-
BAYER-201034449NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. 03/13
 BAYER

7609753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609753 NON-EXPEDITED Y OT US-
BAYER-201034446NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7609754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7609754 NON-EXPEDITED Y OT US-
BAYER-201034541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
709 DAY BAYER

DEVICE EXPULSION  
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Detailed Report
7616856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7616856 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  
CONSTIPATION BUPROPION HYDROCHLORIDE C  
CHEST PAIN BUPROPION HYDROCHLORIDE C  
FATIGUE PREGABALIN C  
DIZZINESS FAMOTIDINE C  
SYNCOPE FISH OIL C  
MUSCLE SPASMS CYANOCOBALAMIN C  
ABDOMINAL PAIN NIACIN C  
VULVOVAGINAL DISCOMFORT VITAMIN B COMPLEX C  
PAIN IRON C  

MULTI-VITAMIN C  

7616909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7616909 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S  BAYER
DIZZINESS  
FATIGUE  
HORMONE LEVEL ABNORMAL  
HOT FLUSH  
MENORRHAGIA  
THYROID DISORDER  
VITAMIN B12 DECREASED  
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Detailed Report
7617432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7617432 DIRECT Y OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET 1X DAY PO  WATSON

7630292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7630292 EXPEDITED (15-DAY) OT TPH-00225 30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 395 DAY

DRUG INEFFECTIVE METILDOP (METHYLDOPA) C  
AMNIOTIC FLUID VOLUME DECREASED  
CAESAREAN SECTION  
ECLAMPSIA  
GESTATIONAL DIABETES  
INTENTIONAL DRUG MISUSE  
MATERNAL EXPOSURE DURING PREGNANCY  
OFF LABEL USE  
PREMATURE LABOUR  

7643358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7643358 EXPEDITED (15-DAY) OT TPE-00270 23 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ABORTION SPONTANEOUS  
MATERNAL EXPOSURE DURING PREGNANCY  
MEDICATION ERROR  
TREATMENT NONCOMPLIANCE  
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Detailed Report
7644400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2010 7644400 EXPEDITED (15-DAY) HO TPH-00289 < 1 DAY Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMALL FOR DATES BABY ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL 3 YR

JAUNDICE NEONATAL METILDOP C  
CAESAREAN SECTION  
MATERNAL DRUGS AFFECTING FOETUS  

7511734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7511734 EXPEDITED (15-DAY) N HO US-
BAYER-201028443NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

OVARIAN CYST MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

ENDOMETRIOSIS  
PELVIC PAIN  
UTERINE DISORDER  
VAGINAL HAEMORRHAGE  

7511748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7511748 NON-EXPEDITED Y OT US-
BAYER-201028495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  
INTRA-ABDOMINAL HAEMORRHAGE  
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Detailed Report
7518985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7518985 NON-EXPEDITED Y OT US-
BAYER-201028832NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
DEVICE DISLOCATION  

7523086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7523086 NON-EXPEDITED N OT US-
BAYER-201028919NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
37 DAY BAYER

DEVICE DISLOCATION  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7531245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7531245 NON-EXPEDITED N OT US-
BAYER-201029165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

DEVICE DISLOCATION  

7567878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7567878 EXPEDITED (15-DAY) Y OT US-
BAYER-201031669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7572070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7572070 EXPEDITED (15-DAY) N OT BR-
BAYER-201018377LA

29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEAD DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA WAS
INSERTED ON 4TH
DAY OF MENSTRUAL
CYCLE.

 BAYER

ASTHENOPIA  
BACK PAIN  
EYE PAIN  
Headache  
MOOD ALTERED  
SCINTILLATING SCOTOMA  

7574787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7574787 NON-EXPEDITED Y OT US-
BAYER-201032512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7583122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7583122 EXPEDITED (15-DAY) N HO,OT AU-
BAYER-201038150GPV

42 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE MASS MIRENA S INTRAUTERINE 2 MTH BAYER
ARTERIOVENOUS MALFORMATION  
BENIGN HYDATIDIFORM MOLE  
DEVICE RELATED INFECTION  
GENITAL DISCHARGE  
UTERINE LEIOMYOMA  
UTERINE POLYP  

7589139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7589139 NON-EXPEDITED N OT US-
BAYER-201033549NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7605117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7605117 NON-EXPEDITED N OT US-
BAYER-201034129NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 1318 DAY BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
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Detailed Report
7606811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7606811 EXPEDITED (15-DAY) N US-
BAYER-201019202NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 7 MTH BAYER
ADNEXA UTERI PAIN  
DIZZINESS  
FUNGAL INFECTION  
HORMONE LEVEL ABNORMAL  
URINARY TRACT INFECTION  
VAGINAL INFECTION  
VISION BLURRED  

7610995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7610995 EXPEDITED (15-DAY) N OT US-
BAYER-201034376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 YR BAYER

DYSTONIA  

7610998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7610998 EXPEDITED (15-DAY) Y OT US-
BAYER-201034522NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE  BAYER
BACK PAIN  
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Detailed Report
7611000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611000 NON-EXPEDITED N OT US-
BAYER-201034712NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7611006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611006 NON-EXPEDITED N HO US-
BAYER-201034700NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
369 DAY BAYER

7611023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611023 NON-EXPEDITED N US-
BAYER-201034010NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
325 DAY BAYER

7611024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611024 NON-EXPEDITED Y US-
BAYER-201032062NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7611025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611025 NON-EXPEDITED N US-
BAYER-201034392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
16 MTH BAYER

GENITAL HAEMORRHAGE  
MUSCLE SPASMS  

7611026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611026 NON-EXPEDITED N US-
BAYER-200944033NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER

7611028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611028 NON-EXPEDITED N US-
BAYER-201029540NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

7611029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611029 NON-EXPEDITED N US-
BAYER-201032854NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
23 DAY BAYER
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Detailed Report
7611030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611030 NON-EXPEDITED N US-
BAYER-200944071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE  BAYER

7611033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611033 NON-EXPEDITED N US-
BAYER-201034810NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7611034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611034 NON-EXPEDITED Y US-
BAYER-201032640NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

7611035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611035 NON-EXPEDITED Y US-
BAYER-201032627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
334 DAY BAYER

7611037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611037 NON-EXPEDITED Y US-
BAYER-201032601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTRACEPTION
45 DAY BAYER

Page: 4,426 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7611038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611038 NON-EXPEDITED Y US-
BAYER-201032446NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

7611039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611039 NON-EXPEDITED Y US-
BAYER-201034224NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MUSCLE SPASMS  

7611040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611040 NON-EXPEDITED N US-
BAYER-201032620NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

7611041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611041 NON-EXPEDITED N US-
BAYER-201014172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
85 DAY BAYER
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Detailed Report
7611042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611042 NON-EXPEDITED N US-
BAYER-201033998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
801 DAY BAYER

7611043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7611043 NON-EXPEDITED N US-
BAYER-201025074NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DYSURIA INDERAL C  
DIZZINESS  
FLUSHING  
HEADACHE  
NASAL CONGESTION  
PELVIC PAIN  

7612048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612048 EXPEDITED (15-DAY) Y DE US-
WATSON-2010-12892

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL  WATSON

7612050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612050 EXPEDITED (15-DAY) N DE US-
WATSON-2010-12890

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL  WATSON
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7612051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612051 EXPEDITED (15-DAY) Y DE US-
WATSON-2010-12898

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL  WATSON

7612060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612060 EXPEDITED (15-DAY) N DE US-
WATSON-2010-12900

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL  WATSON

7612061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612061 EXPEDITED (15-DAY) N DE US-
WATSON-2010-12901

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL  WATSON

7612062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612062 EXPEDITED (15-DAY) N LT US-
WATSON-2010-12899

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA LEVONORGESTREL S ORAL  WATSON

7612063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612063 EXPEDITED (15-DAY) N DE US-
WATSON-2010-12912

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LEVONORGESTREL S ORAL  WATSON
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7612071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612071 EXPEDITED (15-DAY) N LT US-
WATSON-2010-12972

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE LEVONORGESTREL S ORAL  WATSON

7612072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612072 EXPEDITED (15-DAY) Y CA US-
WATSON-2010-12975

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL ANOMALY LEVONORGESTREL S TRANSPLACENTAL  WATSON

7612073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612073 EXPEDITED (15-DAY) Y CA US-
WATSON-2010-12976

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL ANOMALY LEVONORGESTREL S TRANSPLACENTAL  WATSON
MATERNAL DRUGS AFFECTING FOETUS  

7612074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612074 EXPEDITED (15-DAY) N LT US-
WATSON-2010-12973

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE LEVONORGESTREL S ORAL  WATSON

7612075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612075 EXPEDITED (15-DAY) Y CA US-
WATSON-2010-12974

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS LEVONORGESTREL S ORAL  WATSON
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7612076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7612076 EXPEDITED (15-DAY) Y CA US-
WATSON-2010-12977

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING LEVONORGESTREL S ORAL  WATSON

7971606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 7971606 EXPEDITED (15-DAY) N HO US-
WATSON-2010-12451

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE PERFORATION LEVORA S ORAL 1 Tablet, daily  WATSON
DRUG INEFFECTIVE  
ECTOPIC PREGNANCY  
MENORRHAGIA  

6946694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 6946694 NON-EXPEDITED N OT US-
BAYER-200912611NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 22 MTH BAYER
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7527849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7527849 NON-EXPEDITED N OT US-
BAYER-201028929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. THE
PRODUCT WAS
INSERTED 6 WEEKS
POSTPARTUM

7 MTH BAYER

CHILLS MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS.

 BAYER

BREAST PAIN  
DEVICE DISLOCATION  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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7572066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7572066 EXPEDITED (15-DAY) N LT BR-
BAYER-201018200LA

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
21 DAY BAYER

HEADACHE IBUPROFEN C ORAL 2 TABLETS PER DAY 7 DAY
MENSTRUAL DISORDER AMOXICILLIN C ORAL 2 TABLETS PER DAY 7 DAY
DIZZINESS ALLEGRA C ORAL 2 TABLETS PER DAY 7 DAY
VISION BLURRED NIMESULIDE C ORAL 2 TABLETS PER DAY 7 DAY
ANAEMIA  
COITAL BLEEDING  
DEVICE DISLOCATION  
DYSPAREUNIA  
EYE SWELLING  
SWELLING FACE  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  

7572084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7572084 NON-EXPEDITED N OT US-
BAYER-201031862NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE CONTINUOUS.

INSERTED POST
PARTUM

 BAYER

UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS.
INSERTED AFTER
FIRST CHILD

 BAYER

ABDOMINAL PAIN  
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7599812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7599812 NON-EXPEDITED Y OT US-
BAYER-201033866NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
61 DAY BAYER

BLOOD PRESSURE INCREASED  

7609749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7609749 EXPEDITED (15-DAY) N OT CA-
BAYER-201034502NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST PAIN  

7612629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612629 NON-EXPEDITED N US-
BAYER-201032201NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

MENOMETRORRHAGIA  

7612631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612631 NON-EXPEDITED N US-
BAYER-200944015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE  BAYER

DOXYCYCLINE C  
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7612632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612632 NON-EXPEDITED N US-
BAYER-200943988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE  BAYER
DEPRESSION  

7612634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612634 NON-EXPEDITED N US-
BAYER-201032294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7612635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612635 NON-EXPEDITED Y US-
BAYER-201032300NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
43 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7612636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612636 NON-EXPEDITED N US-
BAYER-201032204NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER
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7612637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612637 NON-EXPEDITED Y US-
BAYER-201014524NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 85 DAY BAYER

7612638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612638 NON-EXPEDITED N US-
BAYER-201014177NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 16 DAY BAYER

7612639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612639 NON-EXPEDITED N US-
BAYER-200943953NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

ANTIBIOTIC C  
ANTIDEPRESSION C  

7612643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612643 NON-EXPEDITED N US-
BAYER-200943960NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE MIRENA WAS

INSERTED 8 WEEKS
POSTPARTUM

 BAYER

HYDROCHLOROTHIAZIDE C  
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7612644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612644 NON-EXPEDITED Y US-
BAYER-201032257NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 DAY BAYER

7612645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612645 NON-EXPEDITED Y US-
BAYER-201014360NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 1 MIN BAYER

7612649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612649 NON-EXPEDITED Y US-
BAYER-201032361NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7612650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612650 NON-EXPEDITED N US-
BAYER-201032447NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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7612651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612651 NON-EXPEDITED N US-
BAYER-201034975NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
VAGINAL HAEMORRHAGE  

7612653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612653 NON-EXPEDITED N US-
BAYER-201034920NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7612659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612659 NON-EXPEDITED N US-
BAYER-201032443NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
273 DAY BAYER

7612660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612660 NON-EXPEDITED N US-
BAYER-201034930NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 24 MTH BAYER

7612662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612662 NON-EXPEDITED Y US-
BAYER-201034995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

Page: 4,438 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7612663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612663 NON-EXPEDITED Y US-
BAYER-201032477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 YR BAYER

7612664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612664 NON-EXPEDITED N US-
BAYER-201035014NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
14 DAY BAYER

7612665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612665 NON-EXPEDITED Y US-
BAYER-201032302NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
107 DAY BAYER

7612666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612666 NON-EXPEDITED Y US-
BAYER-201032458NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
473 DAY BAYER

7612667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612667 NON-EXPEDITED N US-
BAYER-201034999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 167 DAY BAYER
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7612668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612668 NON-EXPEDITED N US-
BAYER-201034956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7612669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612669 NON-EXPEDITED N US-
BAYER-201034979NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 5 DAY BAYER

7612672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612672 NON-EXPEDITED N US-
BAYER-201034944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7612673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2010 7612673 NON-EXPEDITED Y US-
BAYER-201035003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7472875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7472875 NON-EXPEDITED Y HO US-
BAYER-201027130NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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7547101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7547101 NON-EXPEDITED N OT US-
BAYER-201030354NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
120 DAY BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7578494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7578494 EXPEDITED (15-DAY) Y OT CA-
BAYER-201032744NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CHEST PAIN  

7602542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7602542 EXPEDITED (15-DAY) N OT RS-
BAYER-201039748GPV

53 YR Female RS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 3 YR BAYER

7613858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613858 NON-EXPEDITED Y OT US-
BAYER-201034753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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7613859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613859 NON-EXPEDITED Y OT US-
BAYER-201034718NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS

ADMINISTRATION
1258 DAY BAYER

SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE CONTINUOUS
ADMINISTRATION

 BAYER

DEVICE EXPULSION  

7613860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613860 NON-EXPEDITED N OT US-
BAYER-201034967NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 31 MTH BAYER

AMENORRHOEA  

7613863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613863 NON-EXPEDITED Y OT US-
BAYER-201034755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
 BAYER

7613906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613906 NON-EXPEDITED N US-
BAYER-201035100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
44 DAY BAYER
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7613907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613907 NON-EXPEDITED N US-
BAYER-201035070NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7613908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613908 NON-EXPEDITED N US-
BAYER-201035113NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7613909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613909 NON-EXPEDITED N US-
BAYER-201035011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
156 DAY BAYER

VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

ABDOMINAL PAIN  

7613911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613911 NON-EXPEDITED N US-
BAYER-201035135NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
55 DAY BAYER
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7613912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613912 NON-EXPEDITED N US-
BAYER-201035156NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1080 DAY BAYER

VAGINAL HAEMORRHAGE  

7613914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613914 NON-EXPEDITED N US-
BAYER-201035102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 DAY BAYER

7613915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613915 NON-EXPEDITED N US-
BAYER-201034096NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST SWELLING  

7613916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613916 NON-EXPEDITED Y US-
BAYER-201035114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7613917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613917 NON-EXPEDITED Y US-
BAYER-201035032NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7613918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613918 NON-EXPEDITED N US-
BAYER-201034936NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

DIZZINESS  

7613920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613920 NON-EXPEDITED N US-
BAYER-201030454NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7613922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613922 NON-EXPEDITED N US-
BAYER-201035071NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER

MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7613924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613924 NON-EXPEDITED N US-
BAYER-201035112NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
45 MIN BAYER

7613925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613925 NON-EXPEDITED N US-
BAYER-201035125NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
43 DAY BAYER

7613926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613926 NON-EXPEDITED Y US-
BAYER-201035143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

MUSCLE SPASMS  

7613927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613927 NON-EXPEDITED N US-
BAYER-201035152NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7613929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613929 NON-EXPEDITED N US-
BAYER-201032585NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  
PREGNANCY  

7613931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7613931 NON-EXPEDITED N US-
BAYER-201035104NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
70 DAY BAYER

7614046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7614046 EXPEDITED (15-DAY) Y OT DE-
BAYER-201038926GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANKYLOSING SPONDYLITIS MIRENA S INTRAUTERINE 5 YR BAYER
MUSCULOSKELETAL PAIN  

7614051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7614051 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-201040483GPV

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7614283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2010 7614283 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201040688GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL DISTRESS SYNDROME MIRENA S TRANSPLACENTAL  BAYER
PREMATURE BABY  

7491070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7491070 NON-EXPEDITED N OT US-
BAYER-201027560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

7531392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7531392 NON-EXPEDITED N US-
BAYER-201026499NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 10 MTH BAYER

7574786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7574786 NON-EXPEDITED Y OT US-
BAYER-201032491NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
189 DAY BAYER

7614724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7614724 NON-EXPEDITED Y OT US-
BAYER-201035311NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7614725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7614725 NON-EXPEDITED N OT US-
BAYER-201035274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  

7615233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615233 NON-EXPEDITED N OT US-
BAYER-201035033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

7615627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615627 NON-EXPEDITED N US-
BAYER-201035285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7615628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615628 NON-EXPEDITED Y US-
BAYER-201035208NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
385 DAY BAYER

7615629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615629 NON-EXPEDITED Y US-
BAYER-201035319NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
903 DAY BAYER
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Detailed Report
7615630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615630 NON-EXPEDITED N US-
BAYER-201035025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7615631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615631 NON-EXPEDITED Y US-
BAYER-201035298NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
12 DAY BAYER

7615632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615632 NON-EXPEDITED N US-
BAYER-201035269NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 208 DAY BAYER

7615633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615633 NON-EXPEDITED N US-
BAYER-201035186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 29 DAY BAYER

7615634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615634 NON-EXPEDITED N US-
BAYER-201032515NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
384 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7615635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615635 NON-EXPEDITED N US-
BAYER-201035312NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
73 DAY BAYER

7615640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615640 NON-EXPEDITED N US-
BAYER-201035267NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7615641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615641 NON-EXPEDITED Y US-
BAYER-201034877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 200 DAY BAYER

7615642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615642 NON-EXPEDITED N US-
BAYER-201010173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S  BAYER
APPLICATION SITE PAIN  
APPLICATION SITE PRURITUS  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7615643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615643 NON-EXPEDITED N US-
BAYER-201035177NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE CONTINUOUS 27 MTH BAYER
DEVICE DISLOCATION  
WEIGHT INCREASED  

7615644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615644 NON-EXPEDITED Y US-
BAYER-201035154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7615645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615645 NON-EXPEDITED N US-
BAYER-201035293NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
231 DAY BAYER

7615646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615646 NON-EXPEDITED Y US-
BAYER-201035316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7615648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615648 NON-EXPEDITED N US-
BAYER-201035322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
43 DAY BAYER

Page: 4,452 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
7615649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615649 NON-EXPEDITED N US-
BAYER-201035299NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7615650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615650 NON-EXPEDITED N US-
BAYER-201010170NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
DYSMENORRHOEA  

7615651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615651 NON-EXPEDITED N US-
BAYER-201035295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
19 DAY BAYER

7615652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2010 7615652 NON-EXPEDITED N US-
BAYER-201015471NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 37 DAY BAYER
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Detailed Report
7307730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7307730 NON-EXPEDITED N HO,OT US-
BAYER-201015021NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
302 DAY BAYER

BACK PAIN  
DEVICE DISLOCATION  
METRORRHAGIA  
MOVEMENT DISORDER  

7378582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7378582 EXPEDITED (15-DAY) N US-
BAYER-201020781NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

GAIT DISTURBANCE  
PAIN IN EXTREMITY  

7406639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7406639 EXPEDITED (15-DAY) N OT US-
BAYER-201023448NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BREAST PAIN  
DEVICE DISLOCATION  
FIBROCYSTIC BREAST DISEASE  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  
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Detailed Report
7616928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7616928 EXPEDITED (15-DAY) N HO US-
BAYER-201035388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DYSARTHRIA  
HYPOAESTHESIA  
SINUSITIS  

7616939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7616939 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201026305GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
MECONIUM IN AMNIOTIC FLUID  
PREMATURE RUPTURE OF MEMBRANES  

7617006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617006 NON-EXPEDITED Y US-
BAYER-201015810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

7617007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617007 NON-EXPEDITED Y US-
BAYER-201015878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
349 DAY BAYER
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Detailed Report
7617008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617008 NON-EXPEDITED N US-
BAYER-201015806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

7617009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617009 NON-EXPEDITED N US-
BAYER-201015883NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
31 DAY BAYER

7617010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617010 NON-EXPEDITED N US-
BAYER-201015904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

7617011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617011 NON-EXPEDITED N US-
BAYER-201026136NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA BENT WHEN
THE DOCTOR
ATTEMPTED TO
INSERT IT

 BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7617012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617012 NON-EXPEDITED N US-
BAYER-201027597NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
CONSUMER WAS
REQUESTING
REPLACEMENT FOR
MIRENA THAT WAS
DEFECTIVE

 BAYER

7617014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617014 NON-EXPEDITED N US-
BAYER-201024221NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA STOP DATE
SEEMS TO BE
INCONSISTENT
ACCORDING TO
START DATE OF NEXT
TX

679 DAY BAYER

PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS. DATE
OF START THERAPY
WITH MIRNEA SEEMS
INCONSISTENT
ACCORDING TO
PREVIOUS TX

129 DAY BAYER

DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7617015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617015 NON-EXPEDITED N US-
BAYER-201015812NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7617016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617016 NON-EXPEDITED Y US-
BAYER-201015805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
16 DAY BAYER

7617017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617017 NON-EXPEDITED N US-
BAYER-201015811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7617018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617018 NON-EXPEDITED Y US-
BAYER-201015890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER
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Detailed Report
7617019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617019 NON-EXPEDITED N US-
BAYER-201035265NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MIGRAINE  
VAGINAL HAEMORRHAGE  

7617020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617020 NON-EXPEDITED N US-
BAYER-201015804NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
127 DAY BAYER

7617024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617024 NON-EXPEDITED N US-
BAYER-201027598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7617025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617025 NON-EXPEDITED N US-
BAYER-201034499NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 50 DAY BAYER
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Detailed Report
7617026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617026 NON-EXPEDITED Y US-
BAYER-201035396NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7617027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617027 NON-EXPEDITED N US-
BAYER-201028310NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. THE
PHYSICIAN
REPORTED A
DEFECTIVE DEVICE:
MISSING A KNOB LIKE
END ON THE T

29 DAY BAYER

7617028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617028 NON-EXPEDITED N US-
BAYER-201030352NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7617029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617029 NON-EXPEDITED N US-
BAYER-201035405NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7617030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7617030 NON-EXPEDITED N US-
BAYER-201029186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA EXPELLED
HAD ONE OF THE
ARMS BROKEN OFF

 BAYER

7624870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2010 7624870 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S  BAYER
AGITATION  
ANXIETY  
BURNOUT SYNDROME  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FATIGUE  
INSOMNIA  
IRRITABILITY  
MEMORY IMPAIRMENT  
MENORRHAGIA  
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7345619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7345619 EXPEDITED (15-DAY) N OT DE-
BAYER-201020325GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 441 DAY BAYER
VIIth nerve paralysis ITRACONAZOLE C  
ALOPECIA  
ANXIETY  
DEPRESSION  
HYPERTENSION  
Hypoaesthesia  
HYPOAESTHESIA  
LIBIDO DECREASED  
MYALGIA  
PAIN  
TACHYCARDIA  

7383219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7383219 EXPEDITED (15-DAY) N HO,OT HR-
BAYER-201023902GPV

40 YR Female HRV

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  
DEVICE EXPULSION  
FOREIGN BODY  
SHOCK HAEMORRHAGIC  
VAGINAL HAEMORRHAGE  
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7491378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7491378 NON-EXPEDITED N OT US-
BAYER-201027559NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

7618265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7618265 NON-EXPEDITED Y OT US-
BAYER-201035587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7618268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7618268 EXPEDITED (15-DAY) N OT US-
BAYER-201035591NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE CONTINUOUS

ADMINISTRATION
45 DAY BAYER

AMNESIA  
ANXIETY  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  
LOSS OF LIBIDO  
MENSTRUATION DELAYED  
VAGINITIS BACTERIAL  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL ERYTHEMA  
VULVOVAGINAL PRURITUS  
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7618285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7618285 NON-EXPEDITED Y US-
BAYER-201025239NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. THE
PHYSICIAN
REPORTED A
DAMAGE TO MIRENA
T-BODY

 BAYER

7618286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7618286 NON-EXPEDITED Y US-
BAYER-201013656NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 129 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7619345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7619345 EXPEDITED (15-DAY) N HO,OT US-
WATSON-2010-12829

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY LEVONORGESTREL S ORAL UNK  WATSON
ABDOMINAL PAIN LOWER  
DRUG INEFFECTIVE  
FALLOPIAN TUBE DISORDER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7628540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2010 7628540 DIRECT N HO,LT,OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
ECTOPIC PREGNANCY  
FEELING ABNORMAL  
MENORRHAGIA  
OVARIAN CANCER  
OVARIAN CYST  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
WEIGHT INCREASED  

7588907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7588907 NON-EXPEDITED N OT US-
BAYER-201033487NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
16 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

LEVOTHROID C ORAL  

7601002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7601002 EXPEDITED (15-DAY) Y HO DK-
BAYER-201039258GPV

42 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE  BAYER

Page: 4,465 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7613878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7613878 NON-EXPEDITED N HO US-
BAYER-201034960NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
GENITAL DISCOMFORT  
VAGINAL HAEMORRHAGE  

7619814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7619814 EXPEDITED (15-DAY) N OT DE-
BAYER-201041258GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE  BAYER
GROIN PAIN  
PAIN  

7619827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7619827 NON-EXPEDITED Y OT US-
BAYER-201035693NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7620509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7620509 NON-EXPEDITED N US-
BAYER-201035397NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7620511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7620511 NON-EXPEDITED N US-
BAYER-201014876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7620512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7620512 NON-EXPEDITED N US-
BAYER-201035604NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
172 DAY BAYER

7631646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2010 7631646 DIRECT OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S  

7130733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7130733 NON-EXPEDITED Y HO,OT US-
BAYER-200933781NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 137 DAY BAYER
FLANK PAIN ASCORBIC ACID\BIOTIN\RETINOL

\TOCOPHEROL
C  

URINARY TRACT INFECTION DOCUSATE SODIUM C  
POST PROCEDURAL DISCOMFORT  
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Detailed Report
7383211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7383211 NON-EXPEDITED N OT US-
BAYER-201021101NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
180 DAY BAYER

7453793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7453793 NON-EXPEDITED Y OT US-
BAYER-201026270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7600634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7600634 EXPEDITED (15-DAY) Y HO,LT FR-AMGEN-KDC438305 19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NPLATE S SUBCUTANEOUS  
THROMBOCYTOSIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  

MEDROL C ORAL  
RITUXIMAB C INTRA-ARTICULAR  
HYDROCORTISONE C ORAL  
HUMAN IMMUNOGLOBULIN G C  

7613875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7613875 EXPEDITED (15-DAY) Y OT NO-
BAYER-201038404GPV

35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VASCULAR THROMBOSIS MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7617806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7617806 EXPEDITED (15-DAY) OT TPH-00286 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  

DIZZINESS  
INCORRECT DRUG ADMINISTRATION
DURATION

 

MENSTRUAL DISORDER  

7618279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7618279 EXPEDITED (15-DAY) N OT KR-
BAYER-201040964GPV

Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE  BAYER
DEAFNESS TRANSITORY  
DIZZINESS  

7619831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7619831 EXPEDITED (15-DAY) N OT PL-
BAYER-201041256GPV

Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CIRCULATORY COLLAPSE MIRENA S INTRAUTERINE 41 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7621248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621248 NON-EXPEDITED Y US-
BAYER-201035514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 12 DAY BAYER
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Detailed Report
7621249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621249 NON-EXPEDITED N US-
BAYER-201035469NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 2 DAY BAYER

7621257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621257 NON-EXPEDITED Y US-
BAYER-201035649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 344 DAY BAYER

7621259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621259 NON-EXPEDITED Y US-
BAYER-201035452NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 63 DAY BAYER

7621260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621260 NON-EXPEDITED Y US-
BAYER-201035511NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 21 MTH BAYER
MENSTRUATION DELAYED  

7621261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621261 NON-EXPEDITED N US-
BAYER-201035516NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 471 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
7621262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621262 NON-EXPEDITED N US-
BAYER-201035775NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 39 DAY BAYER

7621263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621263 NON-EXPEDITED N US-
BAYER-201035521NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE INSERTION ATTEMPT  BAYER

7621264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621264 NON-EXPEDITED N US-
BAYER-201035467NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 DAY BAYER

7621265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621265 NON-EXPEDITED N US-
BAYER-201035515NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 378 DAY BAYER

7621266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621266 NON-EXPEDITED N US-
BAYER-201035929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7621267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621267 NON-EXPEDITED Y US-
BAYER-201035534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 97 DAY BAYER

7621268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621268 NON-EXPEDITED N US-
BAYER-201035417NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 51 DAY BAYER

7621270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621270 NON-EXPEDITED N US-
BAYER-201035699NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
217 DAY BAYER

7621271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621271 NON-EXPEDITED N US-
BAYER-201035512NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 117 DAY BAYER
MENSTRUAL DISORDER  

7621272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621272 NON-EXPEDITED Y US-
BAYER-201035507NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 68 DAY BAYER

MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7621400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7621400 EXPEDITED (15-DAY) Y OT GXKR2009DE12799 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRE-ECLAMPSIA LEVONORGESTREL S ORAL 1.5 mg, ONCE/SINGLE  
HELLP SYNDROME  
HYPERTENSION  
Maternal exposure during pregnancy  
NORMAL NEWBORN  
UNINTENDED PREGNANCY  

7639808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7639808 DIRECT OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S 1 NONE  
MATERNAL EXPOSURE DURING PREGNANCY  

7752557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2010 7752557 DIRECT Y LT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS CLIMARA PRO S TRANSDERMAL 1 PATCH CHANGE

EVERY 7 DAYS
TRANSDERMAL

5 MTH

DRUG EFFECT INCREASED  

7241636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7241636 EXPEDITED (15-DAY) Y OT US-
BAYER-201010472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7612049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7612049 EXPEDITED (15-DAY) Y OT US-
WATSON-2010-12891

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS LEVONORGESTREL S ORAL Next Choice taken about

one year ago.  Patient
took both doses,
followed directions

 WATSON

PAIN IN EXTREMITY LORATADINE C ORAL UNK  
MENORRHAGIA  
NAUSEA  
OEDEMA PERIPHERAL  

7623229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623229 NON-EXPEDITED Y US-
BAYER-201035648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

7623230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623230 NON-EXPEDITED N US-
BAYER-201035767NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

7623232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623232 NON-EXPEDITED N US-
BAYER-201035784NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7623233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623233 NON-EXPEDITED N US-
BAYER-201035804NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 53 DAY BAYER

7623234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623234 NON-EXPEDITED N US-
BAYER-201035691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

7623236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623236 NON-EXPEDITED N US-
BAYER-201035686NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
13 DAY BAYER

7623237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623237 NON-EXPEDITED N OT US-
BAYER-201036012NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

7623241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623241 NON-EXPEDITED N US-
BAYER-201035717NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 15 MIN BAYER
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Detailed Report
7623242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623242 NON-EXPEDITED N US-
BAYER-201035665NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS.
MIRENA WAS
EXPELLED AFTER
INITIAL INSERTION

 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS.
MIRENA WAS
EXPELLED AFTER
INITIAL INSERTION

 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7623248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623248 NON-EXPEDITED N US-
BAYER-201035805NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 26 DAY BAYER

7623249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2010 7623249 NON-EXPEDITED Y US-
BAYER-201035721NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7293944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7293944 NON-EXPEDITED N US-
BAYER-201014451NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICITIS MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7542568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7542568 NON-EXPEDITED N OT US-
BAYER-201028453NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
VAGINAL HAEMORRHAGE  

7556300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7556300 NON-EXPEDITED N HO US-
BAYER-201031123NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
37 DAY BAYER

DEVICE DISLOCATION  
PELVIC PAIN  
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Detailed Report
7588757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7588757 EXPEDITED (15-DAY) N LT,OT CA-
BAYER-201033087NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTIVITIES OF DAILY LIVING IMPAIRED MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
3 MTH BAYER

AGITATION  
ANGER  
CRYING  
DEPRESSED MOOD  
FEELING GUILTY  
FORMICATION  
HOMICIDAL IDEATION  
IMPAIRED WORK ABILITY  
SUICIDAL IDEATION  
THINKING ABNORMAL  

7588857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7588857 EXPEDITED (15-DAY) Y DS CA-
BAYER-201033088NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 DAY BAYER

PELVIC PAIN METRONIDAZOLE C  

7621163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7621163 NON-EXPEDITED Y GB-
BAYER-201041636GPV

47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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7624820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624820 NON-EXPEDITED N OT US-
BAYER-201036016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 42 MTH BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

7624844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624844 EXPEDITED (15-DAY) N OT US-
BAYER-201036405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 1 MTH BAYER
EXCESSIVE GRANULATION TISSUE  

7624863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624863 NON-EXPEDITED N US-
BAYER-201015073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7624864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624864 NON-EXPEDITED N US-
BAYER-200943764NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S NOT APPLICABLE-

PARTNER
 BAYER
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Detailed Report
7624865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624865 NON-EXPEDITED N US-
BAYER-200943837NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7624866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624866 NON-EXPEDITED N US-
BAYER-201015813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FRENQUENCY

CONTNUOUS
1 DAY BAYER

7624867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624867 NON-EXPEDITED N US-
BAYER-200943798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7624868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624868 NON-EXPEDITED N US-
BAYER-200943482NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7624869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624869 NON-EXPEDITED N US-
BAYER-201019170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

CROHNS DISEASE MEDICATION
NOS

C UNKNOWN  

CIMZIA C  

7624878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624878 NON-EXPEDITED Y US-
BAYER-201029972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
954 DAY BAYER

7624885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7624885 NON-EXPEDITED N US-
BAYER-201034469NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
152 DAY BAYER

7631554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2010 7631554 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERSONALITY CHANGE MIRENA S  BAYER
IRRITABILITY  
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Detailed Report
7612052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7612052 EXPEDITED (15-DAY) Y US-
WATSON-2010-12897

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER LEVONORGESTREL S ORAL UNK  WATSON
ABDOMINAL PAIN  
BREAST PAIN  
FATIGUE  
NAUSEA  
VOMITING  

7612059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7612059 EXPEDITED (15-DAY) Y US-
WATSON-2010-12911

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT LEVONORGESTREL S ORAL  WATSON

7612064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7612064 EXPEDITED (15-DAY) Y US-
WATSON-2010-12910

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT LEVONORGESTREL S TRANSPLACENTAL  WATSON

7612083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7612083 EXPEDITED (15-DAY) Y US-
WATSON-2010-12979

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT LEVONORGESTREL S TRANSPLACENTAL UNK  WATSON
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Detailed Report
7626092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7626092 NON-EXPEDITED N US-
BAYER-201010060NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7626093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7626093 NON-EXPEDITED Y US-
BAYER-201017443NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
504 DAY BAYER

7626096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7626096 NON-EXPEDITED N US-
BAYER-201016347NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
37 DAY BAYER

7626103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7626103 NON-EXPEDITED N US-
BAYER-201014846NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

7637196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7637196 DIRECT N HO,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S  
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Detailed Report
7643366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2010 7643366 DIRECT N LT,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY MIRENA S FIVE YEAR 6 MTH BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7628812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628812 NON-EXPEDITED N US-
BAYER-200943913NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7628814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628814 NON-EXPEDITED N US-
BAYER-200943824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7628815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628815 NON-EXPEDITED N US-
BAYER-201013145NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
62 DAY BAYER
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Detailed Report
7628816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628816 NON-EXPEDITED N US-
BAYER-200943759NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ALOPECIA PROZAC C Total daily dose: 40 MG  
POLYMENORRHOEA AMBIEN C  
VAGINAL HAEMORRHAGE  

7628817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628817 NON-EXPEDITED N US-
BAYER-200942575NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
HYPOMENORRHOEA  
WEIGHT LOSS DIET  

7628820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628820 NON-EXPEDITED N US-
BAYER-201015807NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 MTH BAYER

7628821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628821 NON-EXPEDITED N US-
BAYER-201028529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7628823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628823 NON-EXPEDITED Y US-
BAYER-201015069NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
28 DAY BAYER

LEXAPRO C  
CRESTOR C  

7628824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2010 7628824 NON-EXPEDITED N US-
BAYER-201015901NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
140 DAY BAYER

PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7612084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2010 7612084 EXPEDITED (15-DAY) N US-
WATSON-2010-12980

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS LEVONORGESTREL S ORAL UNK  WATSON
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Detailed Report
7662101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2010 7662101 EXPEDITED (15-DAY) Y HO 1000016612 23 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis ESCITALOPRAM OXALATE S ORAL 1 DOSAGE FORM (1

DOSAGE FORMS,1 IN
1  D),ORAL

 

CHOLESTASIS LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL 1 DOSAGE FORMS (1
DOSAGE FORMS,1 IN
1 D),ORAL

 

TEA LEAF S ORAL 4 DOSAGE FORM (4
DOSAGE FORMS,1 IN
1 D),ORAL

 

ZOPICLONE (ZOPICLONE) C  

7662365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2010 7662365 EXPEDITED (15-DAY) HO TPH-00293 Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ABSCESS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL 10 YR

METRORRHAGIA ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL 1 DF ORAL 2 MTH

ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL 1 DF ORAL  

7423449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7423449 EXPEDITED (15-DAY) Y HO US-
BAYER-201025077NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA UNKNOWN DRUG C  
ANAEMIA  
DEVICE EXPULSION  
PLACENTA PRAEVIA  
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Detailed Report
7542384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7542384 EXPEDITED (15-DAY) Y DS US-
BAYER-201029942NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 166 DAY BAYER
ANXIETY  
BACK PAIN  
DEPRESSION  
DISABILITY  
DYSMENORRHOEA  
FEELING ABNORMAL  
HEADACHE  
MIGRAINE  
NAUSEA  

7618254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7618254 NON-EXPEDITED Y OT US-
BAYER-201026177NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL THE CONSUMER HAS

NEVER HAD ANY
PROBLEM UNTIL THE
LAST PACK. DOSAGE
0.045 MG/0.015 MG /
DAY

 BAYER

AFFECTIVE DISORDER  
NIGHT SWEATS  
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Detailed Report
7631669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631669 NON-EXPEDITED N US-
BAYER-200943821NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7631671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631671 NON-EXPEDITED N US-
BAYER-200943479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
HEADACHE  
NAUSEA  

7631674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631674 NON-EXPEDITED N US-
BAYER-200943470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MEDICAL DEVICE COMPLICATION  

7631676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631676 NON-EXPEDITED Y US-
BAYER-200943880NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
100 DAY BAYER
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Detailed Report
7631681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631681 NON-EXPEDITED Y US-
BAYER-201015058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7631684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631684 NON-EXPEDITED N US-
BAYER-201036337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7631687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631687 NON-EXPEDITED Y US-
BAYER-201036295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7631688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631688 NON-EXPEDITED N US-
BAYER-201036352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
100 DAY BAYER
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Detailed Report
7631689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631689 NON-EXPEDITED N US-
BAYER-201012755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7631690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631690 NON-EXPEDITED Y US-
BAYER-201014610NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
323 DAY BAYER

7631692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631692 NON-EXPEDITED Y US-
BAYER-201036299NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  

7631693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631693 NON-EXPEDITED N US-
BAYER-201034652NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7631694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631694 NON-EXPEDITED Y US-
BAYER-201016354NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 DAY BAYER

7631695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631695 NON-EXPEDITED N US-
BAYER-201012286NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

7631696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631696 NON-EXPEDITED N US-
BAYER-201036347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 DAY BAYER

PAIN  

7631697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631697 EXPEDITED (15-DAY) Y OT CA-
BAYER-201033026NA

26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
8 DAY BAYER

SUPPRESSED LACTATION  
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Detailed Report
7631699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7631699 NON-EXPEDITED N US-
BAYER-201036301NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 DAY BAYER

7632259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632259 NON-EXPEDITED N US-
BAYER-201013172NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

28 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7632260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632260 NON-EXPEDITED N US-
BAYER-201014225NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632261 NON-EXPEDITED Y US-
BAYER-201014779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
71 DAY BAYER

BACK PAIN  
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Detailed Report
7632263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632263 NON-EXPEDITED Y US-
BAYER-201013107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632376 NON-EXPEDITED N US-
BAYER-201011674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
14 DAY BAYER

7632377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632377 NON-EXPEDITED N US-
BAYER-201014854NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632382 NON-EXPEDITED N US-
BAYER-200943761NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE ZOVIRAX C TOPICAL  
BACK PAIN  
HERPES VIRUS INFECTION  
MUSCLE SPASMS  
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Detailed Report
7632387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632387 NON-EXPEDITED N US-
BAYER-201010058NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632388 NON-EXPEDITED Y US-
BAYER-201015619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

LIBIDO DECREASED  

7632391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632391 NON-EXPEDITED Y US-
BAYER-201036370NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
21 DAY BAYER

7632393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632393 NON-EXPEDITED Y US-
BAYER-201036364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
31 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7632397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632397 NON-EXPEDITED N US-
BAYER-201036366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7632399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632399 NON-EXPEDITED N US-
BAYER-201036386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2 HR BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7632401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632401 NON-EXPEDITED N US-
BAYER-201036394NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
227 DAY BAYER

7632403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632403 NON-EXPEDITED N US-
BAYER-201036107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 42 DAY BAYER
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Detailed Report
7632414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632414 NON-EXPEDITED N US-
BAYER-201036445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7632426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632426 NON-EXPEDITED Y OT US-
BAYER-201036595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

UTERINE PAIN  

7632427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632427 NON-EXPEDITED N US-
BAYER-201036400NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7632463 NON-EXPEDITED Y OT US-
BAYER-201036860NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
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Detailed Report
7655087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7655087 DIRECT N DS,OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
ANXIETY  
CYSTITIS  
DEPRESSION  
DEVICE DISLOCATION  
FEAR  
HAEMORRHAGE  
POOR QUALITY SLEEP  
SUICIDAL IDEATION  
UTERINE PERFORATION  
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Detailed Report
7655336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7655336 DIRECT Y HO,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ARTHRALGIA  
BACK PAIN  
CERVIX OEDEMA  
HAEMORRHAGE  
HEADACHE  
JOINT SWELLING  
MALAISE  
MYALGIA  
NECK PAIN  
NEUTROPHIL COUNT INCREASED  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
VULVOVAGINAL SWELLING  
WEIGHT INCREASED  
WHITE BLOOD CELL COUNT INCREASED  

7655830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2010 7655830 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT SEASONIQUE S ORAL QD PO  
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Detailed Report
6964584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 6964584 EXPEDITED (15-DAY) N OT US-
BAYER-200917116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ECTOPIC PREGNANCY  
INTRA-ABDOMINAL HAEMORRHAGE  
OVARIAN MASS  
PELVIC PAIN  
UTERINE MASS  
VAGINAL HAEMORRHAGE  

7328320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7328320 EXPEDITED (15-DAY) Y OT US-
BAYER-201016883NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGEAL OEDEMA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

URTICARIA ASCORBIC ACID
\CYANOCOBALAMIN\FERROUS
FUMARATE

C ORAL  

GINGIVAL SWELLING  
HYPERSENSITIVITY  

7518987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7518987 EXPEDITED (15-DAY) N HO US-
BAYER-201028926NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIVERTICULITIS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
6 DAY BAYER

ABDOMINAL PAIN  
PYREXIA  
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Detailed Report
7529540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7529540 NON-EXPEDITED Y HO US-
BAYER-201029501NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

7539446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7539446 NON-EXPEDITED N OT US-
BAYER-201029758NA

2 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

THYROID PRENATALS C UNKNOWN  

7542046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7542046 NON-EXPEDITED Y OT US-
BAYER-201029661NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1606 DAY BAYER

ABORTION SPONTANEOUS  
VAGINAL HAEMORRHAGE  

7556286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7556286 NON-EXPEDITED Y OT US-
BAYER-201031118NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
70 DAY BAYER

DEVICE DISLOCATION  
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Detailed Report
7632405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632405 NON-EXPEDITED Y OT US-
BAYER-201036596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DEPRESSION  
FATIGUE  
INFECTION  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
MUSCLE SPASMS  
OVARIAN CYST  
PELVIC INFLAMMATORY DISEASE  
WEIGHT INCREASED  

7632406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632406 NON-EXPEDITED N OT US-
BAYER-201036697NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7632408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632408 EXPEDITED (15-DAY) Y HO US-
BAYER-201036600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7632410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632410 EXPEDITED (15-DAY) N OT US-
BAYER-201036615NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 2 YR BAYER

7632420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632420 NON-EXPEDITED N OT US-
BAYER-201036599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE 5 YR BAYER
ASTHENIA  
CYST  
DIZZINESS  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  

7632453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7632453 EXPEDITED (15-DAY) N HO,OT GB-
BAYER-201041996GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 12 MTH BAYER
DEPRESSED MOOD  
HORMONE LEVEL ABNORMAL  
MENOMETRORRHAGIA  
MOOD SWINGS  
PAIN  
PNEUMONIA  
PULMONARY THROMBOSIS  
VAGINAL DISCHARGE  
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Detailed Report
7633368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633368 NON-EXPEDITED Y US-
BAYER-201012686NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 21 DAY BAYER

7633369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633369 NON-EXPEDITED N US-
BAYER-201012311NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
109 DAY BAYER

ZYRTEC C  

7633370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633370 NON-EXPEDITED Y US-
BAYER-201012377NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
145 DAY BAYER

7633372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633372 NON-EXPEDITED Y US-
BAYER-201012438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER
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Detailed Report
7633374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633374 NON-EXPEDITED N US-
BAYER-201012404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7633375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633375 NON-EXPEDITED N US-
BAYER-201012337NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
93 DAY BAYER

7633381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633381 NON-EXPEDITED Y US-
BAYER-201012801NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
66 DAY BAYER

7633382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633382 NON-EXPEDITED N US-
BAYER-201012737NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
15 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

3 DAY BAYER
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Detailed Report
7633383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633383 NON-EXPEDITED N US-
BAYER-201012758NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
38 DAY BAYER

7633385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633385 NON-EXPEDITED N US-
BAYER-201012736NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
460 DAY BAYER

7633389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633389 NON-EXPEDITED N US-
BAYER-201015556NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 DAY BAYER

7633390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2010 7633390 NON-EXPEDITED N US-
BAYER-201012760NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7399869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7399869 NON-EXPEDITED Y OT US-
BAYER-201022735NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7586702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7586702 NON-EXPEDITED Y US-
BAYER-201032579NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7612065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7612065 EXPEDITED (15-DAY) N US-
WATSON-2010-12908

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE LEVONORGESTREL S ORAL  WATSON
DIZZINESS  
HEADACHE  
MENSTRUAL DISORDER  
VOMITING  
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Detailed Report
7613923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7613923 NON-EXPEDITED N US-
BAYER-201035056NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
10 DAY BAYER

PAIN  
VAGINAL HAEMORRHAGE  

7634562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634562 NON-EXPEDITED Y US-
BAYER-201015019NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
387 DAY BAYER

7634563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634563 NON-EXPEDITED N US-
BAYER-201010145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7634564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634564 NON-EXPEDITED N US-
BAYER-201010049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7634565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634565 NON-EXPEDITED N US-
BAYER-201010043NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7634566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634566 NON-EXPEDITED N US-
BAYER-200943991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN IRRITATION MIRENA S INTRAUTERINE  BAYER

7634567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634567 NON-EXPEDITED N US-
BAYER-201010041NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 22 MTH BAYER
ABDOMINAL PAIN  

7634568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634568 NON-EXPEDITED N US-
BAYER-200943917NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE 54 MTH BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Freedom of Information Act (FOIA) 

Detailed Report
7634573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634573 NON-EXPEDITED N US-
BAYER-201015846NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
187 DAY BAYER

7634575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634575 NON-EXPEDITED N US-
BAYER-201036704NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
755 DAY BAYER

7634577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634577 NON-EXPEDITED N US-
BAYER-201015057NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
30 DAY BAYER

7634578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634578 NON-EXPEDITED N US-
BAYER-201015844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

7634579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7634579 NON-EXPEDITED N US-
BAYER-201035086NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7635247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2010 7635247 EXPEDITED (15-DAY) N OT US-TEVA-251199USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS SEASONIQUE S ORAL  DURAMED
DRUG INEFFECTIVE  
MIGRAINE  
PREGNANCY ON CONTRACEPTIVE  

7635853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635853 NON-EXPEDITED Y US-
BAYER-201018249NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 14 DAY BAYER

7635855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635855 NON-EXPEDITED N US-
BAYER-201026460NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 MTH BAYER

7635858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635858 NON-EXPEDITED N US-
BAYER-200943833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION ANTIBIOTIC C 10 DAY
FATIGUE  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7635863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635863 NON-EXPEDITED N US-
BAYER-201035707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIDRADENITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7635865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635865 NON-EXPEDITED N US-
BAYER-200943876NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7635867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635867 NON-EXPEDITED N US-
BAYER-200943823NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7635868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635868 NON-EXPEDITED N US-
BAYER-201018307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

7635873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635873 NON-EXPEDITED N US-
BAYER-200944031NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 39 MTH BAYER
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Detailed Report
7635875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635875 NON-EXPEDITED N US-
BAYER-201018041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
440 DAY BAYER

7635876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7635876 NON-EXPEDITED N US-
BAYER-200943422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7660339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2010 7660339 DIRECT Y 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE SEASONALE S ORAL 0.15

LEVONORGESTREL/
30MCG Q DAILY PO

 

MATERNAL EXPOSURE DURING PREGNANCY  

7176326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7176326 NON-EXPEDITED N OT US-
BAYER-200938289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE As used: 20 µG 1106 DAY BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7259263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7259263 NON-EXPEDITED Y OT US-
BAYER-201011887NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
24 DAY BAYER

DEVICE DISLOCATION  
PELVIC PAIN  

7386209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7386209 NON-EXPEDITED Y OT US-
BAYER-201021596NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

MAXALT C  
ALLEGRA C  

7542413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7542413 EXPEDITED (15-DAY) N OT AT-
BAYER-201035085GPV

47 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC CANCER MIRENA S INTRAUTERINE  BAYER

7543648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7543648 NON-EXPEDITED N OT US-
BAYER-201030345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
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Detailed Report
7545008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7545008 EXPEDITED (15-DAY) N OT US-
BAYER-201030140NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
13 MTH BAYER

FOETAL HEART RATE ABNORMAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7547108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7547108 NON-EXPEDITED N HO US-
BAYER-201030362NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

572 DAY BAYER

PAIN IBUPROFEN C ORAL 1 DAY

7549435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7549435 NON-EXPEDITED N OT US-
BAYER-201030753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 494 DAY BAYER
VAGINAL HAEMORRHAGE  

7551349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7551349 NON-EXPEDITED N OT US-
BAYER-201030796NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
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Detailed Report
7556910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7556910 NON-EXPEDITED N OT US-
BAYER-201031520NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS,
INSERTION POST
PARTUM

3 YR BAYER

ABORTION INCOMPLETE  
GENITAL HAEMORRHAGE  

7567521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7567521 NON-EXPEDITED Y OT US-
BAYER-201031589NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE BREAKAGE  
DEVICE DISLOCATION  

7572091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7572091 EXPEDITED (15-DAY) N OT CA-
BAYER-201032001NA

47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ALOPECIA SULFASALAZINE C  

7632418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7632418 NON-EXPEDITED Y OT US-
BAYER-201036653NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS 13 MTH BAYER
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Detailed Report
7633296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7633296 NON-EXPEDITED N OT US-
BAYER-201036729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENORRHAGIA  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

7633301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7633301 NON-EXPEDITED N OT US-
BAYER-201036707NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7634536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7634536 NON-EXPEDITED Y OT US-
BAYER-201036813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
75 DAY BAYER

DEVICE DISLOCATION  
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Detailed Report
7637220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637220 EXPEDITED (15-DAY) N OT US-
BAYER-201036781NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 MTH BAYER

TRAMADOL C  
CYMBALTA C  
AMBIEN C  

7637227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637227 EXPEDITED (15-DAY) Y OT US-
BAYER-201036863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE  BAYER

7637233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637233 NON-EXPEDITED Y OT US-
BAYER-201036804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
888 DAY BAYER

DEVICE DISLOCATION  
METRORRHAGIA  
PAIN  

7637258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637258 EXPEDITED (15-DAY) Y HO,OT AT-
BAYER-201042087GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

LEVOTHYROXINE SODIUM C  
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Detailed Report
7637275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637275 NON-EXPEDITED N US-
BAYER-200943918NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE  BAYER
ANXIETY TAMACORT C  
LIBIDO DECREASED TOPROL XL C  
ACNE  
VULVOVAGINAL DRYNESS  

7637276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637276 NON-EXPEDITED N US-
BAYER-200943942NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7637283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637283 NON-EXPEDITED N US-
BAYER-201035255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7637785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637785 EXPEDITED (15-DAY) N HO NO-
BAYER-201042375GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE 16 MTH BAYER
DEVICE EXPULSION  
MENORRHAGIA  

7637793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637793 NON-EXPEDITED Y OT US-
BAYER-201037340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7637801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7637801 NON-EXPEDITED N HO US-
BAYER-201037323NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
799 DAY BAYER

DEVICE EXPULSION  

7660945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7660945 DIRECT N OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
DIARRHOEA  
HAEMORRHAGE  
INFERTILITY FEMALE  
NAUSEA  
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Detailed Report
7660950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7660950 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

7660975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7660975 DIRECT Y HO,DS,LT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT LEVORA S ORAL ONCE DAILY BY

MOUTH
 

CORONARY ARTERY DISEASE IMITREX S ORAL 50 MG, ONCE MAY
REPEAT 2ND DOSE IN
2 HOURS (MAX 4 TABS
DAILY) BY MOUTH
UNKNOWN IF
STARTED AT ALL

 

7660976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7660976 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  

7661968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7661968 DIRECT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  
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Detailed Report
7661984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7661984 DIRECT N OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
DEPRESSION  
SUICIDAL IDEATION  

7662319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7662319 DIRECT Y DE,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.15 / 30 1 DAILY ORAL  

COMPLETED SUICIDE  

7662790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2010 7662790 DIRECT N HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE ONE ONCE INTRA-

UTERINE
4 MTH BAYER

ANXIETY  
CHEST PAIN  
STRESS  
TROPONIN INCREASED  
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Detailed Report
7545000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7545000 NON-EXPEDITED N US-
BAYER-201022744NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST TENDERNESS  
HEADACHE  
MENSTRUATION DELAYED  
NAUSEA  

7619809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7619809 EXPEDITED (15-DAY) N OT BR-
BAYER-201019471LA

39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 YR BAYER

POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

1 YR BAYER

DYSMENORRHOEA  
METRORRHAGIA  
POLYMENORRHOEA  
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Detailed Report
7633302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7633302 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-201019738LA

45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANAPHYLACTIC SHOCK  
APPLICATION SITE PAIN  
BACK PAIN  
DEVICE DISLOCATION  
INJURY ASSOCIATED WITH DEVICE  
MUSCLE SPASMS  
POLLAKIURIA  
PROCEDURAL PAIN  
UTERINE CONTRACTIONS ABNORMAL  
UTERINE DISORDER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7634553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7634553 EXPEDITED (15-DAY) N OT AU-
BAYER-201041746GPV

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE 0 MTH BAYER

7635890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7635890 EXPEDITED (15-DAY) Y OT ES-
BAYER-201042186GPV

Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE  BAYER
ENDOMETRIAL HYPERTROPHY  
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7639355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 7639355 EXPEDITED (15-DAY) Y HO FR-WYE-G06827110 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE IBUPROFEN\PSEUDOEPHEDRINE

HYDROCHLORIDE
S ORAL  WYETH

TRIPHASIL-21 S ORAL  WYETH

7176345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7176345 NON-EXPEDITED N HO,OT US-
BAYER-200938473NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PROCEDURAL PAIN LEXAPRO C ORAL  
INCISION SITE PRURITUS  
RASH  

7545904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7545904 NON-EXPEDITED N OT US-
BAYER-201030574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DISCOMFORT  
Haemorrhage in pregnancy  

7574104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7574104 NON-EXPEDITED N OT US-
BAYER-201032074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION UNKNOWN DRUG C  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

Page: 4,525 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7577343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7577343 NON-EXPEDITED N OT US-
BAYER-201032271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  

7582181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7582181 NON-EXPEDITED N HO US-
BAYER-201032946NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION COPAXONE C  
ABDOMINAL PAIN UPPER ADDERALL XR C  
BODY TEMPERATURE INCREASED ADDERALL C  
MALAISE TOPAMAX C  

EFFEXOR C  
EFFEXOR C  
XANAX C  
RELPAX C  
VITAMINS C  
LOESTRIN 1.5/30 21 DAY C  
MAZIDE WATER PILL C  

7606814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7606814 NON-EXPEDITED Y OT US-
BAYER-201034185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
643 DAY BAYER
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Detailed Report
7637236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7637236 NON-EXPEDITED N OT US-
BAYER-201031159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

7638732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7638732 NON-EXPEDITED N OT US-
BAYER-201036836NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEPRESSION  
DEVICE DISLOCATION  
MUSCULOSKELETAL CHEST PAIN  
WEIGHT INCREASED  

7640230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2010 7640230 NON-EXPEDITED N US-
ABBOTT-10P-163-06771
52-00

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LUPRON DEPOT S  

MIRENA S INTRAUTERINE  
MIRENA S  
ESTROGEN SUPPLEMENT C Daily  
CALCIUM C Daily  
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7347377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7347377 NON-EXPEDITED N OT US-
BAYER-201018378NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

140 DAY BAYER

VAGINAL HAEMORRHAGE  

7364274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7364274 NON-EXPEDITED Y HO,OT US-
BAYER-201019605NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 908 DAY BAYER
GENITAL HAEMORRHAGE  

7465307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7465307 NON-EXPEDITED Y OT US-
BAYER-201027196NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
MUSCLE SPASMS  
UTERINE CERVICAL PAIN  
UTERINE HAEMORRHAGE  
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7601645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7601645 EXPEDITED (15-DAY) N OT DE-
BAYER-201039353GPV

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

7639828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7639828 NON-EXPEDITED N OT US-
BAYER-201037554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7642451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7642451 NON-EXPEDITED Y OT US-
BAYER-201037551NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 724 DAY BAYER

7664229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7664229 DIRECT N DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 MCG DAILY INTRA-

UTERI NE
 BAYER
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Detailed Report
7664484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7664484 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S  
ABDOMINAL DISTENSION  
AMNESIA  
ARTHRALGIA  
BACK PAIN  
CHRONIC SINUSITIS  
DECREASED APPETITE  
DECREASED INTEREST  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DIZZINESS  
EAR INFECTION  
FATIGUE  
INSOMNIA  
IRRITABILITY  
LETHARGY  
MOOD SWINGS  
MOTION SICKNESS  
NASAL CONGESTION  
NASAL DRYNESS  
NECK PAIN  
PAIN  
UNEVALUABLE EVENT  
UPPER RESPIRATORY TRACT INFECTION  
VERTIGO  
WEIGHT INCREASED  
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Detailed Report
7664830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7664830 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 PILL DAILEY  WATSON

ANXIETY  
DIARRHOEA  
DIZZINESS  
LOSS OF LIBIDO  
MIGRAINE  
NAUSEA  
PANIC ATTACK  
VOMITING  

7668149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2010 7668149 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S  
ALOPECIA  
BACK PAIN  
DIZZINESS  
FATIGUE  
IRRITABLE BOWEL SYNDROME  
MENSTRUATION IRREGULAR  
MIGRAINE  

7161668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7161668 NON-EXPEDITED Y OT US-
BAYER-200936902NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 265 DAY BAYER
ABORTION SPONTANEOUS  
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Detailed Report
7355565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7355565 NON-EXPEDITED Y OT US-
BAYER-201019351NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
16 DAY BAYER

DEVICE DISLOCATION CYTOTEC C VAGINAL  
COITAL BLEEDING  
DEVICE EXPULSION  
DYSPAREUNIA  
MUSCLE SPASMS  

7364000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7364000 NON-EXPEDITED N HO US-
BAYER-201019488NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DYSPNOEA  

7511764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7511764 NON-EXPEDITED Y US-
BAYER-201028456NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  
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Detailed Report
7543656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7543656 NON-EXPEDITED N OT US-
BAYER-201030332NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
2977 DAY BAYER

DEVICE BREAKAGE  

7642415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7642415 EXPEDITED (15-DAY) N OT US-TEVA-221787USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
Maternal exposure during pregnancy  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7642482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7642482 EXPEDITED (15-DAY) N OT US-
BAYER-201037545NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ASTHENIA  
CONFUSIONAL STATE  
DEVICE BREAKAGE  
DYSARTHRIA  
HYPOAESTHESIA  
MUSCLE SPASMS  
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Detailed Report
7644349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7644349 NON-EXPEDITED N US-
BAYER-201037802NA

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSOMNIA CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
FEELING ABNORMAL CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY 2 DAY BAYER
BLOOD PRESSURE DECREASED CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
DIZZINESS  

7644412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7644412 NON-EXPEDITED N OT US-
BAYER-201037864NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINOUS
 BAYER

ABDOMINAL PAIN  

7645560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7645560 NON-EXPEDITED N US-WYE-H14165810 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

7645730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7645730 NON-EXPEDITED Y US-WYE-H15070710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
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Detailed Report
7645772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7645772 NON-EXPEDITED Y US-WYE-H15256310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION NORPLANT S SUBCUTANEOUS six capsules 16 YR WYETH
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

7646135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7646135 EXPEDITED (15-DAY) Y OT US-WYE-H17159010 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER NORPLANT S SUBCUTANEOUS 6 capsules  WYETH
INCORRECT DRUG ADMINISTRATION
DURATION

 

7646388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7646388 NON-EXPEDITED Y US-WYE-H18261610 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED NORPLANT S SUBDERMAL unknown  WYETH

7646393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7646393 NON-EXPEDITED N US-WYE-H18251910 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED NORPLANT S SUBDERMAL unknown  WYETH
MENSTRUATION IRREGULAR  

7669985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7669985 DIRECT N HO,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
PAIN  
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Detailed Report
7678124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7678124 EXPEDITED (15-DAY) Y OT THP-00299 Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL  

ANGINA PECTORIS  

7678129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2010 7678129 EXPEDITED (15-DAY) OT TPH-00297 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 8 YR

NAUSEA ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL ORAL  

DRUG DOSE OMISSION  
HEADACHE  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

7136961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7136961 NON-EXPEDITED N US-
BAYER-200934242NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 603 DAY BAYER

7328374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7328374 EXPEDITED (15-DAY) N OT NZ-
BAYER-201018814GPV

40 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 1 DAY BAYER
MUSCLE SPASMS  
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Detailed Report
7391191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7391191 EXPEDITED (15-DAY) Y HO,OT JP-
BAYER-201012178BYL

46 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBELLAR INFARCTION MIRENA S INTRAUTERINE Unit dose: 52 MG 162 DAY BAYER
VULVITIS CEFTERAM PIVOXIL C ORAL Unit dose: 100 MG 2 DAY
MENORRHAGIA  
VAGINAL INFECTION  

7549434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7549434 EXPEDITED (15-DAY) N HO CO-
BAYER-201012876LA

33 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

7646690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7646690 EXPEDITED (15-DAY) N OT FR-
BAYER-201042678GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7670354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7670354 DIRECT N OT,RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE LONG-TERM INTRA-

UTERINE
 BAYER

DEPRESSION  
PANIC ATTACK  
SUICIDAL IDEATION  
WEIGHT DECREASED  

7670866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 7670866 DIRECT Y Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
PRODUCT QUALITY ISSUE  

7650845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2010 7650845 NON-EXPEDITED Y US-WYE-H16735510 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE LYBREL S ORAL 7 DAY WYETH
METRORRHAGIA LYBREL S  WYETH

PROTONIX C  WYETH

7651066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2010 7651066 NON-EXPEDITED N US-WYE-H17969210 32 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S ORAL daily  WYETH

ZYRTEC C  
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Detailed Report
7102142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7102142 NON-EXPEDITED N US-
BAYER-200930420NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  

7181193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7181193 NON-EXPEDITED Y US-
BAYER-200939056NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

ADMINISTRATION
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  

7306556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7306556 NON-EXPEDITED Y HO,OT US-
BAYER-201014967NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7397087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7397087 EXPEDITED (15-DAY) N HO US-
BAYER-201022916NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
872 DAY BAYER

PYREXIA ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  

COSTOVERTEBRAL ANGLE TENDERNESS  
DYSURIA  
FLANK PAIN  
GENITOURINARY CHLAMYDIA INFECTION  
VAGINAL DISCHARGE  

7426009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7426009 NON-EXPEDITED N OT US-
BAYER-201025469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 3 YR BAYER

7542532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7542532 NON-EXPEDITED N US-
BAYER-201026077NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
FATIGUE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
7543643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7543643 EXPEDITED (15-DAY) N OT US-
BAYER-201029949NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE IV MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
686 DAY BAYER

7554300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7554300 EXPEDITED (15-DAY) N OT US-
BAYER-201031320NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 MTH BAYER

SURGERY  

7590404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7590404 NON-EXPEDITED Y OT US-
BAYER-201011904NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS 364 DAY BAYER
PELVIC PAIN KETOROLAC TROMETHAMINE C  
PELVIC DISCOMFORT VIBRAMYCIN C Unit dose: 100 MG  
MENORRHAGIA TORADOL C  
POST PROCEDURAL HAEMORRHAGE DICHLORALPHENAZONE

\ISOMETHEPTENE MUCATE
C  

PROCEDURAL PAIN  
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Detailed Report
7613865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7613865 NON-EXPEDITED N OT US-
BAYER-201034821NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS

ADMINISTRATION
51 DAY BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS
ADMINISTRATION

 BAYER

7633865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7633865 EXPEDITED (15-DAY) Y OT CA-
BAYER-201033029NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S TRANSAMMMARY  BAYER
LACTATION DISORDER  

7637228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7637228 NON-EXPEDITED N US-
BAYER-201036932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7639866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7639866 EXPEDITED (15-DAY) N OT FI-
BAYER-201042585GPV

51 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7651616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651616 NON-EXPEDITED N OT US-
BAYER-201038037NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE  BAYER

TAN C I USED SPRAY TAN
TWICE RIGHT
AROUND THE SAME
TIME THE HIVES
BROKE OUT

 

7651621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651621 EXPEDITED (15-DAY) N OT US-
BAYER-201037865NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE  BAYER
COUGH  
HEADACHE  
HYPERSENSITIVITY  
NASAL CONGESTION  
NECK PAIN  

7651687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651687 NON-EXPEDITED Y US-
BAYER-201035325NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7651689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651689 NON-EXPEDITED N US-
BAYER-201034709NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7651691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651691 NON-EXPEDITED N US-
BAYER-201034249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

7651692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651692 NON-EXPEDITED N US-
BAYER-201010161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7651700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651700 NON-EXPEDITED Y US-
BAYER-201015055NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  
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Detailed Report
7651701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651701 NON-EXPEDITED Y US-
BAYER-201031904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
99 DAY BAYER

VAGINAL HAEMORRHAGE  

7651705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651705 NON-EXPEDITED N US-
BAYER-201019126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7651708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651708 NON-EXPEDITED N US-
BAYER-200944059NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DYSMENORRHOEA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7651710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651710 NON-EXPEDITED N US-
BAYER-201010117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINOUS
 BAYER
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Detailed Report
7651711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651711 NON-EXPEDITED N US-
BAYER-201010063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7651717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7651717 NON-EXPEDITED N US-
BAYER-201037850NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
PELVIC PAIN  
PYREXIA  
UNEVALUABLE EVENT  
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Detailed Report
7673854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7673854 DIRECT N 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S VAGINAL 20 µG DAY VAG 8 MTH BAYER
ABDOMINAL PAIN  
ACNE  
BACK PAIN  
DEPRESSION  
FATIGUE  
HEADACHE  
LOSS OF LIBIDO  
MENORRHAGIA  
MOOD SWINGS  
OEDEMA PERIPHERAL  
PANIC ATTACK  
URTICARIA  
WEIGHT INCREASED  

7677498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2010 7677498 DIRECT N DS,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
ASTHENIA  
BREAST CYST  
DROOLING  
LOSS OF CONSCIOUSNESS  
NAUSEA  
TREMOR  
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Detailed Report
6950978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 6950978 NON-EXPEDITED Y HO US-
BAYER-200915401NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE NDC NUMBER:

50419-421-01
680 DAY BAYER

ABORTION MISSED  

7032045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7032045 NON-EXPEDITED N HO,LT US-
BAYER-200923672NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  

7107389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7107389 NON-EXPEDITED N OT US-
BAYER-200931350NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 1221 DAY BAYER
ABORTION SPONTANEOUS  

7168811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7168811 NON-EXPEDITED N HO US-
BAYER-200937301NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7191016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7191016 NON-EXPEDITED N HO US-
BAYER-200940112NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 45 MTH BAYER

7230626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7230626 NON-EXPEDITED Y US-
BAYER-200942549NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 365 DAY BAYER
DEVICE DISLOCATION  

7411015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7411015 NON-EXPEDITED N OT US-
BAYER-201023909NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 DAY BAYER

ABORTION SPONTANEOUS  

7653076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7653076 NON-EXPEDITED Y US-
BAYER-201038275NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
23 DAY BAYER

Haemorrhage in pregnancy  
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Detailed Report
7653923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7653923 NON-EXPEDITED N US-
BAYER-201010062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7653924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7653924 NON-EXPEDITED N US-
BAYER-201010115NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
18 MTH BAYER

VAGINAL HAEMORRHAGE  

7653925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7653925 NON-EXPEDITED N US-
BAYER-201010119NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7653928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7653928 NON-EXPEDITED Y US-
BAYER-201035261NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ALANINE AMINOTRANSFERASE INCREASED BENAZEPRIL HYDROCHLORIDE C  
HYDROCHLOROTHIAZIDE C  
ALLEGRA C  
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Detailed Report
7678357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2010 7678357 DIRECT OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  

7143485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7143485 NON-EXPEDITED N OT US-
BAYER-200934742NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREMATURE LABOUR  

7651619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7651619 NON-EXPEDITED Y OT US-
BAYER-201038676NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMALL FOR DATES BABY MIRENA S TRANSPLACENTAL FREQUENCY:

CONTINUOUS
210 DAY BAYER

7654469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7654469 NON-EXPEDITED N US-
BAYER-201031173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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Detailed Report
7654985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7654985 EXPEDITED (15-DAY) Y OT US-
BAYER-201038861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRIGEMINAL NEURALGIA MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7654991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7654991 NON-EXPEDITED Y HO US-
BAYER-201038764NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

PRURITUS  
URTICARIA  

7679608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7679608 DIRECT Y DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC DISORDER LESSINA S  BARR
ANXIETY  
DEPRESSION  

7679643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 7679643 DIRECT N HO,DS,LT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 1 INTRA-UTERINE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7209929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7209929 NON-EXPEDITED N US-
BAYER-200939119NA

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S 0.045/0.015MG/DAY  BAYER
SKIN DISCOLOURATION  

7252451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7252451 NON-EXPEDITED Y OT US-
BAYER-201011085NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 431 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
MENOMETRORRHAGIA  

7406647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7406647 NON-EXPEDITED N OT US-
BAYER-201019929NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  

7423443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7423443 NON-EXPEDITED Y OT US-
BAYER-201021814NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1357 DAY BAYER

ABORTION SPONTANEOUS METHOTREXATE C  
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Detailed Report
7468968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7468968 NON-EXPEDITED N OT US-
BAYER-201026972NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

ABDOMINAL PAIN  

7511756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7511756 EXPEDITED (15-DAY) Y HO,LT,OT GB-
BAYER-201033701GPV

28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC SHOCK MIRENA S INTRAUTERINE 2 DAY BAYER
RASH ERYTHEMATOUS INSTILLAGEL S VAGINAL  
LIP SWELLING  
RASH PRURITIC  
SWELLING FACE  
VULVOVAGINAL BURNING SENSATION  

7556311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7556311 EXPEDITED (15-DAY) Y HO,LT US-
BAYER-201031585NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGITIS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
8 DAY BAYER

NAUSEA ZYRTEC C  
ABDOMINAL TENDERNESS ZYBAN C  
MALAISE ZEGRID C  
HYPOVOLAEMIC SHOCK  
SEPTIC SHOCK  
TUBO-OVARIAN ABSCESS  
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Detailed Report
7580004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7580004 EXPEDITED (15-DAY) N OT US-
BAYER-201032842NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
447 DAY BAYER

ALOPECIA  
BALANCE DISORDER  
DIZZINESS  
HEADACHE  
MOOD SWINGS  
NAUSEA  
PALPITATIONS  
PELVIC INFLAMMATORY DISEASE  
VOMITING  
VULVOVAGINITIS TRICHOMONAL  
WEIGHT INCREASED  
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Detailed Report
7609745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7609745 NON-EXPEDITED N OT US-
BAYER-201034372NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 30 MIN BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
BLADDER DYSFUNCTION  
BURNING SENSATION  
DIZZINESS  
Functional gastrointestinal disorder  
HEART RATE DECREASED  
HYPERHIDROSIS  
PAIN  
PROCEDURAL PAIN  

7652956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7652956 NON-EXPEDITED N OT US-
BAYER-201038655NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 62 DAY BAYER

7652961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7652961 NON-EXPEDITED Y HO US-
BAYER-201038640NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 36 DAY BAYER
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Detailed Report
7652964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7652964 NON-EXPEDITED N OT US-
BAYER-201038660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

7653059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7653059 NON-EXPEDITED N HO US-
BAYER-201038330NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1 MTH BAYER
ABDOMINAL PAIN UPPER  

7654444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7654444 NON-EXPEDITED N OT US-
BAYER-201022038NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS

ADMINISTRATION
5 MTH BAYER

ABDOMINAL PAIN  
CHILLS  
HAEMOGLOBIN DECREASED  
MEDICAL DEVICE COMPLICATION  
MIGRAINE  
NIGHT SWEATS  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7654454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7654454 EXPEDITED (15-DAY) N OT US-
BAYER-201038645NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ARTHRALGIA  
DIZZINESS  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
SYNCOPE  
VISUAL IMPAIRMENT  

7654455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7654455 EXPEDITED (15-DAY) N OT US-
BAYER-201038643NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7656143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656143 NON-EXPEDITED N US-
BAYER-201015018NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 41 DAY BAYER

7656144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656144 NON-EXPEDITED N US-
BAYER-201015944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7656145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656145 NON-EXPEDITED N US-
BAYER-201015020NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
38 DAY BAYER

DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN
UOUS

 BAYER

7656146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656146 NON-EXPEDITED Y US-
BAYER-201015231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7656148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656148 NON-EXPEDITED N US-
BAYER-201015013NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 DAY BAYER

7656149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656149 NON-EXPEDITED N US-
BAYER-201014858NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
3 MTH BAYER
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Detailed Report
7656152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656152 NON-EXPEDITED Y US-
BAYER-201014844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7656157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656157 NON-EXPEDITED Y US-
BAYER-201036597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ACNE  
DEPRESSION  
DYSPAREUNIA  
VAGINITIS BACTERIAL  

7656158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656158 NON-EXPEDITED N US-
BAYER-201036138NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

BREAST PAIN  
BREAST SWELLING  
BREAST TENDERNESS  
FATIGUE  
PREGNANCY  
SOMNOLENCE  
WEIGHT INCREASED  
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Detailed Report
7656161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656161 NON-EXPEDITED N US-
BAYER-201036447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVE COMPRESSION MIRENA S INTRAUTERINE  BAYER

7656162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656162 NON-EXPEDITED Y US-
BAYER-201036469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 210 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

7656168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656168 NON-EXPEDITED N OT US-
BAYER-201038725NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  

7656278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656278 NON-EXPEDITED N OT US-
BAYER-201038876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

Page: 4,561 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7656296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656296 NON-EXPEDITED N HO US-
BAYER-201038866NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ARTHRALGIA  
PAIN IN EXTREMITY  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
POST PROCEDURAL DISCHARGE  

7656303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2010 7656303 NON-EXPEDITED N OT CA-
BAYER-201038703NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7245766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7245766 NON-EXPEDITED N US-
BAYER-200942538NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS 44 DAY BAYER

7405133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7405133 NON-EXPEDITED N US-
BAYER-201023279NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MEDICAL DEVICE COMPLICATION  
POSTPARTUM HAEMORRHAGE  
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Detailed Report
7426042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7426042 NON-EXPEDITED Y US-
BAYER-201021772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

PARAGARD T380A C  

7455506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7455506 NON-EXPEDITED N US-
BAYER-201026679NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 209 DAY BAYER
DEVICE EXPULSION  
NAUSEA  
VOMITING  

7461329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7461329 NON-EXPEDITED N US-
BAYER-201027228NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7511767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7511767 NON-EXPEDITED N US-
BAYER-201028776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7632448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7632448 EXPEDITED (15-DAY) Y HO NO-
BAYER-201041643GPV

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE 4 DAY BAYER
ABDOMINAL TENDERNESS  
GENITAL HAEMORRHAGE  
MALAISE  
PURULENT DISCHARGE  
PYREXIA  

7657468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657468 NON-EXPEDITED N US-
BAYER-201016644NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
355 DAY BAYER

7657470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657470 NON-EXPEDITED N US-
BAYER-201036732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7657472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657472 NON-EXPEDITED N US-
BAYER-201036679NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7657486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657486 NON-EXPEDITED Y US-
BAYER-201034656NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7657492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657492 NON-EXPEDITED Y US-
BAYER-201038666NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7657888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7657888 EXPEDITED (15-DAY) Y CA,OT FR-
ABBOTT-10P-056-06821
53-00

Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL INTESTINAL MALFORMATION DEPAKENE S TRANSPLACENTAL  
Maternal exposure during pregnancy LEVONORGESTREL S TRANSPLACENTAL  
PREMATURE BABY FOLIC ACID S TRANSPLACENTAL  
FOETAL HEART RATE ABNORMAL  

7686588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 7686588 DIRECT N HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S ONCE EVERY 5 YEARS  
NAUSEA  
PELVIC INFLAMMATORY DISEASE  
SWELLING  
WEIGHT INCREASED  
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Detailed Report
7071613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7071613 NON-EXPEDITED N US-
BAYER-200925550NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MENSTRUATION DELAYED TOPROL XL C 25 MG  
DEVICE DISLOCATION  
GESTATIONAL HYPERTENSION  
VAGINAL HAEMORRHAGE  

7259298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7259298 NON-EXPEDITED N US-
BAYER-201011899NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1573 DAY BAYER

7309028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7309028 NON-EXPEDITED N OT US-
BAYER-201014999NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
PREMATURE LABOUR  

7490101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7490101 NON-EXPEDITED Y US-
BAYER-201025875NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER
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Detailed Report
7542569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7542569 NON-EXPEDITED N US-
BAYER-201030012NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PREGNANCY  

7549438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7549438 NON-EXPEDITED N US-
BAYER-201018827NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE FREQUECY

CONTINUOUS
 BAYER

BREAST ENLARGEMENT  
MENSTRUATION DELAYED  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7609982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7609982 EXPEDITED (15-DAY) Y HO,LT FR-GENZYME-
THYR-1000362

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT THYROGEN S INTRAMUSCULAR 1 vial 1 DAY GENZYME

NORDETTE S ORAL UNK UNK, UNK  
LEVOTHYROXINE SODIUM C ORAL UNK UNK, UNK  

Page: 4,567 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7632467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7632467 EXPEDITED (15-DAY) Y OT FR-
BAYER-201041723GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
GESTATIONAL TROPHOBLASTIC DETACHMENT  
Haemorrhage in pregnancy  
HYPOMENORRHOEA  
METRORRHAGIA  
PELVIC PAIN  

7653064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7653064 EXPEDITED (15-DAY) Y OT SE-
BAYER-201043278GPV

34 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER
ANXIETY  
UTERINE SPASM  

7654451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7654451 EXPEDITED (15-DAY) N OT US-
BAYER-201038334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMBOLIC STROKE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7654457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7654457 EXPEDITED (15-DAY) Y LT,OT FR-
BAYER-201043237GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7657386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7657386 EXPEDITED (15-DAY) Y OT US-
BAYER-201038783NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
APGAR SCORE LOW  
CAESAREAN SECTION  
MATERNAL DRUGS AFFECTING FOETUS  

7657387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7657387 EXPEDITED (15-DAY) Y OT US-
BAYER-201038787NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
APGAR SCORE LOW  

7659803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659803 EXPEDITED (15-DAY) N OT FR-
BAYER-201044050GPV

48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER

7659816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659816 EXPEDITED (15-DAY) Y OT NL-
BAYER-201043674GPV

43 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
SHOCK  
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Detailed Report
7659975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659975 NON-EXPEDITED Y US-
BAYER-201015772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
62 DAY BAYER

7659976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659976 NON-EXPEDITED N US-
BAYER-201010172NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

ACNE  

7659977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659977 NON-EXPEDITED N US-
BAYER-201014789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
10 DAY BAYER

7659978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659978 NON-EXPEDITED N US-
BAYER-201010076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7659979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659979 NON-EXPEDITED N US-
BAYER-201010171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7659984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659984 NON-EXPEDITED Y US-
BAYER-201015773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
348 DAY BAYER

7659985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659985 NON-EXPEDITED N US-
BAYER-201014665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
402 DAY BAYER

7659990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659990 NON-EXPEDITED Y US-
BAYER-201014791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7659992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659992 NON-EXPEDITED Y US-
BAYER-201014771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE  BAYER

7659993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659993 NON-EXPEDITED Y US-
BAYER-201015059NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
50 DAY BAYER

7659994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659994 NON-EXPEDITED N US-
BAYER-201014873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 223 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7659995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659995 NON-EXPEDITED N US-
BAYER-201015778NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
174 DAY BAYER
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Detailed Report
7659996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659996 NON-EXPEDITED Y US-
BAYER-201015226NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
27 DAY BAYER

7659997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659997 NON-EXPEDITED N US-
BAYER-201014760NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7659998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7659998 NON-EXPEDITED Y US-
BAYER-201014851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
77 DAY BAYER

7660001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660001 NON-EXPEDITED Y US-
BAYER-201015280NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
72 DAY BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
7660002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660002 NON-EXPEDITED Y US-
BAYER-201014796NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
5 DAY BAYER

7660003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660003 NON-EXPEDITED N US-
BAYER-201015015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7660009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660009 NON-EXPEDITED N US-
BAYER-201036655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ANTIBIOTICS C  

7660011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660011 NON-EXPEDITED N US-
BAYER-201036718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
FEELING ABNORMAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7660013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660013 NON-EXPEDITED N US-
BAYER-201037436NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
BREAST TENDERNESS  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7660018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660018 NON-EXPEDITED N US-
BAYER-201034084NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
88 DAY BAYER

7660030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660030 NON-EXPEDITED N US-
BAYER-201037860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7660037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660037 NON-EXPEDITED N US-
BAYER-201036763NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S INTRAUTERINE  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7660042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2010 7660042 NON-EXPEDITED Y US-
BAYER-201035741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
209 DAY BAYER

7059475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7059475 EXPEDITED (15-DAY) N OT US-
BAYER-200926918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
UTERINE DILATION AND CURETTAGE  

7059478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7059478 NON-EXPEDITED N OT US-
BAYER-200926702NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 484 DAY BAYER
BREAST TENDERNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABORTION SPONTANEOUS  
NAUSEA  
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Detailed Report
7084253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7084253 NON-EXPEDITED N OT US-
BAYER-200927104NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
OLIGOMENORRHOEA  

7170396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7170396 NON-EXPEDITED N OT US-
BAYER-200937697NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 MTH BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7306527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7306527 EXPEDITED (15-DAY) N OT US-
BAYER-201014713NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL FRACTURE MIRENA S INTRAUTERINE MIRENA INSERTED AT

TIME OF D+C FOR
HEAVY BLEEDING

 BAYER

TRAUMATIC FRACTURE DEPO-PROVERA C INTRAMUSCULAR  
DEVICE DISLOCATION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7395323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7395323 EXPEDITED (15-DAY) N HO,OT DE-
BAYER-201024972GPV

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBCLAVIAN VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
DYSPNOEA  
OEDEMA PERIPHERAL  

7423442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7423442 NON-EXPEDITED N US-
BAYER-201021812NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
715 DAY BAYER

7519296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7519296 NON-EXPEDITED Y US-
BAYER-201029177NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  

7527965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7527965 NON-EXPEDITED N OT US-
BAYER-201029351NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
796 DAY BAYER

ABORTION SPONTANEOUS  
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Detailed Report
7542546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7542546 NON-EXPEDITED N US-
BAYER-201026967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN UPPER  
BACK PAIN  
DEVICE EXPULSION  
FATIGUE  
MENSTRUATION DELAYED  
NAUSEA  
PALPITATIONS  
POLLAKIURIA  
SKIN DEPIGMENTATION  

7632413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7632413 NON-EXPEDITED N OT US-
BAYER-201036452NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7653599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7653599 EXPEDITED (15-DAY) N HO FR-
BAYER-201040857GPV

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE  BAYER

ABDOMINAL PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC FLUID COLLECTION  
SHOCK HAEMORRHAGIC  
UTERINE MASS  
VAGINAL HAEMORRHAGE  

7657374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7657374 EXPEDITED (15-DAY) Y HO,OT NL-
BAYER-201015982GPV

46 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER
HEPATIC FUNCTION ABNORMAL  
MATERNAL EXPOSURE DURING PREGNANCY  
PRE-ECLAMPSIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PREMATURE LABOUR  
RENAL IMPAIRMENT  

7657381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7657381 NON-EXPEDITED Y OT US-
BAYER-201038781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 3 DAY BAYER
PROCEDURAL PAIN  
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Detailed Report
7657430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7657430 EXPEDITED (15-DAY) Y HO,OT NL-
BAYER-201044134GPV

< 1 DAY Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S OTHER 20 MCG VIA MOTHER  BAYER
DEVELOPMENTAL DELAY  

7661200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7661200 NON-EXPEDITED N OT US-
BAYER-201039469NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE CONTINUOUS 163 DAY BAYER
DEVICE EXPULSION  

7661204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7661204 NON-EXPEDITED N OT US-
BAYER-201039506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  

7661241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7661241 NON-EXPEDITED N OT US-
BAYER-201039652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7661419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7661419 NON-EXPEDITED N US-
BAYER-201027909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7686744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7686744 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  

7688724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7688724 DIRECT Y DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

7688747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 7688747 DIRECT N HO,DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S  

7133808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7133808 NON-EXPEDITED N US-
BAYER-200933707NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7133813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7133813 NON-EXPEDITED N US-
BAYER-200933705NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION NUVARING C  

7570821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7570821 NON-EXPEDITED Y OT US-
BAYER-201031852NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
34 DAY BAYER

7635899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7635899 EXPEDITED (15-DAY) N HO,OT NL-
BAYER-201042148GPV

43 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 19 MTH BAYER
SUICIDE ATTEMPT ANTIDEPRESSANT (NOS) C INCREASING THE

DOSE
 

PANIC REACTION ANTI PSYCHOTIC MEDICATIONS C  
AFFECT LABILITY  
ALOPECIA  
ANXIETY  
BREAST CYST  
DECREASED APPETITE  
DEPRESSED MOOD  
HYPERHIDROSIS  
LIBIDO DECREASED  
NERVOUSNESS  
WEIGHT DECREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7653587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7653587 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-201043334GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE  BAYER
THROMBOCYTOPENIA  
THROMBOTIC MICROANGIOPATHY  

7657427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7657427 NON-EXPEDITED Y OT US-
BAYER-201039482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7657428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7657428 EXPEDITED (15-DAY) N OT FR-
BAYER-201043699GPV

44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE  BAYER
APHASIA  
MOTOR DYSFUNCTION  

7661213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7661213 EXPEDITED (15-DAY) N OT US-
BAYER-201039463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7662375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7662375 NON-EXPEDITED N HO US-
BAYER-201039733NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
7 MTH BAYER

UTERINE PERFORATION  

7662397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7662397 EXPEDITED (15-DAY) Y OT US-
BAYER-201039757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS MIRENA S INTRAUTERINE  BAYER

7662419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7662419 EXPEDITED (15-DAY) Y OT CH-
BAYER-201043989GPV

41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 52 DAY BAYER
ANXIETY  
FEAR  
NERVOUSNESS  
PALPITATIONS  
VAGINAL HAEMORRHAGE  

7662451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7662451 NON-EXPEDITED N US-
BAYER-201036927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  
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Detailed Report
7663131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7663131 EXPEDITED (15-DAY) N OT US-
BAYER-201039826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7663133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7663133 NON-EXPEDITED N OT US-
BAYER-201039831NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
BACK PAIN  
PELVIC PAIN  

7685228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2010 7685228 EXPEDITED (15-DAY) Y OT TPH-00299 Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF ORAL  

ANGINA PECTORIS  

7035518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7035518 NON-EXPEDITED US-
BAYER-200922134NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS 249 DAY BAYER
DEVICE DISLOCATION IBUPROFEN C  
COMPLICATION OF DEVICE REMOVAL PRENATABS FA C  
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Detailed Report
7104087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7104087 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200931368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE As used: 20 µG  BAYER
DEVICE EXPULSION  

7518971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7518971 NON-EXPEDITED N OT US-
BAYER-201028788NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PROCEDURAL PAIN  

7543653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7543653 EXPEDITED (15-DAY) N OT CA-
BAYER-201029963NA

44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST PAIN  

7568479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7568479 NON-EXPEDITED N HO US-
BAYER-201031780NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
229 DAY BAYER

ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7568482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7568482 NON-EXPEDITED N HO US-
BAYER-201031763NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

19 MTH BAYER

7570108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7570108 NON-EXPEDITED N OT US-
BAYER-201031885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

7570826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7570826 NON-EXPEDITED N OT US-
BAYER-201031768NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
NAUSEA MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
OVARIAN CYST  

7580003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7580003 NON-EXPEDITED N HO US-
BAYER-201032741NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN LOWER  
INTRA-ABDOMINAL HAEMORRHAGE  
PELVIC PAIN  
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Detailed Report
7589140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7589140 NON-EXPEDITED N HO US-
BAYER-201033526NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7613855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7613855 NON-EXPEDITED N OT US-
BAYER-201032435NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

GENITAL HAEMORRHAGE VALTREX C ORAL  
DYSPNOEA PROZAC C ORAL  
ABDOMINAL PAIN WELLBUTRIN C ORAL  
ANAEMIA  
DYSURIA  
HEADACHE  
WEIGHT DECREASED  

7628789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7628789 NON-EXPEDITED Y OT US-
BAYER-201036646NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7651623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7651623 EXPEDITED (15-DAY) N DE SE-
BAYER-201042594GPV

44 YR Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABORTION SPONTANEOUS INCOMPLETE  
MATERNAL EXPOSURE DURING PREGNANCY  

7653591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7653591 EXPEDITED (15-DAY) N OT FR-
BAYER-201043326GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER DISORDER MIRENA S INTRAUTERINE  BAYER

7663996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7663996 NON-EXPEDITED N OT US-
BAYER-201040176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  

7664004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664004 NON-EXPEDITED N OT US-
BAYER-201040410NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7664035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664035 NON-EXPEDITED N US-
BAYER-201038786NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
5 YR BAYER

DYSPEPSIA MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

ABDOMINAL PAIN  
NAUSEA  
PREGNANCY  

7664042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664042 NON-EXPEDITED N US-
BAYER-201038737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7664043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664043 NON-EXPEDITED N US-
BAYER-201010228NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD DISORDER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HAEMOGLOBIN URINE PRESENT  
MEAN CELL HAEMOGLOBIN INCREASED  
PROTEIN URINE PRESENT  
URINARY CASTS PRESENT  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7664251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664251 EXPEDITED (15-DAY) N OT US-
BAYER-201039850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7664705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7664705 NON-EXPEDITED Y US-
BAYER-201037712NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7691134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2010 7691134 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  BAYER
ENDOMETRIOSIS  
HYSTERECTOMY  

6777998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 6777998 NON-EXPEDITED N US-
BAYER-200832180NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
 BAYER
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Detailed Report
6991094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 6991094 NON-EXPEDITED N US-
BAYER-200919920NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

ZITHROMAX C  

7129042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7129042 NON-EXPEDITED Y US-
BAYER-200931037NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG  BAYER
NAUSEA  
PAROSMIA  

7171733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7171733 NON-EXPEDITED N US-
BAYER-200933049NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7218209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7218209 NON-EXPEDITED N US-
BAYER-200941430NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
BREAST TENDERNESS  
DEVICE EXPULSION  
FATIGUE  
MENSTRUATION DELAYED  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7398250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7398250 NON-EXPEDITED Y OT US-
BAYER-201022328NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

UTERINE SPASM  
VAGINAL HAEMORRHAGE  

7415242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7415242 NON-EXPEDITED N OT US-
BAYER-201023474NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7452740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7452740 NON-EXPEDITED N US-
BAYER-201026010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
5 DAY BAYER

URTICARIA  

7511762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7511762 NON-EXPEDITED N US-
BAYER-201028759NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION PROCARDIA C UNKNOWN  

Page: 4,594 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7523155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7523155 NON-EXPEDITED N US-
BAYER-201028056NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7531388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7531388 NON-EXPEDITED N US-
BAYER-201027704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  

7542372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542372 EXPEDITED (15-DAY) N OT CA-
BAYER-201030284NA

46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

FATIGUE  
HEADACHE  
NAUSEA  

7542390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542390 EXPEDITED (15-DAY) Y OT AT-
BAYER-201031636GPV

38 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMATOSIS MIRENA S INTRAUTERINE 577 DAY BAYER
DESMOID TUMOUR  
OEDEMA PERIPHERAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7542530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542530 NON-EXPEDITED N US-
BAYER-201025014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
BREAST PAIN  
BREAST TENDERNESS  
DEPRESSED MOOD  
NAUSEA  
VOMITING  

7542536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542536 NON-EXPEDITED N US-
BAYER-201027411NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  
MALAISE  
MENSTRUATION DELAYED  

7542545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542545 NON-EXPEDITED N US-
BAYER-201025883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
7542548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7542548 NON-EXPEDITED N US-
BAYER-201027557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DEVICE EXPULSION  
FEELING ABNORMAL  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7547924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7547924 EXPEDITED (15-DAY) N DS CA-
BAYER-201030622NA

45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BACK PAIN VENLAFAXINE C ORAL 75MG AND 37.5MG AT
THE SAME TIME
1DOSE

 

BREAST PAIN CLONAZEPAM C ORAL  
BRONCHITIS CLONAZEPAM C ORAL  
DEPRESSION ZOPICLONE C ORAL  
FATIGUE TYLENOL C  
GINGIVAL PAIN  
HEADACHE  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
MUSCLE SPASMS  
NAIL DISCOLOURATION  
PALPITATIONS  
PRESBYOPIA  
RHINITIS  
SYNOVIAL CYST  
URINARY TRACT INFECTION  
VAGINAL ODOUR  
VULVOVAGINAL PRURITUS  
WEIGHT INCREASED  

Page: 4,598 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7549791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7549791 EXPEDITED (15-DAY) N OT CA-
BAYER-201030816NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ATRIAL FIBRILLATION  
MENORRHAGIA  

7632424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7632424 NON-EXPEDITED Y OT US-
BAYER-201036703NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7633866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7633866 NON-EXPEDITED N US-
BAYER-201036752NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 9 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER

7634533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7634533 NON-EXPEDITED N OT US-
BAYER-201036824NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 48 DAY BAYER
DEVICE DISLOCATION LIDOCAINE C  
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7635866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7635866 NON-EXPEDITED Y HO US-
BAYER-201036970NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 199 DAY BAYER
DEVICE DISLOCATION CARBOCAINE C  

7665439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665439 NON-EXPEDITED N US-
BAYER-201014533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
18 MTH BAYER

7665440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665440 NON-EXPEDITED N US-
BAYER-201014827NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
HYPERPHAGIA  
VOMITING IN PREGNANCY  
WEIGHT INCREASED  

7665441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665441 NON-EXPEDITED N US-
BAYER-201016479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY :

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE REMOVAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7665444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665444 NON-EXPEDITED N US-
BAYER-201012415NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FAECES DISCOLOURED MIRENA S TRANSAMMMARY  BAYER

7665445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665445 NON-EXPEDITED N US-
BAYER-201020992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE  BAYER
BRONCHITIS  

7665446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665446 NON-EXPEDITED N US-
BAYER-201010237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
FOOD CRAVING  
MIGRAINE  
POLLAKIURIA  

7665447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665447 NON-EXPEDITED Y US-
BAYER-201012414NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7665448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665448 NON-EXPEDITED N US-
BAYER-201015082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
MENSTRUATION DELAYED  
NAUSEA  

7665450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665450 NON-EXPEDITED N US-
BAYER-201021818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7665451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665451 NON-EXPEDITED N US-
BAYER-201026264NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 1 YR BAYER

7665452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665452 NON-EXPEDITED N US-
BAYER-201013073NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7665453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665453 NON-EXPEDITED Y US-
BAYER-201012886NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 350 DAY BAYER
VAGINAL HAEMORRHAGE  

7665454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665454 NON-EXPEDITED N US-
BAYER-201013254NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

MUSCLE SPASMS PRENATABS FA C  
PAIN  

7665455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665455 NON-EXPEDITED N US-
BAYER-201014840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  
FEELING ABNORMAL  
MUSCLE SPASMS  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
7665456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665456 NON-EXPEDITED Y US-
BAYER-201027646NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 1 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

7665457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665457 NON-EXPEDITED N US-
BAYER-201032506NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
66 DAY BAYER

DIZZINESS ANTIBIOTICS C 2 DAY
BREAST TENDERNESS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

7665458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665458 NON-EXPEDITED N US-
BAYER-201031702NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
520 DAY BAYER

DEVICE DISLOCATION  
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Detailed Report
7665459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665459 NON-EXPEDITED N US-
BAYER-201037843NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
HYPOMENORRHOEA  
MENORRHAGIA  
OVARIAN CYST  

7665462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665462 NON-EXPEDITED N US-
BAYER-201031656NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

7665463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665463 NON-EXPEDITED N US-
BAYER-201032649NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER

7665465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665465 NON-EXPEDITED N US-
BAYER-201039655NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
PAIN  
URINARY TRACT INFECTION  
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Detailed Report
7665466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665466 NON-EXPEDITED N US-
BAYER-201032039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. UNIT
NOT AVAILABLE FOR
RETURN

19 MTH BAYER

HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7665468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665468 NON-EXPEDITED N US-
BAYER-201033063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
MUSCLE SPASMS  
NAUSEA  
VAGINAL HAEMORRHAGE  

7665469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665469 NON-EXPEDITED N US-
BAYER-201039087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7665471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665471 NON-EXPEDITED N US-
BAYER-201031551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

AMENORRHOEA  
DIZZINESS  
IRRITABILITY  
VOMITING  

7665472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665472 NON-EXPEDITED N US-
BAYER-201027653NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7665473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665473 NON-EXPEDITED N US-
BAYER-201040481NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER

7665476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665476 NON-EXPEDITED Y US-
BAYER-201037857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 421 DAY BAYER
ENDOMETRITIS  
GENITAL HAEMORRHAGE  
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7665477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665477 NON-EXPEDITED N US-
BAYER-201027651NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

MIRENA S INTRAUTERINE  BAYER

7665478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665478 NON-EXPEDITED Y US-
BAYER-201039495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7665480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665480 NON-EXPEDITED Y US-
BAYER-201040469NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7665483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665483 NON-EXPEDITED N US-
BAYER-201040218NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

7665484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665484 NON-EXPEDITED Y US-
BAYER-201039736NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
131 DAY BAYER
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7665485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7665485 NON-EXPEDITED N US-
BAYER-201040394NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7666005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7666005 NON-EXPEDITED Y OT US-
BAYER-201040170NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSFUNCTIONAL UTERINE BLEEDING MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PRODUCT DEPOSIT  

7666028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7666028 EXPEDITED (15-DAY) Y OT US-
BAYER-201040249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL CORD INJURY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7666029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7666029 NON-EXPEDITED N OT US-
BAYER-201040458NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRACAVERNOSA FREQUENCY:

CONTINUOUS
2 YR BAYER

STREPTOCOCCUS TEST POSITIVE  
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Detailed Report
7666032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7666032 NON-EXPEDITED Y OT US-
BAYER-201040422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7666033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2010 7666033 NON-EXPEDITED Y OT US-
BAYER-201040370NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7091193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7091193 NON-EXPEDITED N US-
BAYER-200927814NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
MUSCULOSKELETAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS 3 MTH BAYER
CONTUSION ESTROGEN C 14 DAY
ABDOMINAL PAIN  
HOT FLUSH  
MIDDLE INSOMNIA  
POST PROCEDURAL HAEMORRHAGE  
PREMATURE MENOPAUSE  
UTERINE ATROPHY  
UTERINE CONTRACTIONS ABNORMAL  
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7222793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7222793 EXPEDITED (15-DAY) Y HO,LT PHHY2009FR55217 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL THROMBOSIS HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL UNK  

CONFUSIONAL STATE FENOFIBRATE S  
VIITH NERVE PARALYSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S UNKNOWN UNK  

PYRAMIDAL TRACT SYNDROME GINKGO EXTRACT\HEPTAMINOL
\TROXERUTIN

S UNKNOWN UNK  

COGNITIVE DISORDER AMOXICILLIN C UNKNOWN UNK  
SPEECH DISORDER IBUPROFEN C UNKNOWN UNK  
ACALCULIA  

7308106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7308106 EXPEDITED (15-DAY) N OT DE-
BAYER-201017591GPV

48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE  BAYER
LIVER DISORDER METOPROLOL SUCCINATE C Total daily dose: 1 DF  

LEVOTHYROXINE SODIUM C Total daily dose: 1 DF  

7363997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7363997 NON-EXPEDITED N HO US-
BAYER-201019451NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 5 DAY BAYER
DISCOMFORT  
PROCEDURAL PAIN  
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7416661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7416661 NON-EXPEDITED N US-
BAYER-201020871NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7432058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7432058 EXPEDITED (15-DAY) N HO PL-
BAYER-201029130GPV

31 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 DAY BAYER
ANXIETY  
DIZZINESS  
HEADACHE  

7579562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7579562 NON-EXPEDITED Y HO US-
BAYER-201032575NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

DEVICE DIFFICULT TO USE  

7580008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7580008 NON-EXPEDITED N OT US-
BAYER-201032942NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
58 DAY BAYER
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Detailed Report
7609582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7609582 NON-EXPEDITED N OT US-
BAYER-201034687NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
81 DAY BAYER

MENORRHAGIA  
PAIN  
VAGINAL HAEMORRHAGE  

7613384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7613384 EXPEDITED (15-DAY) N OT AT-
BAYER-201040228GPV

39 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7621149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7621149 NON-EXPEDITED N OT US-
BAYER-201035669NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE  BAYER
DIZZINESS  
FATIGUE  
FLUSHING  
HYPERHIDROSIS  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  
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7633297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7633297 NON-EXPEDITED N HO,OT US-
BAYER-201036709NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
19 MTH BAYER

ESTRADIOL C 19 MTH

7665352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7665352 EXPEDITED (15-DAY) N DE,OT RU-
BAYER-201044277GPV

25 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 6 MTH BAYER
ACNE  
COMPLETED SUICIDE  
LOSS OF LIBIDO  
SLEEP DISORDER  
WEIGHT DECREASED  

7667974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7667974 NON-EXPEDITED N US-
BAYER-201033070NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

METRORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING IN PREGNANCY  

Page: 4,614 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7667975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7667975 NON-EXPEDITED N US-
BAYER-201034790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7667982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7667982 NON-EXPEDITED Y OT US-
BAYER-201040803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7667987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7667987 EXPEDITED (15-DAY) Y OT GB-
BAYER-201045350GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITAMIN B12 DEFICIENCY MIRENA S INTRAUTERINE  BAYER

7667988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7667988 NON-EXPEDITED N US-
BAYER-201038859NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
AMENORRHOEA  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7668006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7668006 NON-EXPEDITED N US-
BAYER-201040190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7668012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7668012 NON-EXPEDITED N US-
BAYER-201034748NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREUQUENCY

CONTINUOUS
 BAYER

7668030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7668030 NON-EXPEDITED N US-
BAYER-201034950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7693934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7693934 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  BAYER
BREAST ENGORGEMENT  
CONFUSIONAL STATE  
HAIR GROWTH ABNORMAL  
MOOD SWINGS  
PSYCHIATRIC SYMPTOM  
WEIGHT INCREASED  
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7698951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2010 7698951 DIRECT Y OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARTNER STRESS MIRENA S  BAYER
INJURY ASSOCIATED WITH DEVICE  

7283720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7283720 EXPEDITED (15-DAY) Y OT US-
BAYER-201013671NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE  BAYER

7442131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7442131 EXPEDITED (15-DAY) Y HO,LT,OT US-
BAYER-201025664NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

ORAL CONTRACEPTIVE NOS C ORAL 4 MTH
AYGESTIN C Unit dose: 5 MG  
ADVAIR DISKUS C  

7547096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7547096 EXPEDITED (15-DAY) N DS CA-
BAYER-201030612NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HEADACHE  
OPTIC DISC DISORDER  
OPTIC NERVE INJURY  
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Detailed Report
7663090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7663090 EXPEDITED (15-DAY) Y HO,DS CH-
BAYER-201043941GPV

20 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ABSCESS MIRENA S INTRAUTERINE  BAYER
GALACTORRHOEA MIRENA S INTRAUTERINE  BAYER
BREAST DISCHARGE INFECTED  
BREAST PAIN  

7668042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7668042 EXPEDITED (15-DAY) Y HO UA-
BAYER-201044986GPV

47 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 2 YR BAYER

7669945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7669945 EXPEDITED (15-DAY) N HO US-
BAYER-201040595NA

< 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMOTHORAX MIRENA S TRANSPLACENTAL  BAYER

7670111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2010 7670111 EXPEDITED (15-DAY) N OT BR-
BAYER-201020817LA

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

BREAST CANCER FEMALE  
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Detailed Report
7613385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7613385 EXPEDITED (15-DAY) N OT AT-
BAYER-201040232GPV

Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7667977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7667977 NON-EXPEDITED N US-
BAYER-201037623NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
9 MTH BAYER

7672312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672312 NON-EXPEDITED N US-
BAYER-201039208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
BREAST TENDERNESS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
WEIGHT INCREASED  

7672317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672317 NON-EXPEDITED N OT US-
BAYER-201040934NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7672336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672336 NON-EXPEDITED Y HO US-
BAYER-201040993NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
752 DAY BAYER

ABDOMINAL PAIN  

7672343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672343 NON-EXPEDITED N US-
BAYER-201039559NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

SLUGGISHNESS  
VOMITING  

7672344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672344 EXPEDITED (15-DAY) N OT BE-
BAYER-201045860GPV

36 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE 4 MTH BAYER
ABDOMINAL DISTENSION  
ABDOMINAL RIGIDITY  
GALLBLADDER DISORDER  
INFLAMMATION  
LIVER DISORDER  
MOOD ALTERED  
VAGINAL HAEMORRHAGE  
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Detailed Report
7672355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2010 7672355 NON-EXPEDITED N US-
BAYER-201040402NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOIUS
59 DAY BAYER

6950922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 6950922 NON-EXPEDITED N US-
BAYER-200912767NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS 21 MTH BAYER
ABDOMINAL PAIN LOWER SEROQUEL C  
NAUSEA LAMICTAL C  
CARDIAC DISORDER  
GASTRIC DISORDER  
HYPERTENSION  
IRRITABILITY  
VAGINAL HAEMORRHAGE  

7426047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7426047 NON-EXPEDITED N US-
BAYER-201021771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7657376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7657376 NON-EXPEDITED N OT US-
BAYER-201038850NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. NOT
APPLICABLE. MIRENA
HAS NOT BEEN
INSERTED.

 BAYER

7661582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7661582 EXPEDITED (15-DAY) N HO PHHY2010FR73886 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY DISORDER EXTAVIA S SUBCUTANEOUS UNK  
CHEST DISCOMFORT PAROXETINE HYDROCHLORIDE S ORAL 20 mg daily  
ANXIETY TRIPHASIL-21 S UNK  
HEADACHE POTASSIUM CHLORIDE S ORAL UNK  
VOMITING SOLU-MEDROL C UNK  

7666025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7666025 NON-EXPEDITED Y OT US-
BAYER-201040232NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
268 DAY BAYER

PAIN IN EXTREMITY  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7666035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7666035 EXPEDITED (15-DAY) N OT CA-
BAYER-201040178NA

35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE FREQUENCY :

CONTINUOUS
 BAYER

ARTHRALGIA  
COMMUNICATION DISORDER  
CONTACT LENS INTOLERANCE  
CONTUSION  
DELUSION  
DISSOCIATION  
INDIFFERENCE  
PARANOIA  
PELVIC DISCOMFORT  
PERSONALITY CHANGE  
URINARY TRACT INFECTION  
WEIGHT DECREASED  

7667983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7667983 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-201045422GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PULMONARY EMBOLISM TEGRETOL C  
DYSPNOEA  
NON-CARDIAC CHEST PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7673630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673630 NON-EXPEDITED N US-
BAYER-201017571NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN UPPER  
CHEST PAIN  

7673633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673633 NON-EXPEDITED N US-
BAYER-201019581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7673650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673650 EXPEDITED (15-DAY) N OT US-
BAYER-201041578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC MASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7673654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673654 NON-EXPEDITED N OT US-
BAYER-201041581NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
36 MTH BAYER

ABDOMINAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7673655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673655 NON-EXPEDITED N OT US-
BAYER-201041023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7673671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673671 EXPEDITED (15-DAY) N OT US-
BAYER-201040998NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE CONTINUOUS  BAYER
OEDEMA PERIPHERAL YAZ S ORAL  BAYER
ADVERSE DRUG REACTION  
FLUID RETENTION  
WEIGHT INCREASED  

7673674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673674 NON-EXPEDITED N US-
BAYER-201041035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

AMENORRHOEA  
FEELING ABNORMAL  
PREGNANCY  

7673677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673677 EXPEDITED (15-DAY) N OT US-
BAYER-201041577NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROCEPHALUS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7673678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7673678 NON-EXPEDITED N US-
BAYER-201040962NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

VAGINAL HAEMORRHAGE  

7711907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2010 7711907 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAIR DISORDER MIRENA S INTRA-CERVICAL INTRACERVICAL  
ALOPECIA  
MIGRAINE  

7623272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7623272 EXPEDITED (15-DAY) N OT AU-
BAYER-201041409GPV

31 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE  BAYER
ACNE  
ALOPECIA  
AXILLARY PAIN  
HEADACHE  
NECK PAIN  
RASH  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7653051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7653051 EXPEDITED (15-DAY) N HO BR-
BAYER-201020425LA

21 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LEVONORGESTREL S ORAL 34 MTH BAYER
OROPHARYNGEAL PAIN  

7662400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7662400 EXPEDITED (15-DAY) N HO FR-
BAYER-201027125GPV

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DRUG INEFFECTIVE  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  
METRORRHAGIA  
PELVIC PAIN  
PRESYNCOPE  
PRODUCT QUALITY ISSUE  
VAGINAL DISCHARGE  
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Detailed Report
7675874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7675874 NON-EXPEDITED N US-
BAYER-201041132NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

MENSTRUATION DELAYED  
METRORRHAGIA  

7676873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7676873 EXPEDITED (15-DAY) Y OT DK-
BAYER-201046284GPV

50 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE  BAYER
DEVICE DIFFICULT TO USE  

7676874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7676874 EXPEDITED (15-DAY) Y OT LV-
BAYER-201046312GPV

46 YR Female LVA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE  BAYER

7711677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7711677 EXPEDITED (15-DAY) OT TPH-00302 36 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

TRANSAMINASES INCREASED  
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Detailed Report
7971608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2010 7971608 EXPEDITED (15-DAY) Y OT AU-
WATSON-2010-14914

29 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VEIN OCCLUSION LEVORA S ORAL UNK 4380 DAY WATSON
CEREBRAL VENOUS THROMBOSIS  

7143486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7143486 NON-EXPEDITED N US-
BAYER-200934975NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA CLIMARA PRO S TRANSDERMAL  BAYER
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
LIMB DISCOMFORT  

7154256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7154256 NON-EXPEDITED N US-
BAYER-200930838NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL As used dose:

0.045/0.015 MG
 BAYER

ACNE  
APPLICATION SITE RASH  
INSOMNIA  

7235160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7235160 NON-EXPEDITED N US-
BAYER-200941853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA CLIMARA PRO S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7366212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7366212 NON-EXPEDITED N US-
BAYER-201019783NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7505056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7505056 EXPEDITED (15-DAY) N HO US-
BAYER-201028250NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
488 DAY BAYER

MENORRHAGIA DECADRON C INTRAMUSCULAR  
ABDOMINAL PAIN HYOSCYAMINE SULFATE C  
ABDOMINAL DISCOMFORT  
ABDOMINAL TENDERNESS  
ALOPECIA  
CHAPPED LIPS  
CHEST DISCOMFORT  
CHEST PAIN  
DERMATITIS ALLERGIC  
DIZZINESS  
DYSPAREUNIA  
GALACTORRHOEA  
HEADACHE  
HYPOAESTHESIA  
LIP SWELLING  
MOOD ALTERED  
OEDEMA MOUTH  
ORAL PAIN  
PAIN IN EXTREMITY  
PELVIC PAIN  
PRURITUS  
RASH  
URTICARIA  
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Detailed Report
7582599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7582599 EXPEDITED (15-DAY) N CA GB-TEVA-247856ISR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL PULMONARY VALVE ATRESIA LEVONORGESTREL S TRANSPLACENTAL  DURAMED
VENTRICULAR SEPTAL DEFECT LEVONORGESTREL S TRANSPLACENTAL  DURAMED
Maternal exposure during pregnancy  

7588910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7588910 NON-EXPEDITED Y HO US-
BAYER-201033333NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7609828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7609828 NON-EXPEDITED N HO,OT US-
BAYER-201034512NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  

7609829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7609829 NON-EXPEDITED Y OT US-
BAYER-201034535NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
6 DAY BAYER

ABDOMINAL PAIN  
DIZZINESS  
PROCEDURAL PAIN  
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Detailed Report
7611004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7611004 NON-EXPEDITED N OT US-
BAYER-201034727NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
371 DAY BAYER

ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

UTERINE HAEMORRHAGE  

7614293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7614293 NON-EXPEDITED N US-
BAYER-201033689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  

7632416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7632416 NON-EXPEDITED N OT US-
BAYER-201036715NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7634532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7634532 NON-EXPEDITED Y OT US-
BAYER-201036828NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
71 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7639839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7639839 NON-EXPEDITED N OT US-
BAYER-201037836NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
65 DAY BAYER

7642491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7642491 NON-EXPEDITED N HO US-
BAYER-201038171NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
75 DAY BAYER

7661679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7661679 EXPEDITED (15-DAY) N CA IL-TEVA-254228ISR Unknown ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLEFT LIP LEVONORGESTREL S TRANSPLACENTAL  DURAMED
CLEFT PALATE  

7677569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677569 NON-EXPEDITED N OT US-
BAYER-201041652NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

POST PROCEDURAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7677571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677571 NON-EXPEDITED N OT US-
BAYER-201041773NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  

7677572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677572 NON-EXPEDITED N OT US-
BAYER-201041782NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 MTH BAYER

7677578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677578 EXPEDITED (15-DAY) N OT US-
BAYER-201041790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7677584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677584 EXPEDITED (15-DAY) N OT BR-
BAYER-201020963LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT  
CARCINOEMBRYONIC ANTIGEN INCREASED  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7677589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677589 EXPEDITED (15-DAY) Y OT NO-
BAYER-201047407GPV

28 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S  BAYER

7677788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677788 NON-EXPEDITED N US-
BAYER-201013136NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

WELLBUTRIN C  
PRILOSEC C  
CRESTOR C  
INDERAL C  
LISINOPRIL C  

7677789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677789 NON-EXPEDITED N US-
BAYER-201016472NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

7677790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677790 NON-EXPEDITED Y US-
BAYER-201021470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677791 NON-EXPEDITED N US-
BAYER-201016083NA

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S TRANSDERMAL  BAYER

7677792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677792 NON-EXPEDITED N US-
BAYER-201020567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL TREATMENT WAS OFF

AND ON FOR ABOUT 1
YEAR

 BAYER

APPLICATION SITE PAIN  
APPLICATION SITE RASH  
APPLICATION SITE SWELLING  
APPLICATION SITE VESICLES  

7677793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677793 NON-EXPEDITED N US-
BAYER-201019552NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
ABDOMINAL PAIN CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

7677794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677794 NON-EXPEDITED N US-
BAYER-201013465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677795 NON-EXPEDITED N US-
BAYER-201011594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER

7677796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677796 NON-EXPEDITED N US-
BAYER-201017739NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL 9 MTH BAYER
APPLICATION SITE IRRITATION  
APPLICATION SITE PAIN  
APPLICATION SITE VESICLES  

7677797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677797 NON-EXPEDITED N US-
BAYER-201019846NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL 4 DAY BAYER
APPLICATION SITE IRRITATION  

7677798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677798 NON-EXPEDITED N US-
BAYER-201010045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 1 OUT OF 4 PATCHES

OF CLIMARA PRO DID
NOT STICK TO HER
SKIN

 BAYER
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Detailed Report
7677800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677800 NON-EXPEDITED N US-
BAYER-201013540NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL CLIMARA PRO S TRANSDERMAL  BAYER

7677801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677801 NON-EXPEDITED N US-
BAYER-201020587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER

7677802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677802 NON-EXPEDITED N US-
BAYER-201015186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISCOMFORT CLIMARA PRO S TRANSDERMAL  BAYER
BACK DISORDER  
METRORRHAGIA  
MICTURITION URGENCY  

7677803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677803 NON-EXPEDITED N US-
BAYER-201011860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS CLIMARA PRO S TRANSDERMAL  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7677804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677804 NON-EXPEDITED N US-
BAYER-201014349NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL 0.045/0.015 MD/DAY  BAYER
APPLICATION SITE PRURITUS  
APPLICATION SITE RASH  

7677805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677805 NON-EXPEDITED N US-
BAYER-201015365NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site haemorrhage CLIMARA PRO S TRANSDERMAL 0.045 ESTRADIOL AND

0.015
LEVONORGESTREL

 BAYER

CLIMARA PRO S TRANSDERMAL 0.045 ESTRADIOL AND
0.015
LEVONORGESTREL

 BAYER

7677806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677806 NON-EXPEDITED N US-
BAYER-200943891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TOPICAL  BAYER

7677807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677807 NON-EXPEDITED N US-
BAYER-201011906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER CLIMARA PRO S  BAYER
SLEEP DISORDER  
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Detailed Report
7677808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677808 NON-EXPEDITED N US-
BAYER-200943599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL  BAYER

7677810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677810 NON-EXPEDITED N US-
BAYER-201019066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA CLIMARA PRO S TRANSDERMAL 4 MTH BAYER

7677811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677811 NON-EXPEDITED N US-
BAYER-201020305NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL  BAYER

7677812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677812 NON-EXPEDITED N US-
BAYER-201011995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677813 NON-EXPEDITED N US-
BAYER-201012306NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PAIN CLIMARA PRO S TRANSDERMAL 0.045/0.015MG  BAYER
APPLICATION SITE PRURITUS LAMOTRIGINE C  
APPLICATION SITE ERYTHEMA  
APPLICATION SITE EXFOLIATION  
VAGINAL HAEMORRHAGE  

7677814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677814 NON-EXPEDITED N US-
BAYER-201012713NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S TRANSDERMAL APPPLICATION AT

LOWER ABDOMINAL
AREA

 BAYER

SCRATCH  

7677815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677815 NON-EXPEDITED N US-
BAYER-201010869NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  

7677816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677816 NON-EXPEDITED N US-
BAYER-201019728NA

69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  
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Detailed Report
7677817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677817 NON-EXPEDITED N US-
BAYER-201015791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION CLIMARA PRO S TRANSDERMAL  BAYER
METRORRHAGIA CLIMARA PRO S TRANSDERMAL HALF PATCH  BAYER

7677818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677818 NON-EXPEDITED N US-
BAYER-201017744NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE PAIN  

7677819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677819 NON-EXPEDITED N US-
BAYER-201022682NA

79 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

7677820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677820 NON-EXPEDITED N US-
BAYER-201017742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 18 MTH BAYER
APPLICATION SITE PAIN  

7677821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677821 NON-EXPEDITED N US-
BAYER-201032590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE REACTION CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677822 NON-EXPEDITED N US-
BAYER-201013329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER

7677823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677823 NON-EXPEDITED N US-
BAYER-201018096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

7677824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677824 NON-EXPEDITED N US-
BAYER-201031465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL SOMETIME LEAVES

HER PATCH ON FOR
10 DAYS

 BAYER

7677825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677825 NON-EXPEDITED N US-
BAYER-201014346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE IRRITATION  
DIZZINESS  
FATIGUE  
VULVOVAGINAL DRYNESS  
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Detailed Report
7677826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677826 NON-EXPEDITED N US-
BAYER-201019958NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE ALLERGIES CLIMARA PRO S TRANSDERMAL  BAYER

7677828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677828 NON-EXPEDITED N US-
BAYER-201036403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA CLIMARA PRO S TRANSDERMAL  BAYER
HEADACHE  
VISUAL IMPAIRMENT  

7677829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677829 NON-EXPEDITED N US-
BAYER-201029842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER

7677830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677830 NON-EXPEDITED N US-
BAYER-201029454NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY 1 YR BAYER
APPLICATION SITE PRURITUS  
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Detailed Report
7677834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677834 NON-EXPEDITED N US-
BAYER-201024244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER

CLIMARA PRO S TRANSDERMAL  BAYER

7677835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677835 NON-EXPEDITED N US-
BAYER-201035383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S TRANSDERMAL  BAYER

ANTIDEPRESSANT C UNKNOWN  

7677836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677836 NON-EXPEDITED N US-
BAYER-201031922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL SHE USES

BODYWASHES WITH
MOISTURIZER
BEFORE APPLYING
THE PRODUCT

 BAYER

WEIGHT INCREASED  

7677837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677837 NON-EXPEDITED N US-
BAYER-201033053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677838 NON-EXPEDITED N US-
BAYER-201024146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL PROBLEMS TO KEEP

HER PATCHES IN
PLACE

 BAYER

HEART RATE INCREASED  
MUSCLE SPASMS  

7677839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677839 NON-EXPEDITED N US-
BAYER-201027233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

EFFEXOR S  

7677840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677840 NON-EXPEDITED Y US-
BAYER-201032927NA

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/

DAY. USING FOR
YEARS

 BAYER

APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
APPLICATION SITE PRURITUS  
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Detailed Report
7677844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677844 NON-EXPEDITED N US-
BAYER-201026182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL  BAYER

CLIMARA PRO S TRANSDERMAL  BAYER

7677845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677845 NON-EXPEDITED N US-
BAYER-201027591NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLD SWEAT CLIMARA PRO S TRANSDERMAL  BAYER

CLIMARA PRO S TRANSDERMAL 1 YR BAYER
VIVELLE C  

7677846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677846 NON-EXPEDITED N US-
BAYER-201027153NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER
HYPERHIDROSIS  

7677847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677847 NON-EXPEDITED N US-
BAYER-201027869NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S TRANSDERMAL  BAYER

CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677848 NON-EXPEDITED N US-
BAYER-201024799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PAIN CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE DISCOLOURATION  

7677849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677849 NON-EXPEDITED Y US-
BAYER-201030555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL  BAYER

7677850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677850 NON-EXPEDITED Y US-
BAYER-201024117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLISTER CLIMARA PRO S TRANSDERMAL  BAYER

7677852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677852 NON-EXPEDITED Y US-
BAYER-201021731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL STARTED HER ON

TWO PATCHES A
WEEK AND THEN
INCREASED DOSE TO
TWO PATCHES EVERY
3 DAYS.

 BAYER
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Detailed Report
7677853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677853 NON-EXPEDITED N US-
BAYER-201034176NA

70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER

7677854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677854 NON-EXPEDITED Y US-
BAYER-201025279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL  BAYER

7677855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677855 NON-EXPEDITED N US-
BAYER-201031052NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

7677856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677856 NON-EXPEDITED N US-
BAYER-201028447NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS CLIMARA PRO S TRANSDERMAL  BAYER
MOTION SICKNESS  

7677857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677857 NON-EXPEDITED N US-
BAYER-201030684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
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Detailed Report
7677858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677858 NON-EXPEDITED N US-
BAYER-201035708NA

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

7677859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677859 NON-EXPEDITED Y US-
BAYER-201031463NA

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMA CLIMARA PRO S TRANSDERMAL PATCH THAT CAME

OFF 20 MINUTES
AFTER APPLICATION

12 MTH BAYER

UTERINE POLYP CLIMARA PRO S TRANSDERMAL  BAYER

7677860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677860 NON-EXPEDITED N US-
BAYER-201033370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
FEELING ABNORMAL  
SLEEP DISORDER  

7677861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677861 NON-EXPEDITED N US-
BAYER-201032874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677862 NON-EXPEDITED N US-
BAYER-201031918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL SHE TAKES A

SHOWER AT NIGHT
AND APPLIES THE
PATCHES IN THE
MORNING WITHOUT
WASHING AREA FIRST

 BAYER

7677863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677863 NON-EXPEDITED N US-
BAYER-201024654NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL STOP: JUN/JUL-2010  BAYER
NAUSEA CLIMARA PRO S TRANSDERMAL STOP  JUN/JUL-2010

AND THEN RESTART
 BAYER

ABDOMINAL PAIN CLIMARA S TRANSDERMAL START-ENDING:JUN/
JUL-2010

 BAYER

APPLICATION SITE PRURITUS UNKNOWN DRUG C  
ERYTHEMA  
HYPERHIDROSIS  
METRORRHAGIA  
PRURITUS  
RASH  
SWEAT GLAND DISORDER  
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Detailed Report
7677864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677864 NON-EXPEDITED N US-
BAYER-201037238NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL PATCH OFF FOR THE

2 WEEKS
 BAYER

APPLICATION SITE IRRITATION ACTIVELLA C  
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7677865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677865 NON-EXPEDITED N US-
BAYER-201037589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER

7677870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677870 NON-EXPEDITED N US-
BAYER-201034049NA

73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL  BAYER

7677871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677871 NON-EXPEDITED N US-
BAYER-201024941NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677872 NON-EXPEDITED N US-
BAYER-201026899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER
APPLICATION SITE ERYTHEMA  

7677873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677873 NON-EXPEDITED N US-
BAYER-201027886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER
MENOPAUSAL SYMPTOMS  

7677875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677875 NON-EXPEDITED Y US-
BAYER-201040319NA

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 0.045MG/0.015MG/DAY  BAYER

7677877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677877 NON-EXPEDITED N US-
BAYER-201041286NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7677878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677878 NON-EXPEDITED N US-
BAYER-201038083NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
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Detailed Report
7677879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677879 NON-EXPEDITED N US-
BAYER-201039064NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL 1 MTH BAYER

7677880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677880 NON-EXPEDITED Y US-
BAYER-201037015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL  BAYER

7677881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677881 NON-EXPEDITED N US-
BAYER-201039154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045MG / 0.015MG/

DAY
 BAYER

7677882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677882 NON-EXPEDITED N US-
BAYER-201038050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL  BAYER
MENOPAUSAL SYMPTOMS  
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Detailed Report
7677883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677883 NON-EXPEDITED N US-
BAYER-201036920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY CLIMARA PRO S TRANSDERMAL  BAYER
DEPRESSION  
DIZZINESS  
INSOMNIA  
METRORRHAGIA  

7677884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677884 NON-EXPEDITED N US-
BAYER-201041295NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
NIGHT SWEATS  

7677888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677888 NON-EXPEDITED N US-
BAYER-201040424NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S  BAYER
APPLICATION SITE RASH  

7677889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677889 NON-EXPEDITED N US-
BAYER-201040369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S  BAYER
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Detailed Report
7677890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7677890 NON-EXPEDITED N US-
BAYER-201040826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL CONSUMER HAS

BEEN USING CLIMARA
PRO FOR 2 1/2 DAYS

 BAYER

7678123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7678123 NON-EXPEDITED N US-
BAYER-201021998NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL 1 YR BAYER
ASTHENIA  
DIZZINESS  
HOT FLUSH  
MUSCULOSKELETAL PAIN  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

7679200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7679200 NON-EXPEDITED N OT US-TEVA
PHARMACEUTICALS-00
7609USA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION PLAN B S ORAL 1 every 12 hrs times 2  
VAGINAL HAEMORRHAGE ALLOPURINOL C  
MALAISE LISINOPRIL C ORAL  
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Detailed Report
7713822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7713822 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
ACNE  
DEPRESSION  
HAEMORRHAGE  
INSOMNIA  
MENORRHAGIA  
PREMENSTRUAL SYNDROME  
SUICIDAL IDEATION  

7718768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7718768 EXPEDITED (15-DAY) Y HO,LT 2010SP060419 32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA DESOGESTREL AND ETHINYL

ESTRADIOL
S ORAL 1 DF;QD;PO  

HYPOTENSION AVIANE S ORAL PO 2 MTH
LIVEDO RETICULARIS  
PALPITATIONS  
PULMONARY EMBOLISM  
SINUS TACHYCARDIA  
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7720574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7720574 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S VAGINAL VAG  
ANGER  
DEPRESSION  
HEADACHE  
LOSS OF LIBIDO  
MOOD SWINGS  

7723785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7723785 DIRECT N HO,DS 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 42 MTH
UTERINE PERFORATION  

7723933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 7723933 DIRECT N HO,DS,LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 MCG PER DAY

INTRA-UTERINE
 BAYER

COMPLICATION OF DEVICE INSERTION  
DYSMENORRHOEA  
HAEMORRHAGE  
UTERINE HAEMORRHAGE  
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Detailed Report
7107398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7107398 NON-EXPEDITED Y US-
BAYER-200931274NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 14 MTH BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
GESTATIONAL HYPERTENSION WELLBUTRIN XL C ORAL  

7416663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7416663 NON-EXPEDITED Y OT US-
BAYER-201022605NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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7551885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7551885 EXPEDITED (15-DAY) Y HO,OT 2009SP029587 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NUVARING S  
FIBRIN D DIMER INCREASED SEASONIQUE S  
ANAEMIA ZYRTEC C  
VITAMIN B12 DEFICIENCY BENICAR HCT C  
HYPERLIPIDAEMIA LEXAPRO C  
TROPONIN INCREASED FEOSOL C  
ELECTROCARDIOGRAM ST SEGMENT
ABNORMAL

VITAMINS NOS C  

MITRAL VALVE INCOMPETENCE VITAMIN B12 C  
TRICUSPID VALVE INCOMPETENCE LISINOPRIL C  
LEFT VENTRICULAR HYPERTROPHY HYDROCHLOROTHIAZIDE C  
ABORTION INCOMPLETE  
ABORTION SPONTANEOUS  
CARDIAC VALVE DISEASE  
DEEP VEIN THROMBOSIS  
FALL  
FLUSHING  
FOETAL DEATH  
MATERNAL EXPOSURE BEFORE PREGNANCY  
MIGRAINE  
PREGNANCY  
SYNCOPE  
THROMBOSIS  

7565933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7565933 NON-EXPEDITED N HO US-
BAYER-201031582NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7570825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7570825 NON-EXPEDITED N OT US-
BAYER-201031889NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 23 DAY BAYER
UTERINE HAEMORRHAGE  
UTERINE SPASM  

7613876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7613876 NON-EXPEDITED N OT US-
BAYER-201035039NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
28 MTH BAYER

ABDOMINAL PAIN  
ACNE  

7651608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7651608 EXPEDITED (15-DAY) Y OT GB-
BAYER-201043569GPV

53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 1045 DAY BAYER
GAMMA-GLUTAMYLTRANSFERASE INCREASED  
HEPATIC STEATOSIS  
LABORATORY TEST ABNORMAL  
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Detailed Report
7654458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7654458 EXPEDITED (15-DAY) Y HO,OT NO-
BAYER-201043249GPV

46 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE  BAYER
ASTHENIA  
CAROTID ARTERY STENOSIS  
FATIGUE  
MUSCULAR WEAKNESS  
NERVOUSNESS  

7677851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7677851 NON-EXPEDITED N US-
BAYER-201032937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S TRANSDERMAL  BAYER

CLIMARA PRO S TRANSDERMAL  BAYER

7679691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7679691 NON-EXPEDITED N OT US-
BAYER-201041933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
VAGINAL HAEMORRHAGE  

7679711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7679711 NON-EXPEDITED N OT US-
BAYER-201041883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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7679742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7679742 NON-EXPEDITED N OT US-
BAYER-201041924NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7680151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7680151 EXPEDITED (15-DAY) Y OT AU-
BAYER-201047003GPV

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7723148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7723148 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
VISUAL IMPAIRMENT  

7724444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2010 7724444 DIRECT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NECROSIS MIRENA S INTRAUTERINE INTRAUTERINE

SYSTEM
74 DAY

ALANINE AMINOTRANSFERASE INCREASED  
ARTHRALGIA  
ASPARTATE AMINOTRANSFERASE INCREASED  
HEPATIC CYST  
HEPATOCELLULAR INJURY  
HEPATOTOXICITY  
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Detailed Report
7007705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7007705 NON-EXPEDITED Y US-
BAYER-200921550NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE As used: 20 µG 428 DAY BAYER

7134876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7134876 NON-EXPEDITED Y OT US-
BAYER-200934015NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  

7151014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7151014 NON-EXPEDITED N HO,DS,OT US-
BAYER-200935421NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 6 DAY BAYER
DISCOMFORT  
PROCEDURAL PAIN  

7259295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7259295 NON-EXPEDITED N US-
BAYER-201011757NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 282 DAY BAYER
DEPRESSION  
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Detailed Report
7634555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7634555 NON-EXPEDITED N OT US-
BAYER-201036754NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 448 DAY BAYER
DEVICE DISLOCATION ASCORBIC ACID\CALCIUM

CARBONATE\MAGNESIUM OXIDE
C ORAL  

VITAMIN C & E COMBINATION C ORAL 500-400MG-UNIT  
MIRALAX C ORAL  
PRENATAL RX C ORAL 60-1MG  
ASPIRIN C ORAL 81 MG  

7668038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7668038 NON-EXPEDITED N US-
BAYER-201033329NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7672129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7672129 EXPEDITED (15-DAY) N HO US-TEVA-254182USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN ALBUTEROL C  
FATIGUE  

7681542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681542 EXPEDITED (15-DAY) N OT US-
BAYER-201041923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS C MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7681549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681549 NON-EXPEDITED N OT US-
BAYER-201041972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
4 DAY BAYER

7681555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681555 EXPEDITED (15-DAY) N OT US-
BAYER-201041911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE CONTINUOUS 22 DAY BAYER
DEVICE EXPULSION  

7681558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681558 NON-EXPEDITED N OT US-
BAYER-201041955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7681591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681591 NON-EXPEDITED N US-
BAYER-201041925NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7681592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681592 NON-EXPEDITED N US-
BAYER-201042006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
MENORRHAGIA  

7681593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681593 NON-EXPEDITED N US-
BAYER-201041792NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7681595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7681595 NON-EXPEDITED N US-
BAYER-201041816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER

7682523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2010 7682523 EXPEDITED (15-DAY) Y OT ES-
BAYER-201047644GPV

44 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METAMORPHOPSIA MIRENA S INTRAUTERINE 466 DAY BAYER

METHOTREXATE S ORAL  
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Detailed Report
7621046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2010 7621046 EXPEDITED (15-DAY) Y OT TPH-00282 39 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, ORAL 9 WEEK

ABORTION SPONTANEOUS  
DRUG INEFFECTIVE  
MATERNAL EXPOSURE DURING PREGNANCY  

7683753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2010 7683753 NON-EXPEDITED US-PFIZER
INC-2010153685

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS LYBREL S ORAL UNK mg, 1x/day  PFIZER
PIGMENTATION DISORDER LYBREL S  PFIZER
ARTHRALGIA  
BONE PAIN  
DYSMENORRHOEA  
MUSCULOSKELETAL PAIN  
NAUSEA  
NECK PAIN  
PAIN IN EXTREMITY  
VULVOVAGINAL BURNING SENSATION  
WEIGHT INCREASED  
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Detailed Report
7683755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2010 7683755 NON-EXPEDITED N US-PFIZER
INC-2010151711

24 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER DEPO-PROVERA S INTRAMUSCULAR UNK  PFIZER
METRORRHAGIA LEVONORGESTREL S ORAL 75 mg, 1st tab within

72h of sex, 2nd tab 12h
later

2 DAY

7734308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2010 7734308 DIRECT N OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S  

7825292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2010 7825292 NON-EXPEDITED Y HO,LT 2010SP026808 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NUVARING S  

MIRENA S IU  

7669907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7669907 EXPEDITED (15-DAY) Y OT TPH-00295 42 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITH NERVE PARALYSIS LEVONORGESTREL S ORAL 1 DF ORAL  
PAPILLOEDEMA MYONAL (EPERISONE

HYDROCHLORIDE)
C  

INTRACRANIAL PRESSURE INCREASED  
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Detailed Report
7690519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7690519 NON-EXPEDITED N HO,OT DE-
BAYER-201033260GPV

Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
TREATMENT FAILURE  

7690525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7690525 NON-EXPEDITED Y HO,OT ZA-
BAYER-200934068GPV

Unknown ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 Âµg (Daily Dose),

CONT, intra-uterine
 BAYER

DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 Âµg (Daily Dose),
CONT, intra-uterine

 BAYER

RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 Âµg (Daily Dose),
CONT, intra-uterine

 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7690528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7690528 NON-EXPEDITED N OT CA-
BAYER-201042126NA

Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 Âµg (Daily Dose), ,

intra-uterine
 BAYER
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Detailed Report
7690542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7690542 NON-EXPEDITED N HO PL-
BAYER-201029307GPV

Unknown POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 Âµg (Daily Dose),

CONT, intra-uterine
82 DAY BAYER

7739998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7739998 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S  
MUSCLE SPASMS  
SWOLLEN TONGUE  

7742369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7742369 EXPEDITED (15-DAY) N OT 201041934NA 32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIOLIPIN ANTIBODY POSITIVE MIRENA S INTRAUTERINE 20 µG, TOTAL DAILY,

INTRA-UTERINE
 

SINUSITIS VENTOLIN C  
DISEASE RECURRENCE  
OVARIAN CYST  
TENDERNESS  

7766569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7766569 EXPEDITED (15-DAY) Y OT BAYER CASE ID:
201047634GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA DROSPIRENONE\ETHINYL

ESTRADIOL
S  

MIRENA S INTRAUTERINE 20 µG INTRA-UTERINE  
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Detailed Report
7978174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2010 7978174 EXPEDITED (15-DAY) N OT HK-PFIZER
INC-2010160860

Female HKG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST HYPERPLASIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1x/day, everyday  PFIZER

OEDEMA PERIPHERAL LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER

VITAMINS S UNK  

7690727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2010 7690727 EXPEDITED (15-DAY) N OT BR-
BAYER-201021185LA

Unknown BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CAESAREAN SECTION ETHINYL ESTRADIOL

\LEVONORGESTREL
S  BAYER

BREECH PRESENTATION  
DYSPNOEA  
MATERNAL DRUGS AFFECTING FOETUS  
PREMATURE BABY  

7690730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2010 7690730 EXPEDITED (15-DAY) N OT BR-
BAYER-201021173LA

Unknown BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY LEVONORGESTREL S TRANSPLACENTAL  BAYER
CAESAREAN SECTION  
PREGNANCY ON ORAL CONTRACEPTIVE  
PREMATURE LABOUR  
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Detailed Report
7692094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2010 7692094 NON-EXPEDITED Y OT BE-BAYER-2010-000670 Unknown BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

7692196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2010 7692196 NON-EXPEDITED Y OT FR-BAYER-2010-000544 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 Âµg, CONT  BAYER
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7696749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2010 7696749 EXPEDITED (15-DAY) N HO CA-TEVA-258388USA 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM PLAN B S ORAL  DURAMED

7699815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2010 7699815 EXPEDITED (15-DAY) N HO,OT US-PFIZER
INC-2010163902

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LYBREL S UNK  PFIZER
PLEURITIC PAIN  
PULMONARY EMBOLISM  
SOFT TISSUE INJURY  

Page: 4,674 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7281045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2010 7281045 EXPEDITED (15-DAY) Y HO,OT 2009SP017675 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NUVARING S VAGINAL 1 DF; QM; VAG  
MIGRAINE MIRENA S  
PAIN SINGULAIR C  
IRON DEFICIENCY ANAEMIA ALBUTEROL C  
ASTHMA MAXALT C  
CONDITION AGGRAVATED AMERGE C  
POSTPARTUM DEPRESSION IBUPROFEN C  
SELF-INJURIOUS IDEATION LEXAPRO C  
PREMATURE LABOUR NEURONTIN C  
ROAD TRAFFIC ACCIDENT NIFEDIPINE C  
MENISCUS LESION METHOTREXATE C  
CHONDROMALACIA ZONEGRAN C  
ANTIPHOSPHOLIPID ANTIBODIES  
ATELECTASIS  
CONSTIPATION  
LABORATORY TEST ABNORMAL  
PLEURAL EFFUSION  
RECTAL HAEMORRHAGE  
VIRAL UPPER RESPIRATORY TRACT
INFECTION

 

7701341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2010 7701341 NON-EXPEDITED N US-PFIZER
INC-2010152076

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL NORPLANT S SUBCUTANEOUS UNK  PFIZER
EXPIRED DRUG ADMINISTERED  
PREGNANCY  
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7752516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2010 7752516 DIRECT N HO,DS,LT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING SEASONIQUE S 4/DAY TAPERING

DOSE
 

ANKLE FRACTURE  
DEEP VEIN THROMBOSIS  
FALL  
HAEMATOMA  
INTRA-ABDOMINAL HAEMATOMA  
NAUSEA  
OVERDOSE  
PAIN IN EXTREMITY  
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Detailed Report
7753210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2010 7753210 DIRECT N LT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S VAGINAL IUD 5 YR VAG  BAYER
AFFECTIVE DISORDER  
ASTHENIA  
BACK PAIN  
CHILLS  
CONFUSIONAL STATE  
CRYING  
DECREASED APPETITE  
DEPRESSION  
DISCOMFORT  
EMOTIONAL DISORDER  
FEELING ABNORMAL  
GENITAL PAIN  
HAIR GROWTH ABNORMAL  
HEADACHE  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
MENSTRUAL DISORDER  
MOOD SWINGS  
MUSCULOSKELETAL PAIN  
NAUSEA  
NECK PAIN  
PYREXIA  
RECTAL HAEMORRHAGE  
SWELLING  
VISUAL IMPAIRMENT  
VOMITING  
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7753252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2010 7753252 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST MIRENA S 15 MTH
ACNE  
DERMAL CYST  

7066781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2010 7066781 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2009243381

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION LYRICA S 100 mg, 2x/day  PFIZER
UNINTENDED PREGNANCY NORDETTE S UNK  
ABORTION INDUCED  
DRUG INEFFECTIVE  
MATERNAL EXPOSURE DURING PREGNANCY  

7711997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2010 7711997 EXPEDITED (15-DAY) N OT US-
WATSON-2010-15602

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION LEVONORGESTREL S ORAL 1st tablet PO within 72

hrs of unprotected sex,
2nd tablet PO

2 DAY WATSON

DEPRESSED MOOD VITAMINS C ORAL UNK  
METRORRHAGIA CALCIUM CARBONATE C ORAL takes OTC antacids  
ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  
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Detailed Report
7759827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2010 7759827 DIRECT Y OT 39 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S 4 MTH
DRUG INEFFECTIVE  
HYPERSENSITIVITY  
MEDICAL DEVICE COMPLICATION  
SLEEP DISORDER  
STRESS  
URTICARIA  

7757619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2010 7757619 DIRECT N HO,LT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ORAL ONCE DAILY PO 8 MTH

7760153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2010 7760153 DIRECT Y HO,OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  
BREAST MASS  
CHEST PAIN  
PAROSMIA  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7760184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2010 7760184 DIRECT N HO 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 5 YR
OVARIAN CYST  
VOMITING  

7716952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2010 7716952 NON-EXPEDITED N US-PFIZER
INC-2010166943

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER DEPO-PROVERA S INTRAMUSCULAR 1 injection q3 months

(1st injection)
 PFIZER

BACK PAIN LEVONORGESTREL S .75 mg, UNK, 1st tab
within 72h of
unprotected sex, 2nd tab
12h later

 

HEADACHE  

7760808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2010 7760808 DIRECT Y OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  BAYER
ABDOMINAL DISTENSION  
FATIGUE  
HAEMORRHAGE  
HEADACHE  
NAUSEA  
OVARIAN CYST  
OVARIAN CYST RUPTURED  
VOMITING  
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Detailed Report
7760868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2010 7760868 DIRECT N DS,LT,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC REACTION MIRENA S INTRAUTERINE 20 MCG PER DAY

INTRA-UTERINE
 BAYER

ANXIETY  
CHEST PAIN  
DIZZINESS  
DYSPNOEA  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
HEART RATE INCREASED  
MOOD SWINGS  
MUSCLE SPASMS  
NERVOUSNESS  
PAIN IN EXTREMITY  
PALPITATIONS  
SYNCOPE  
WEIGHT INCREASED  

7766044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2010 7766044 DIRECT RI 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION SEASONALE S ORAL 1 TAB QD PO  
ILEUS PARALYTIC  

7792773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2010 7792773 EXPEDITED (15-DAY) Y HO TPH-00308 30 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC FUNCTION ABNORMAL ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, QD ORAL  
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Detailed Report
7728157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2010 7728157 NON-EXPEDITED N US-PFIZER
INC-2010049021

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA DIFLUCAN S UNK  PFIZER

LEVONORGESTREL S ORAL 0.75 mg, UNK  

7678071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2010 7678071 EXPEDITED (15-DAY) Y HO TPH-00298 22 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL INFARCT ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DF, QD ORAL 183 DAY

PARADOXICAL EMBOLISM URSO 250 C  
GASTER C  

7735294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2010 7735294 EXPEDITED (15-DAY) Y OT US-BAYER-2010-005905 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE UNK  BAYER
GENITAL HAEMORRHAGE  

7735296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2010 7735296 EXPEDITED (15-DAY) Y OT US-BAYER-2010-005879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CALCINOSIS MIRENA S INTRAUTERINE UNK  BAYER
PELVIC PAIN MIRENA S UNK  BAYER
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Detailed Report
7736057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2010 7736057 EXPEDITED (15-DAY) Y OT CA-BAYER-2010-004735 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD CREATINE PHOSPHOKINASE
INCREASED

MIRENA S INTRAUTERINE UNK  BAYER

BLOOD ALKALINE PHOSPHATASE INCREASED CRESTOR C UNK  
ALANINE AMINOTRANSFERASE INCREASED  
BLOOD ALBUMIN DECREASED  

7769060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2010 7769060 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S  BAYER
BREAST CYST  
BREAST SWELLING  
FLUID RETENTION  
HEADACHE  
IRRITABILITY  
WEIGHT INCREASED  

7734771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2010 7734771 EXPEDITED (15-DAY) N OT US-BAYER-2010-005400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

7740109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2010 7740109 EXPEDITED (15-DAY) Y OT HU-BAYER-2010-005900 42 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST NEOPLASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
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Detailed Report
7740110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2010 7740110 EXPEDITED (15-DAY) N OT US-BAYER-2010-006252 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 Âµg/d, CONT 190 DAY BAYER
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

7749540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2010 7749540 EXPEDITED (15-DAY) Y HO 2010SP062292 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBCLAVIAN VEIN THROMBOSIS FOLLITROPIN BETA S SUBCUTANEOUS 150 IU; QD; SC, 225 IU;

ONCE; SC, 250 IU;
ONCE; SC

 

CHORIOGONADOTROPIN ALFA S SUBCUTANEOUS ; ONCE; SC  
ETHINYL ESTRADIOL
\LEVONORGESTREL

S ORAL 1 DF; QD; PO  

UROFOLLITROPIN S  

7772458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2010 7772458 DIRECT N DS,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
CHILLS  
LETHARGY  
METRORRHAGIA  
MUSCLE SPASMS  
PYREXIA  
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Detailed Report
7772181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2010 7772181 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S T-SHAPED IUD ONCE

EVERY 5 YEARS
INSERTED INTO
CERVIX

 BAYER

DEVICE DISLOCATION  

7742673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2010 7742673 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2010-005860 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE Daily dose 20 Âµg  BAYER
INFERTILITY FEMALE  
INTRA-ABDOMINAL HAEMORRHAGE  
PAIN  

7771860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2010 7771860 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S  
MATERNAL EXPOSURE BEFORE PREGNANCY  

7581954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7581954 EXPEDITED (15-DAY) Y OT IE-
BAYER-201038301GPV

30 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 Âµg (Daily Dose),

CONT, intra-uterine
1 DAY BAYER

RASH GENERALISED MEFENAMIC ACID C ORAL 1 DAY
EYE SWELLING  
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Detailed Report
7664252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7664252 EXPEDITED (15-DAY) N OT CA-
BAYER-201040256NA

51 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER RECURRENT MIRENA S INTRAUTERINE UNK 297 DAY BAYER

7665348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7665348 EXPEDITED (15-DAY) N OT CA-
BAYER-201040260NA

34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 577 DAY BAYER
DEPRESSION  
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Detailed Report
7744238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7744238 EXPEDITED (15-DAY) Y OT FR-
JNJFOC-20101207674

20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS REMICADE S INTRAVENOUS  
Maternal exposure during pregnancy REMICADE S INTRAVENOUS 5 infusions; dates

unspecified
 

INFUSION RELATED REACTION REMICADE S INTRAVENOUS 6th infusion  
CHEST PAIN REMICADE S INTRAVENOUS  
ABDOMINAL PAIN LOWER ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

URTICARIA HYDROCORTISONE C INTRAVENOUS 30 minutes prior to
infliximab, recombinant
infusion

 

WEIGHT DECREASED HYDROCORTISONE C INTRAVENOUS 30 minutes prior to
infliximab, recombinant
infusion

 

DIARRHOEA DESLORATADINE C ORAL 30 minutes prior to
infliximab, recombinant
infusion

 

SENSE OF OPPRESSION DESLORATADINE C ORAL 30 minutes prior to
infliximab, recombinant
infusion

 

MALAISE  

7744335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7744335 EXPEDITED (15-DAY) Y OT US-BAYER-2010-007044 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S  BAYER
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Detailed Report
7744766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7744766 NON-EXPEDITED N US-PFIZER
INC-2010178309

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS LYBREL S ORAL 1 DF, 1x/day  PFIZER
MALAISE CETIRIZINE HYDROCHLORIDE

AND PSEUDOEPHEDRINE
HYDROCHLORIDE

C  

MUSCLE SPASMS VIRAMYST C  
FATIGUE PROZAC C  
NASAL POLYPS LAMICTAL C  
CIRCUMSTANCE OR INFORMATION CAPABLE
OF LEADING TO MEDICATION ERROR

 

7777487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7777487 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S  BAYER
WEIGHT INCREASED  

7837081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 7837081 NON-EXPEDITED N HO TPH-00260 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION TRIPHASIL-21 S ORAL 1 TABLET, DAILY,

ORAL
 AKRIMAX

BLOOD PRESSURE INCREASED TRIVORA S ORAL 1 TABLET, DAILY,
ORAL

 WATSON

7788871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2011 7788871 DIRECT Y LT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S 2 YR BAYER
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Detailed Report
7677597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7677597 EXPEDITED (15-DAY) N LT GB-
BAYER-201047340GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK 1095 DAY BAYER

7747396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7747396 EXPEDITED (15-DAY) Y OT GB-
BAYER-201041506GPV

54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
DEVICE EXPULSION  

7747455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7747455 EXPEDITED (15-DAY) Y OT FI-BAYER-2010-006890 41 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VASCULAR THROMBOSIS MIRENA S INTRAUTERINE 20 Âµg, CONT  BAYER
MIGRAINE  

7774698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7774698 EXPEDITED (15-DAY) HO,OT TPH-00248 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 243 DAY

AMENORRHOEA UNCODEABLE
UNCLASSIFIABLE" (UNCODEABL
E "UNCLASSIFIABLE")

C  

HAEMORRHAGE IN PREGNANCY  
PREMATURE LABOUR  
PREMATURE RUPTURE OF MEMBRANES  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7777257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7777257 EXPEDITED (15-DAY) HO,OT TPH-00313 Unknown BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL  

MATERNAL DRUGS AFFECTING FOETUS HYDROCORTISONE C  
CAESAREAN SECTION  

7788603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2011 7788603 DIRECT N HO,DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
OVARIAN CYST  

7749292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2011 7749292 EXPEDITED (15-DAY) N OT US-BAYER-2010-004836 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
MOOD SWINGS  
NAUSEA  
VOMITING  

7777744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2011 7777744 EXPEDITED (15-DAY) Y OT,RI 1000017962 39 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE ESCITALOPRAM OXALATE S ORAL 40 MG (40 MG, 1 IN 1

D), ORAL
 

AMENORRHOEA MIRENA S INTRAUTERINE (52 MG),
INTRAUTERINE

 

OVERDOSE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7786057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2011 7786057 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
BACTERIAL INFECTION  
DEVICE ISSUE  
FATIGUE  
FEELING ABNORMAL  
INSOMNIA  
LIBIDO DECREASED  
NIGHT SWEATS  
SINUSITIS  
SKIN ODOUR ABNORMAL  
VAGINAL HAEMORRHAGE  

7791823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2011 7791823 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
DYSPAREUNIA  
DYSSTASIA  

7749967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2011 7749967 EXPEDITED (15-DAY) N OT CN-BAYER-2011-000753 41 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERIPHERAL VASCULAR DISORDER MIRENA S INTRAUTERINE 20 Âµg, Continuous  BAYER
AMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7749975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2011 7749975 EXPEDITED (15-DAY) Y OT CH-BAYER-2010-007653 39 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK 2141 DAY BAYER
PREMATURE MENOPAUSE CIPRALEX S ORAL Daily dose 40 mg  

CIPRALEX S  

7795859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2011 7795859 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S  
DEPRESSION  
PAIN  
WEIGHT INCREASED  

7633236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2011 7633236 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-201036806NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GALLBLADDER OPERATION  

7751470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2011 7751470 EXPEDITED (15-DAY) N OT US-BAYER-2010-009224 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE Daily dose 20 Âµg  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7751548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2011 7751548 EXPEDITED (15-DAY) Y OT CA-BAYER-2010-008618 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr,

Continuous
18 DAY BAYER

ABDOMINAL PAIN CIPRALEX C  
AFFECT LABILITY CYTOMEL C  
CONDITION AGGRAVATED DEXEDRINE C  
DIZZINESS DEXEDRINE C  
INCOHERENT IMITREX C  
PARAESTHESIA WELLBUTRIN C  
THINKING ABNORMAL  

7623228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2011 7623228 EXPEDITED (15-DAY) N OT CA-
BAYER-201036019NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM MIRENA S INTRAUTERINE  BAYER

7753265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2011 7753265 EXPEDITED (15-DAY) Y OT DK-BAYER-2010-008709 42 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S 20 Âµg, CONT 197 DAY BAYER
BREAST CANCER FEMALE  
BREAST DISCOMFORT  
FATIGUE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7754614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2011 7754614 NON-EXPEDITED N US-
ABBOTT-10P-163-06414
85-00

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA VICODIN S ORAL  
DIZZINESS LEVONORGESTREL S ORAL first dose 05:30am,

second dose 15 hours
later

 

ABDOMINAL PAIN  
DRUG INTERACTION  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

PRURITUS GENERALISED  
SKIN HAEMORRHAGE  

7755194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2011 7755194 NON-EXPEDITED N US-PFIZER
INC-2011004840

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CHANTIX S UNK  PFIZER
BREAST SWELLING MIRENA S UNK  
PELVIC DISCOMFORT  

7774671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2011 7774671 EXPEDITED (15-DAY) HO,OT TPH-00312 < 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL TRANSPLACENTAL  

CAESAREAN SECTION  
JAUNDICE NEONATAL  
MATERNAL DRUGS AFFECTING FOETUS  
SMALL FOR DATES BABY  

Page: 4,694 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7800650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2011 7800650 DIRECT Y OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION TRIVORA S ORAL ONE TABLET DAILY

PO
1 WEEK WATSON

ANXIETY  
FEELING ABNORMAL  
PRODUCT SUBSTITUTION ISSUE  

7757842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2011 7757842 EXPEDITED (15-DAY) N OT CA-BAYER-2011-002109 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S 20 mcg/24hr, CONT  BAYER
ABNORMAL WEIGHT GAIN  
AMENORRHOEA  
CONFUSIONAL STATE  
DEPRESSION  
DIZZINESS  
MENTAL DISORDER  
MIGRAINE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7757844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2011 7757844 EXPEDITED (15-DAY) Y OT US-BAYER-2011-001612 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDE ATTEMPT MIRENA S 20 mcg/24hr, CONT 47 DAY BAYER
DEPRESSED MOOD  
HEADACHE  
HYPERTENSION  
INSOMNIA  
NERVOUSNESS  
URTICARIA  
WEIGHT INCREASED  

7757845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2011 7757845 EXPEDITED (15-DAY) N OT US-BAYER-2011-000967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE Daily dose 20 Âµg  BAYER

8056851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2011 8056851 EXPEDITED (15-DAY) N OT BR-PFIZER INC-BR-
WYE-H08672509

25 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX INFLAMMATION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 tablet, 1x/day  PFIZER

BREAST DISCHARGE  
BREAST TENDERNESS  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MENSTRUATION DELAYED  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7759292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2011 7759292 EXPEDITED (15-DAY) N OT US-BAYER-2011-002931 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 274 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7801175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2011 7801175 DIRECT N HO,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S VAGINAL VAG  BAYER
ANXIETY  
DEPRESSION  
FATIGUE  
HAEMORRHAGE  
MOOD SWINGS  
PANIC ATTACK  
WEIGHT INCREASED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7180020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7180020 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200938676NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM YASMIN S ORAL 12 WEEKS,

FOLLOWED BY A 7
DAYS TABLET FREE
INTERVAL

2191 DAY BAYER

CHEST PAIN MIRENA S INTRAUTERINE Daily dose 20 Âµg  BAYER
URINARY TRACT INFECTION YAZ S UNK 258 DAY BAYER
BLADDER DILATATION UNKNOWN DRUG C UNKNOWN  
DYSURIA ASCORBIC ACID C UNKNOWN  
ABDOMINAL PAIN LOWER ALBUTEROL C UNKNOWN  
DYSPAREUNIA VANCERIL C UNKNOWN  

SEREVENT DISKUS C UNKNOWN  
SYMBICORT C UNKNOWN  
UNCODEABLE
"UNCLASSIFIABLE"

C UNKNOWN  

NSAID'S C UNKNOWN  
CLOBETASOL PROPIONATE C  
GAS-X C UNKNOWN  
IBUPROFEN C UNKNOWN  
CALCIUM CARBONATE C UNKNOWN  
VICODIN C UNKNOWN  

7690524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7690524 EXPEDITED (15-DAY) N AU-BAYER-2010-000019 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 94 DAY BAYER
DIARRHOEA  
DIZZINESS  
HYPERHIDROSIS  
NAUSEA  
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Detailed Report
7735117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7735117 EXPEDITED (15-DAY) N US-BAYER-2010-004880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S 20 mcg/24hr, continuous  BAYER
ANXIETY  
BACK PAIN  
DYSPNOEA  
HYPOAESTHESIA  

7757850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7757850 EXPEDITED (15-DAY) N OT BE-BAYER-2011-003396 38 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
PAIN IN EXTREMITY  

7761448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7761448 EXPEDITED (15-DAY) N OT US-BAYER-2010-001459 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
PLACENTA PRAEVIA  
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Detailed Report
7803783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7803783 DIRECT N HO,LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
AGITATION  
ANXIETY  
DEPRESSION  
DEVICE FAILURE  
DIZZINESS  
HEADACHE  
HOT FLUSH  
INFLUENZA LIKE ILLNESS  
MALAISE  
NAUSEA  
NO THERAPEUTIC RESPONSE  
PAIN  
PALPITATIONS  
PELVIC INFECTION  
PULMONARY THROMBOSIS  
PYREXIA  
SCAR  
VIRAL INFECTION  
VISION BLURRED  

7804167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2011 7804167 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7762286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2011 7762286 EXPEDITED (15-DAY) N OT CA-BAYER-2011-002819 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S UNK  BAYER
BLOOD PRESSURE NORMAL  

7714510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2011 7714510 EXPEDITED (15-DAY) Y HU-BAYER-2010-003820 34 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7748648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2011 7748648 EXPEDITED (15-DAY) N OT US-TEVA-261735USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

7763350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2011 7763350 EXPEDITED (15-DAY) N OT BR-
BAYER-201011000LA

30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1281 DAY BAYER

CAESAREAN SECTION  
FEELING ABNORMAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7763519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2011 7763519 NON-EXPEDITED N US-PFIZER
INC-2011010256

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS LYBREL S ORAL 90/20 ug, daily  PFIZER
UPPER RESPIRATORY TRACT CONGESTION ETHINYL ESTRADIOL

\NORGESTREL
S UNK  

COUGH METHIMAZOLE C UNK  
METRORRHAGIA  

7764320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2011 7764320 EXPEDITED (15-DAY) N OT CA-TEVA-262926USA 18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B S ORAL 2 tb (2X0.75 mg) Stat  DURAMED
ABDOMINAL PAIN LOWER  
DYSPNOEA  
NAUSEA  
VAGINAL HAEMORRHAGE  

7764816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7764816 NON-EXPEDITED N OT US-BAYER-2011-005168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
7764818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7764818 NON-EXPEDITED N US-BAYER-2011-005615 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S 20 Âµg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
BLOOD COUNT ABNORMAL  
PYREXIA  
VAGINAL HAEMORRHAGE  

7765768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7765768 NON-EXPEDITED Y US-PFIZER INC-US-
WYE-H14482510

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

NORPLANT S INTRADERMAL 6 capsules  PFIZER

7765769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7765769 NON-EXPEDITED Y US-PFIZER INC-US-
WYE-H08085209

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY NORPLANT S SUBCUTANEOUS 6 capsules  PFIZER
INCORRECT DRUG ADMINISTRATION
DURATION

 

7766240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7766240 NON-EXPEDITED N US-BAYER-2011-004909 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
7803114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7803114 DIRECT Y HO,LT,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S 4 YR BAYER

7805621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7805621 DIRECT N HO,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S  

7807470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2011 7807470 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  
ADNEXA UTERI PAIN  
GAIT DISTURBANCE  
INSOMNIA  
MOVEMENT DISORDER  
QUALITY OF LIFE DECREASED  

7766677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7766677 NON-EXPEDITED N US-BAYER-2011-005489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON CONTRACEPTIVE MIRENA S Daily dose 20 mcg/24hr  BAYER

7766679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7766679 NON-EXPEDITED N OT US-BAYER-2011-004886 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
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Detailed Report
7767387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7767387 NON-EXPEDITED Y DE-BAYER-2010-000870 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

LEVOTHYROXINE SODIUM C  
ROPINIROLE C  

7767388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7767388 NON-EXPEDITED N US-BAYER-2011-004183 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 Âµg/d, CONT  BAYER
DEVICE EXPULSION  

7767457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7767457 EXPEDITED (15-DAY) N OT US-TEVA-231550USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7767522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7767522 EXPEDITED (15-DAY) N OT US-
WATSON-2011-00204

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL 1st tablet taken more

than 72 hrs after
unprotected sex and 2nd
tablet 12 hrs later

2 DAY WATSON

ABDOMINAL PAIN LOWER  
DRUG INEFFECTIVE  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

VAGINAL DISCHARGE  
VULVOVAGINAL DISCOMFORT  

7805751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2011 7805751 DIRECT Y 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRA-CERVICAL INTRACERVIC  BAYER

7077926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7077926 NON-EXPEDITED N DS US-
BAYER-200928637NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION CLIMARA PRO S TRANSDERMAL 0.045 MG/DAY

ESTRADIOL AND 0.015
MG/DAY
LEVONORGESTREL

 BAYER

BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL 0.045 MG/DAY
ESTRADIOL AND 0.015
MG/DAY
LEVONORGESTREL

 BAYER

HOT FLUSH CLIMARA PRO S  BAYER
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7634548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7634548 NON-EXPEDITED Y OT US-
BAYER-201033384NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

7664005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7664005 NON-EXPEDITED Y HO,OT US-
BAYER-201040212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 Âµg, CONT 1438 DAY BAYER

7768173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7768173 NON-EXPEDITED N OT US-BAYER-2011-005083 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 Âµg, CONT  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

7768206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7768206 NON-EXPEDITED Y OT US-BAYER-2010-005254 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK 157 DAY BAYER
GAIT DISTURBANCE  
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Detailed Report
7768209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7768209 EXPEDITED (15-DAY) N OT BR-
BAYER-201021177LA

18 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAL HAEMORRHAGE LEVONORGESTREL S ORAL  BAYER
ANORECTAL DISORDER  
METRORRHAGIA  
NAUSEA  

7769102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7769102 EXPEDITED (15-DAY) N OT US-TEVA-263462USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
BLOOD URINE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
DRUG INEFFECTIVE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7769851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7769851 NON-EXPEDITED HO,OT US-BAYER-2011-005887 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 Âµg, CONT  BAYER
CHLAMYDIAL INFECTION  
PELVIC PAIN  
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Detailed Report
7769857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2011 7769857 NON-EXPEDITED N OT US-BAYER-2011-006005 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 Âµg, CONT 6 DAY BAYER
PAIN  

7770726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7770726 EXPEDITED (15-DAY) N OT US-BAYER-2011-005487 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
DIZZINESS  
HEADACHE  

7770727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7770727 NON-EXPEDITED N OT US-BAYER-2011-005747 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
ABDOMINAL PAIN  
INFECTION  
RASH  

7770730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7770730 NON-EXPEDITED N US-BAYER-2011-001132 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
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7770742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7770742 EXPEDITED (15-DAY) Y HO,OT NL-PFIZER
INC-2010180720

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC BYPASS LEVONORGESTREL S UNK  PFIZER
OVERWEIGHT  

7770971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7770971 NON-EXPEDITED N US-BAYER-2011-005892 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 Âµg/d, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7771946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2011 7771946 NON-EXPEDITED N US-BAYER-2011-005995 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 Âµg/d, CONT  BAYER
ACNE  
ANGER  
BACK PAIN  
LIBIDO DECREASED  
MOOD SWINGS  
MUSCULOSKELETAL STIFFNESS  

7663997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2011 7663997 EXPEDITED (15-DAY) N GB-
BAYER-201045107GPV

45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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7772893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2011 7772893 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2011011311

35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis TRIPHASIL-21 S UNK  PFIZER
PRURITUS TERBINAFINE S 1 DF, 1x/day  

TERBINAFINE S  

7810022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2011 7810022 DIRECT Y OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  
DYSMENORRHOEA  

7111272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2011 7111272 EXPEDITED (15-DAY) Y US-
BAYER-200931854NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION SYNTHROID C  
DEVICE DISLOCATION PRILOSEC C  

INSULIN NOS C  
TOPROL XL C  
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7727767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2011 7727767 EXPEDITED (15-DAY) N OT 2010SP060436 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

DEPENDENT PERSONALITY DISORDER  
EMOTIONAL DISORDER  
INCREASED APPETITE  
IRRITABILITY  
PHOBIA  
SUICIDAL IDEATION  
WEIGHT INCREASED  

7774277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2011 7774277 EXPEDITED (15-DAY) N OT US-TEVA-263721USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
Maternal exposure during pregnancy  
NAUSEA  
VAGINAL HAEMORRHAGE  

7774757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2011 7774757 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011013844

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION NORDETTE S ORAL UNK  PFIZER
METRORRHAGIA PHENYTOIN S UNK  
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Detailed Report
7668041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7668041 NON-EXPEDITED Y HO US-
BAYER-201040750NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER

7680570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7680570 NON-EXPEDITED N OT US-
BAYER-201041893NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7754941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7754941 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-000720 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

7776705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776705 NON-EXPEDITED N US-BAYER-2011-006337 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
VOMITING IN PREGNANCY  

7776852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776852 EXPEDITED (15-DAY) Y OT US-BAYER-2010-004293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S 20 mcg/24hr, UNK 15 DAY BAYER
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7776863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776863 EXPEDITED (15-DAY) Y OT US-BAYER-2011-007173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE continously  BAYER

7776867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776867 EXPEDITED (15-DAY) HO,OT US-BAYER-2011-007855 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE continously  BAYER

7776869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776869 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-004664 20 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TEMPORAL LOBE EPILEPSY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALTERED STATE OF CONSCIOUSNESS  

7776886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776886 NON-EXPEDITED Y HO DE-BAYER-2010-000555 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION OF ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, continuous 267 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

7776903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776903 NON-EXPEDITED N US-BAYER-2011-006332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK, CONT  BAYER
PREGNANCY  
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7776907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2011 7776907 NON-EXPEDITED HO,OT US-BAYER-2011-006365 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7046974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7046974 NON-EXPEDITED Y US-
BAYER-200925187NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  
POST PROCEDURAL COMPLICATION  

7065100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7065100 NON-EXPEDITED Y HO US-
BAYER-200926752NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  

7105292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7105292 NON-EXPEDITED Y US-
BAYER-200930973NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  
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7148467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7148467 NON-EXPEDITED N US-
BAYER-200935238NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  
NAUSEA  

7149554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7149554 NON-EXPEDITED Y OT US-
BAYER-200935376NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 159 DAY BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  

7345597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7345597 NON-EXPEDITED N US-
BAYER-201018184NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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7527840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7527840 EXPEDITED (15-DAY) N HO,OT BR-
BAYER-201017173LA

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS 365 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BEDRIDDEN  
GAIT DISTURBANCE  
Haemorrhage in pregnancy  

7594434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7594434 EXPEDITED (15-DAY) N OT US-
BAYER-201033703NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE DIASTOLIC INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

LISINOPRIL C  

7602547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7602547 EXPEDITED (15-DAY) Y HO FR-
BAYER-201039736GPV

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

DYSPNOEA  
LYMPH NODE PALPABLE  
ORAL MUCOSAL DISCOLOURATION  
OROPHARYNGEAL PAIN  
PHARYNGEAL OEDEMA  
SUFFOCATION FEELING  
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7657409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7657409 EXPEDITED (15-DAY) N HO US-
BAYER-201039350NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE CONTINUOUS 1342 DAY BAYER

7682662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7682662 EXPEDITED (15-DAY) Y OT DE-
BAYER-201047750GPV

38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPLENIC INFARCTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN UPPER  

7692573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7692573 NON-EXPEDITED Y OT US-BAYER-2010-000344 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 91 DAY BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
NAUSEA  
OVARIAN CYST  

7695996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7695996 NON-EXPEDITED Y OT US-BAYER-2010-000306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, continuous 973 DAY BAYER
MENSTRUATION IRREGULAR  
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7752759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7752759 NON-EXPEDITED Y OT US-BAYER-2010-009089 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 89 DAY BAYER

7777466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777466 NON-EXPEDITED Y US-BAYER-2010-002826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK 1341 DAY BAYER

7777559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777559 NON-EXPEDITED N US-BAYER-2010-003727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S UNK  BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

7777565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777565 EXPEDITED (15-DAY) Y HO US-
BAYER-201028795NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER YAZ S 1 UNK, UNK  BAYER
CHOLELITHIASIS MIRENA S UNK  BAYER
BILIARY COLIC MIRENA S UNK  BAYER
INJURY TYLENOL WITH CODEINE C  
PREGNANCY WITH CONTRACEPTIVE DEVICE GABAPENTIN C 300 mg, UNK  
HYPOAESTHESIA IBUPROFEN C  

OXYCODONE AND
ACETAMINOPHEN

C  

SERTRALINE HYDROCHLORIDE C 50 mg, UNK  
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7777584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777584 EXPEDITED (15-DAY) OT US-BAYER-2010-004664 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
AMENORRHOEA  
ASTHENIA  
DEVICE DISLOCATION  
HEADACHE  
NAUSEA  
VAGINAL HAEMORRHAGE  

7777587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777587 EXPEDITED (15-DAY) Y HO CH-BAYER-2010-001925 36 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S UNK 25 DAY BAYER

7777611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777611 NON-EXPEDITED Y OT CA-BAYER-2010-000289 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER
PAIN  

7777622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777622 NON-EXPEDITED N US-BAYER-2010-004659 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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7777646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777646 EXPEDITED (15-DAY) N OT BR-BAYER-2010-006181 42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DERMATITIS ALLERGIC ANESTHETICS, LOCAL C UNK 1 DAY
ABDOMINAL PAIN LOWER  
AURICULAR SWELLING  
EAR DISCOMFORT  
FORMICATION  
LYMPHADENOPATHY  
METRORRHAGIA  

7777735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777735 NON-EXPEDITED Y HO FR-BAYER-2010-006150 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
PRESYNCOPE  
PROCEDURAL PAIN  

7777760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777760 EXPEDITED (15-DAY) Y US-BAYER-2010-005245 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL DISEASE CARRIER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANTIBIOTIC RESISTANT STAPHYLOCOCCUS
TEST POSITIVE
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7777772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777772 EXPEDITED (15-DAY) Y HO DE-BAYER-2010-005705 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VESTIBULAR NEURONITIS MIRENA S UNK  BAYER
CARDIOVASCULAR DISORDER  
FALL  
NAUSEA  
VERTIGO  
VOMITING  

7777793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777793 NON-EXPEDITED Y US-BAYER-2010-009154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 362 DAY BAYER

7777794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777794 NON-EXPEDITED N OT US-BAYER-2010-009094 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, UNK  BAYER

7777798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777798 NON-EXPEDITED Y OT US-BAYER-2010-000132 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE continuous  BAYER

7777803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7777803 NON-EXPEDITED N OT US-BAYER-2010-009155 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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7778164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778164 EXPEDITED (15-DAY) Y HO FI-BAYER-2010-005720 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN GERM CELL TERATOMA BENIGN LEVONORGESTREL S UNK  BAYER

7778188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778188 EXPEDITED (15-DAY) N OT US-BAYER-2011-001535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER NECK SUSPENSION MIRENA S 20 µg, CONT 1825 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S 20 µg, CONT  BAYER

7778194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778194 EXPEDITED (15-DAY) N OT CN-BAYER-2011-002524 36 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL IMPAIRMENT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7778202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778202 EXPEDITED (15-DAY) Y HO DK-BAYER-2010-005875 31 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION MIRENA S UNK  BAYER
PRURITUS GENERALISED TRIPHASIL-21 C  
ABDOMINAL PAIN LOWER  
BLISTER  
GENITAL HAEMORRHAGE  
HYPERSENSITIVITY  
MOOD ALTERED  
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7778212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778212 NON-EXPEDITED Y HO,OT US-BAYER-2011-006367 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 29 DAY BAYER
MUSCLE SPASMS  

7778230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778230 EXPEDITED (15-DAY) Y HO FR-BAYER-2010-003135 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT 15 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GESTATIONAL TROPHOBLASTIC DETACHMENT  
MATERNAL EXPOSURE DURING PREGNANCY  
VAGINAL HAEMORRHAGE  

7778233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778233 EXPEDITED (15-DAY) N OT US-BAYER-2011-006007 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S UNK 1095 DAY BAYER
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

7778235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778235 EXPEDITED (15-DAY) N OT DE-BAYER-2010-000091 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S UNK  BAYER
ANXIETY  
HEART RATE INCREASED  
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7778249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778249 NON-EXPEDITED N OT US-BAYER-2010-005982 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S UNK  BAYER
DEVICE EXPULSION  
DYSPEPSIA  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY  
VOMITING  

7778252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778252 EXPEDITED (15-DAY) N OT US-BAYER-2011-005859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7778811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7778811 NON-EXPEDITED Y OT CO-
BAYER-201019342LA

35 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1095 DAY BAYER

ABORTION SPONTANEOUS  
MENSTRUATION DELAYED  

7809153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7809153 EXPEDITED (15-DAY) TPH-00318 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACCIDENTAL DRUG INTAKE BY CHILD ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 10 PILLS 1 DAY
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7810445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7810445 DIRECT N HO,DS,LT,OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S VAGINAL INSERTION AT TIME 6

YEARS VAG
 

ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
DIVORCED  
ECONOMIC PROBLEM  
EMOTIONAL DISORDER  
PYREXIA  
SUICIDAL IDEATION  
VOMITING  

7810464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2011 7810464 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
AMENORRHOEA  
ARTHRALGIA  
BACK PAIN  
FATIGUE  
HAEMORRHAGE  
MOOD SWINGS  
MUSCLE SPASMS  
PALPITATIONS  
PELVIC PAIN  
QUALITY OF LIFE DECREASED  
SUICIDAL IDEATION  
VAGINITIS BACTERIAL  
WEIGHT INCREASED  
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7536182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7536182 NON-EXPEDITED N OT US-
BAYER-201029870NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DIZZINESS VITAMIN B12 S Daily dose 500 mg  
BLOOD PRESSURE DECREASED  
DYSPNOEA  
FALL  
HYPOAESTHESIA  
INTERVERTEBRAL DISC PROTRUSION  
PARAESTHESIA  

7682661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7682661 EXPEDITED (15-DAY) Y OT AT-
BAYER-201047736GPV

45 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1857 DAY BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 777 DAY BAYER

7792047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792047 EXPEDITED (15-DAY) Y HO,DS UA-BAYER-2011-005729 53 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LEG AMPUTATION  
THROMBOPHLEBITIS  
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7792050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792050 EXPEDITED (15-DAY) OT US-BAYER-2011-007202 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7792055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792055 NON-EXPEDITED Y US-BAYER-2011-008456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

7792057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792057 NON-EXPEDITED Y OT US-BAYER-2011-006502 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7792864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792864 EXPEDITED (15-DAY) Y HO US-BAYER-2011-008448 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE UNK  BAYER

7792866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792866 NON-EXPEDITED Y OT US-BAYER-2011-008168 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE continuously  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
PAIN  
POST PROCEDURAL HAEMORRHAGE  

Page: 4,728 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7792868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792868 NON-EXPEDITED N US-BAYER-2011-008267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON CONTRACEPTIVE MIRENA S VAGINAL UNK  BAYER
DEVICE DISLOCATION  

7792874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792874 NON-EXPEDITED N OT US-BAYER-2011-007776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
PREGNANCY  
UTERINE PERFORATION  

7792875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792875 NON-EXPEDITED Y HO AT-BAYER-2010-004663 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
CYST ARTHROTEC C  
DYSMENORRHOEA UNCODEABLE

"UNCLASSIFIABLE"
C  

DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7792876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7792876 NON-EXPEDITED N OT US-BAYER-2011-007883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
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7816482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 7816482 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S  
ENDOMETRIOSIS  
PAIN  
POLYCYSTIC OVARIES  
URINARY TRACT INFECTION  
VAGINITIS BACTERIAL  
WEIGHT INCREASED  

8056816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2011 8056816 EXPEDITED (15-DAY) Y OT JP-PFIZER INC-JP-WYE-
H16789910

34 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS ACUTE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 Tablet 1 times per 1

Day
13 DAY PFIZER

ASCORBIC ACID\CALCIUM
PANTOTHENATE

C ORAL 3 DF, UNK  

ZOLOFT C ORAL UNK 13 DAY
ZOLOFT C ORAL UNK 5 DAY
ZOLOFT C ORAL UNK  
ZOMIG C ORAL UNK  
KEISHIBUKURYOUGAN C ORAL 22.5 mg, UNK 43 DAY
GASTER C  
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7570373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7570373 NON-EXPEDITED Y OT 236485USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE LOSEASONIQUE S (1 IN 1)  
ABDOMINAL PAIN UPPER  
DRUG INEFFECTIVE  
PREGNANCY ON ORAL CONTRACEPTIVE  
PREMATURE LABOUR  

7735071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7735071 EXPEDITED (15-DAY) Y OT FR-BAYER-2010-003237 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERPLASIA MIRENA S INTRAUTERINE 20 µg, CONT 295 DAY BAYER
ABDOMINAL DISCOMFORT  
ACNE  
MENORRHAGIA  
METRORRHAGIA  
NAUSEA  
VOMITING  

7794057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7794057 EXPEDITED (15-DAY) N OT US-BAYER-2011-008125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN ULCER MIRENA S UNK  BAYER
ABDOMINAL PAIN  
RASH MACULAR  
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7794105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7794105 NON-EXPEDITED Y HO US-BAYER-2011-009818 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE continuously  BAYER
PAIN  

7794108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7794108 NON-EXPEDITED N US-BAYER-2011-008367 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE ISSUE  
GENITAL HAEMORRHAGE  

7795234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7795234 NON-EXPEDITED Y OT IL-BAYER-2010-000094 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

7848067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2011 7848067 NON-EXPEDITED Y HO,OT 253041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT LOSEASONIQUE S ORAL ORAL  

LEVOTHYROXINE SODIUM C  
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7651626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7651626 NON-EXPEDITED N OT US-
BAYER-201038195NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION FEMALE MIRENA S INTRAUTERINE  BAYER
DEVICE DISLOCATION  
DYSURIA  
MENORRHAGIA  
VULVOVAGINAL PRURITUS  

7661205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7661205 NON-EXPEDITED Y OT US-
BAYER-201039496NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 35 DAY BAYER

ZOLOFT C ORAL 50 mg, UNK  
ALDOMET C ORAL 250 mg, UNK  

7714381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7714381 NON-EXPEDITED Y OT US-BAYER-2010-004632 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

7795617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7795617 NON-EXPEDITED Y OT NO-BAYER-2010-003380 41 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7795622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7795622 NON-EXPEDITED N US-BAYER-2011-008510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE continuously  BAYER
DEVICE DISLOCATION  

7796034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796034 NON-EXPEDITED Y OT US-BAYER-2011-008819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
DEVICE BREAKAGE  

7796145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796145 NON-EXPEDITED Y OT DE-
BAYER-201042394GPV

37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
1826 DAY BAYER

7796146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796146 EXPEDITED (15-DAY) Y OT US-BAYER-2011-001058 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNS SECOND DEGREE CLIMARA PRO S TRANSDERMAL UNK  BAYER
PRURITUS  
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7796149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796149 NON-EXPEDITED N US-BAYER-2011-008802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE  BAYER
DYSPEPSIA  
POLLAKIURIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7796176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796176 EXPEDITED (15-DAY) Y OT BE-BAYER-2010-002362 47 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S UNK 7 DAY BAYER

7796178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796178 EXPEDITED (15-DAY) N HO AU-BAYER-2010-000023 44 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S  BAYER

ESTRADERM C TRANSDERMAL Daily dose 75 µg  

7796180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796180 EXPEDITED (15-DAY) N HO IL-BAYER-2010-001462 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S UNK 189 DAY BAYER
AMENORRHOEA  
OVARIAN CYST  
PAIN  
PELVIC INFLAMMATORY DISEASE  
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7796182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7796182 NON-EXPEDITED N US-BAYER-2010-005559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 652 DAY BAYER

7814196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7814196 DIRECT N RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABLE BOWEL SYNDROME MIRENA S 7 MTH BAYER
DEPRESSION  
PARAESTHESIA  
WEIGHT DECREASED  

7816702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7816702 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS LOSEASONIQUE S ORAL 0.1 MG 1 TABLET A

DAY PO
 

ABNORMAL DREAMS  
ABNORMAL SLEEP-RELATED EVENT  

7821009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2011 7821009 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE INTRA-UTERINE  
METRORRHAGIA ZYRTEC C  

LAMICTAL C  
MULTI-VITAMIN C  
CALCIUM SUPP C  
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7663994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7663994 NON-EXPEDITED N OT US-
BAYER-201040327NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 246 DAY BAYER
DEVICE DISLOCATION  
HAEMORRHAGE  

7666026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7666026 NON-EXPEDITED N OT US-
BAYER-201040373NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 8 WEEKS POST

PARTUM
1 DAY BAYER

7666036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7666036 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201040407NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
LIBIDO DECREASED MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
AMENORRHOEA  
IRRITABILITY  
MIGRAINE  
PAIN  

7796944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7796944 NON-EXPEDITED N OT US-BAYER-2011-009801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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7796951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7796951 NON-EXPEDITED Y OT US-BAYER-2011-009926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

PELVIC PAIN  

7797586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7797586 NON-EXPEDITED Y OT DE-
BAYER-201042391GPV

27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
608 DAY BAYER

7797591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7797591 EXPEDITED (15-DAY) Y OT US-BAYER-2011-003505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S frequency: contineous 1 DAY BAYER
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7797593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7797593 EXPEDITED (15-DAY) Y HO,OT CA-
BAYER-201036473NA

32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE UNK  BAYER
WEIGHT INCREASED SYNTHROID C  
ANXIETY  
CIRCULATORY COLLAPSE  
CRYING  
DEPRESSION  
DIPLEGIA  
DIZZINESS  
DYSPHONIA  
FEELING HOT  
GENITAL HAEMORRHAGE  
HEADACHE  
HEAD DISCOMFORT  
VIITH NERVE PARALYSIS  

7797596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2011 7797596 NON-EXPEDITED N OT US-BAYER-2011-010074 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7013583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7013583 EXPEDITED (15-DAY) Y HO,LT,OT US-
BAYER-200922627NA

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER CLIMARA PRO S TRANSDERMAL 0.045/0.01 MG 281 DAY BAYER
PAIN ESTRATEST S 1.25 mg (Daily Dose), , 2423 DAY
DEPRESSION PROVERA S 2.5 mg (Daily Dose), ,  
NON-HODGKIN'S LYMPHOMA STAGE I COMBIPATCH S 50/140 0.05; 1410 DAY
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7013583
Preferred Term Product Role Route Dosage Text Duration Manufacturer

ESTRACE S 2 mg (Daily Dose), ,  
DEPO-ESTRADIOL S 5.0 73 DAY
TESTIM S 1% 5GM 371 DAY
MEDROXYPROGESTERONE
ACETATE

S 2.5 mg (Daily Dose), ,  

MEDROXYPROGESTERONE
ACETATE

S 2.5 mg (Daily Dose), ,  

CARDIZEM C  
CARDIZEM C  
INDERAL C ORAL  
INDERAL C  
ASPIRIN C  
DYAZIDE C  
PROMETHAZINE C  
LOVASTATIN C  
ACYCLOVIR C DAILY  
CLONAZEPAM C  
CLONAZEPAM C  
OXYCODONE HYDROCHLORIDE C  
OXYCODONE HYDROCHLORIDE C  
FENTANYL C  
TRAZODONE HYDROCHLORIDE C  
ZOCOR C  
PHENERGAN C ORAL 1-2 EVERY 6 HOURS

PRN
 

KLONOPIN C ORAL 1/2-1 TABLET TID  
CARDIZEM C ORAL  
PREVACID C  
OXYCONTIN C PATIENT CUTS IN

HALF
 

DURAGESIC C TRANSDERMAL ONE PLACED EVERY 6
DAYS.
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7013583
Preferred Term Product Role Route Dosage Text Duration Manufacturer

FLUCONAZOLE C  
NYSTATIN C  
DILTIAZEM C  
SUCRALFATE C  
TRAMADOL HYDROCHLORIDE C  
ACYCLOVIR C DAILY  
OXYCODONE HYDROCHLORIDE C  
DURAGESIC C TRANSDERMAL ONE PLACED EVERY 6

DAYS.
 

TRAMADOL HYDROCHLORIDE C  

7667986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7667986 EXPEDITED (15-DAY) N OT IE-
BAYER-201045092GPV

46 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

GENITAL HAEMORRHAGE  

7695953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7695953 NON-EXPEDITED Y OT US-BAYER-2010-000333 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1179 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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7778248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7778248 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-005374 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORGANISING PNEUMONIA MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
PYREXIA  

7798988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7798988 NON-EXPEDITED N OT US-BAYER-2011-010054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7799356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7799356 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2010-002465 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 2 DAY BAYER
CARDIOVASCULAR DISORDER  
CIRCULATORY COLLAPSE  
HAEMATOMA  
HAEMOGLOBIN DECREASED  
INJURY  

7799729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7799729 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-008811 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENECTOMY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
APHONIA  
FACIAL PAIN  
HEADACHE  
MIGRAINE  
SENSATION OF PRESSURE  
VIITH NERVE PARALYSIS  
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7799731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7799731 NON-EXPEDITED Y US-BAYER-2010-007127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

7800480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 7800480 EXPEDITED (15-DAY) Y OT US-BAYER-2011-011001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

BIOPSY CERVIX  
DEVICE DISLOCATION  

7824397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2011 7824397 DIRECT N 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
ABDOMINAL PAIN  
BREAST TENDERNESS  
CONSTIPATION  
IRRITABILITY  

7825968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2011 7825968 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S  
COITAL BLEEDING  
MENORRHAGIA  

Page: 4,743 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7836666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2011 7836666 EXPEDITED (15-DAY) OT TPH-00304 34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 10 DAYS OF PILL FREE

PERIOD
 

ABORTION SPONTANEOUS  
HAEMORRHAGE IN PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  

7440653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7440653 EXPEDITED (15-DAY) N OT US-
BAYER-201025736NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7594474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7594474 EXPEDITED (15-DAY) Y HO,CA,OT FR-
BAYER-201039070GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GROWTH RETARDATION MIRENA S TRANSPLACENTAL 20 µg (Daily Dose),

CONT, transplacental
 BAYER

MICROCEPHALY MIRENA S TRANSPLACENTAL 20 µg (Daily Dose),
CONT, transplacental

 BAYER

HYPOGLYCAEMIA  
PREMATURE BABY  
SMALL FOR DATES BABY  
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7651617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7651617 EXPEDITED (15-DAY) Y OT US-
BAYER-201038851NA

< 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL GROWTH RESTRICTION MIRENA S TRANSPLACENTAL  BAYER
SMALL FOR DATES BABY MIRENA S TRANSPLACENTAL  BAYER

7777485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7777485 NON-EXPEDITED Y US-BAYER-2010-000308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERCEPTED MEDICATION ERROR MIRENA S UNK  BAYER

MIRENA S UNK  BAYER
MIRENA S UNK  BAYER

7792432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7792432 NON-EXPEDITED N OT US-BAYER-2011-000451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT 730 DAY BAYER
ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  
MENSTRUATION DELAYED  
MUSCLE SPASMS  
PELVIC INFLAMMATORY DISEASE  
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7803311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803311 NON-EXPEDITED N US-BAYER-2011-008826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S 20 µg, ONCE 1095 DAY BAYER
AFFECT LABILITY  
CRYING  
HUMAN PAPILLOMA VIRUS TEST POSITIVE  
IRRITABILITY  

7803319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803319 NON-EXPEDITED Y OT US-BAYER-2011-011311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

7803335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803335 NON-EXPEDITED Y NO-BAYER-2010-006517 21 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE EXPULSION  

7803342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803342 NON-EXPEDITED N US-BAYER-2011-010749 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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7803345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803345 NON-EXPEDITED N US-BAYER-2011-010242 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

7803377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803377 EXPEDITED (15-DAY) Y CA ZA-BAYER-2011-011075 Unknown ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINA BIFIDA MIRENA S TRANSPLACENTAL  BAYER

7803383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7803383 NON-EXPEDITED N US-BAYER-2010-009328 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
NAUSEA  

7804594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7804594 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011023185

40 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
WEIGHT INCREASED  
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7825429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 7825429 DIRECT N DS,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S  BAYER
ACNE CYSTIC  
BACK PAIN  
HEADACHE  
MENSTRUAL DISORDER  
OLIGOMENORRHOEA  
PAIN IN EXTREMITY  
REFUSAL OF TREATMENT BY PATIENT  

8056716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2011 8056716 EXPEDITED (15-DAY) N OT AU-PFIZER
INC-2011023357

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  PFIZER

ANXIETY LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER
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6950935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 6950935 NON-EXPEDITED N OT US-
BAYER-200913416NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE CONTINUOUS 822 DAY BAYER
ABORTION SPONTANEOUS  
BACK PAIN  
BREAST PAIN  
DIZZINESS  
NAUSEA  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
URINARY TRACT INFECTION  
VAGINAL INFECTION  

7186770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7186770 NON-EXPEDITED Y US-
BAYER-200939507NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

ABDOMINAL PAIN LOWER XANAX C  
INCREASED APPETITE  
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7666042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7666042 EXPEDITED (15-DAY) Y OT US-
BAYER-201040188NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER OPERATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
851 DAY BAYER

AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PREGNANCY WITH IMPLANT CONTRACEPTIVE  

7679744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7679744 EXPEDITED (15-DAY) N OT US-
BAYER-201041798NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
29 DAY BAYER

DEPRESSED MOOD  
SUICIDAL IDEATION  

7773817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7773817 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011012680

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JAUNDICE NORDETTE S TRANSPLACENTAL 1 tablet per day  PFIZER
SPEECH DISORDER METHYLDOPA C TRANSPLACENTAL UNK  
CONSTIPATION FERROUS SULFATE C TRANSPLACENTAL  
Maternal exposure during pregnancy AAS C TRANSPLACENTAL  
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7796942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7796942 EXPEDITED (15-DAY) Y HO DE-BAYER-2011-008683 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S 20 µg, CONT  BAYER
CHOLELITHIASIS MIRENA S 20 µg, CONT  BAYER
CHOLECYSTITIS CHRONIC  

7800482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7800482 EXPEDITED (15-DAY) N OT BR-BAYER-2011-008673 28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S 20 µg, CONT  BAYER
SYNCOPE MIRENA S 20 µg, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  

7800493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7800493 EXPEDITED (15-DAY) N SG-BAYER-2011-008503 27 YR Female SGP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD URINE PRESENT  

7805293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805293 NON-EXPEDITED N US-BAYER-2011-011551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
PAIN  
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7805296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805296 EXPEDITED (15-DAY) Y HO UA-BAYER-2011-010327 34 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2190 DAY BAYER
AMENORRHOEA  
UTERINE POLYP  

7805298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805298 NON-EXPEDITED Y OT US-BAYER-2010-003486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7805309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805309 NON-EXPEDITED Y US-BAYER-2011-011356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

7805314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805314 NON-EXPEDITED Y OT US-BAYER-2011-010711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
DISCOMFORT  
MENORRHAGIA  
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7805315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805315 NON-EXPEDITED N OT US-BAYER-2011-010695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
DISCOMFORT  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7805329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805329 NON-EXPEDITED Y OT US-BAYER-2011-011490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER

7805330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805330 NON-EXPEDITED N US-BAYER-2011-011427 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7805333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805333 NON-EXPEDITED Y OT US-BAYER-2011-010889 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S UNK  BAYER
AMENORRHOEA  
MENORRHAGIA  

7805334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2011 7805334 NON-EXPEDITED N OT US-BAYER-2011-011920 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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7046981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7046981 EXPEDITED (15-DAY) Y OT US-
BAYER-200925434NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

CAESAREAN SECTION  
DEVICE DISLOCATION  
NAUSEA  

7368509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7368509 NON-EXPEDITED Y US-
BAYER-201019746NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
227 DAY BAYER

DEVICE EXPULSION  

7375832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7375832 NON-EXPEDITED Y OT US-
BAYER-201018666NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
533 DAY BAYER

MENORRHAGIA  
STILLBIRTH  

7605116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7605116 EXPEDITED (15-DAY) N HO US-
BAYER-201034346NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC BYPASS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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7615237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7615237 NON-EXPEDITED Y OT US-
BAYER-201035359NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE CONTINUOUS 1 DAY BAYER
NAUSEA  
PAIN  

7634572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7634572 NON-EXPEDITED N US-
BAYER-201034459NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
863 DAY BAYER

VAGINAL HAEMORRHAGE  

7653607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7653607 EXPEDITED (15-DAY) Y HO FR-
ABBOTT-10P-056-06820
12-00

48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS HUMIRA S  

METHOTREXATE S  
LEVONORGESTREL S  
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7662379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7662379 EXPEDITED (15-DAY) N OT CA-
BAYER-201039874NA

19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABNORMAL DREAMS  
AMNESIA  
DEPRESSION  
NERVOUSNESS  

7677583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7677583 EXPEDITED (15-DAY) N GB-
BAYER-201046898GPV

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 24 DAY BAYER
ABASIA  
ABDOMINAL PAIN  
DYSPNOEA  
EATING DISORDER  
INSOMNIA  
NAUSEA  
PAIN  
THINKING ABNORMAL  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

Page: 4,756 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7772460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7772460 EXPEDITED (15-DAY) N BR-BAYER-2011-005332 28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AGITATION  
APHAGIA  
DISTURBANCE IN ATTENTION  
HYPOMENORRHOEA  
INSOMNIA  
NIGHTMARE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE ENLARGEMENT  

7799728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7799728 EXPEDITED (15-DAY) Y OT AR-BAYER-2011-008785 51 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7806829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806829 EXPEDITED (15-DAY) Y OT US-BAYER-2010-004732 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7806832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806832 NON-EXPEDITED Y OT US-BAYER-2011-011733 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE UNK UNK, CONT 127 DAY BAYER
ABDOMINAL PAIN  
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7806833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806833 NON-EXPEDITED Y US-BAYER-2010-006784 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 190 DAY BAYER

7806848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806848 NON-EXPEDITED N OT ES-BAYER-2010-007715 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOVULATORY CYCLE MIRENA S INTRAUTERINE UNK 1460 DAY BAYER
MENSTRUAL DISORDER  

7806865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806865 EXPEDITED (15-DAY) N GB-BAYER-2011-007591 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
GENITAL INFECTION FEMALE  
VAGINAL DISCHARGE  

7806866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7806866 NON-EXPEDITED N US-
BAYER-201028911NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 143 DAY BAYER
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7807199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7807199 NON-EXPEDITED Y US-
BAYER-201021371NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

7807201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7807201 NON-EXPEDITED Y US-BAYER-2010-006743 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7807204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7807204 NON-EXPEDITED US-BAYER-2010-005831 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7807627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7807627 NON-EXPEDITED N OT US-BAYER-2010-005526 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
7831364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7831364 DIRECT N DS,LT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20MCG DAILY INTRA-

UTERINE
 BAYER

DEVICE DISLOCATION  
ECONOMIC PROBLEM  
ECTOPIC PREGNANCY  
HAEMORRHAGE  
MATERNAL EXPOSURE DURING PREGNANCY  

7845449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2011 7845449 EXPEDITED (15-DAY) DE,HO TPH-00322 19 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETCHING ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

DIZZINESS BIOTONICO C  
ASTHENIA  
HEADACHE  

7345593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7345593 EXPEDITED (15-DAY) N OT US-
BAYER-201018187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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7465277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7465277 NON-EXPEDITED Y OT US-
BAYER-201026641NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7639826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7639826 NON-EXPEDITED Y OT US-
BAYER-201037724NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7668016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7668016 NON-EXPEDITED Y OT US-
BAYER-201040769NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
210 DAY BAYER

ABORTION SPONTANEOUS  
MENSTRUATION DELAYED  
MUSCLE SPASMS  

7797585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7797585 NON-EXPEDITED N OT US-BAYER-2010-007335 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
7808373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808373 NON-EXPEDITED US-BAYER-2010-007036 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7808376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808376 NON-EXPEDITED Y OT US-BAYER-2011-012563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7808377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808377 NON-EXPEDITED Y US-
BAYER-201041105NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

7808378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808378 EXPEDITED (15-DAY) Y OT DK-BAYER-2010-000381 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK 113 DAY BAYER
RETINAL DETACHMENT  

7808379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808379 NON-EXPEDITED Y US-
BAYER-201041135NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
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7808380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808380 EXPEDITED (15-DAY) N OT US-BAYER-2010-009092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS CLIMARA PRO S UNK 30 DAY BAYER
ERYTHEMA  
OVARIAN CYST  
THELITIS  

7808381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808381 NON-EXPEDITED Y US-
BAYER-201041369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7808382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808382 EXPEDITED (15-DAY) N OT US-BAYER-2011-012048 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT MIRENA S INTRAUTERINE continuously  BAYER
ABDOMINAL PAIN  

7808385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808385 NON-EXPEDITED N US-
BAYER-201041126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S 20 mcg/24hr, CONT  BAYER

7808392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808392 NON-EXPEDITED N OT US-BAYER-2011-012907 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 357 DAY BAYER
PAIN  
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7808475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808475 NON-EXPEDITED Y US-BAYER-2010-003830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 346 DAY BAYER

7808514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808514 NON-EXPEDITED Y US-BAYER-2010-006786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7808655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808655 NON-EXPEDITED N US-
BAYER-201021096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S 20 µg/d, UNK  BAYER
BACK PAIN  

7808657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808657 NON-EXPEDITED Y US-
BAYER-201041115NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
INSOMNIA  

7808773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808773 NON-EXPEDITED Y US-BAYER-2011-012862 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
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Detailed Report
7808778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808778 NON-EXPEDITED Y US-BAYER-2010-004291 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7808779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808779 NON-EXPEDITED N US-
BAYER-201041122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7808780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808780 NON-EXPEDITED Y US-BAYER-2010-005561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 mcg/mL 16 DAY BAYER

7808781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808781 NON-EXPEDITED Y US-BAYER-2011-002587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
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Detailed Report
7808783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808783 NON-EXPEDITED N US-BAYER-2010-009286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BREAST ENGORGEMENT  
DECREASED APPETITE  
FATIGUE  
MOOD SWINGS  
PAIN  
WEIGHT DECREASED  

7808946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808946 NON-EXPEDITED N US-
BAYER-201028965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

7808948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7808948 NON-EXPEDITED N US-
BAYER-201028971NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

7809318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7809318 NON-EXPEDITED N OT US-BAYER-2011-012848 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
7834771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2011 7834771 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S 1 5YEARS 5 YR
ABDOMINAL DISTENSION  
ANXIETY  
APATHY  
FATIGUE  
FEELING ABNORMAL  
FLATULENCE  
FUNGAL INFECTION  
LIBIDO DECREASED  
PAIN  

7777733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7777733 NON-EXPEDITED N OT US-BAYER-2010-005862 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 29 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

7810678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810678 NON-EXPEDITED Y US-BAYER-2010-000389 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 8 DAY BAYER
PAIN  

7810679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810679 NON-EXPEDITED N US-BAYER-2010-006919 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
7810680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810680 NON-EXPEDITED Y US-BAYER-2010-005406 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7810682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810682 NON-EXPEDITED Y US-BAYER-2010-005542 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 579 DAY BAYER
VAGINAL HAEMORRHAGE  

7810683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810683 NON-EXPEDITED Y US-BAYER-2010-000426 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 109 DAY BAYER

7810684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810684 NON-EXPEDITED US-BAYER-2010-005832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER

7810685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810685 NON-EXPEDITED Y US-BAYER-2010-002755 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
7810686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7810686 NON-EXPEDITED N US-
BAYER-201041107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
AMENORRHOEA  
BACK PAIN  
GENITAL HAEMORRHAGE  

7811101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7811101 EXPEDITED (15-DAY) N OT US-BAYER-2011-011482 41 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg/d, CONT 377 DAY BAYER
PAPILLOMA VIRAL INFECTION  

7811102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7811102 EXPEDITED (15-DAY) N OT CA-BAYER-2011-011300 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 µg, CONT 1095 DAY BAYER
AMENORRHOEA  

7811113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7811113 NON-EXPEDITED N OT US-BAYER-2011-011472 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE continuously  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7811124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7811124 NON-EXPEDITED Y HO,OT US-BAYER-2010-005552 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 50 DAY BAYER

7811286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7811286 EXPEDITED (15-DAY) N OT US-TEVA-266157USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION PLAN B ONE-STEP S ORAL  DURAMED
HEART RATE INCREASED  
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Detailed Report
7836848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7836848 DIRECT N HO,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ANXIETY  
BACK PAIN  
CHILLS  
CONFUSIONAL STATE  
FATIGUE  
FEELING OF BODY TEMPERATURE CHANGE  
HEADACHE  
HYPOAESTHESIA  
ILL-DEFINED DISORDER  
IMMUNE SYSTEM DISORDER  
METRORRHAGIA  
MUSCLE SPASMS  
NAUSEA  
PAIN IN EXTREMITY  
PARAESTHESIA  
PHARYNGITIS STREPTOCOCCAL  
PYREXIA  

7837053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2011 7837053 DIRECT Y HO,OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM MIRENA S  BAYER

7812160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812160 NON-EXPEDITED N US-BAYER-2010-001294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 106 DAY BAYER
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Detailed Report
7812161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812161 NON-EXPEDITED N US-
BAYER-201041113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, UNK  BAYER

7812166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812166 NON-EXPEDITED N US-
BAYER-201041118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  BAYER

7812168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812168 NON-EXPEDITED Y OT US-BAYER-2011-012749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7812201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812201 NON-EXPEDITED Y OT US-BAYER-2011-012107 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE continuously  BAYER
ABDOMINAL PAIN  

7812202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812202 NON-EXPEDITED N US-BAYER-2010-000945 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 215 DAY BAYER
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Detailed Report
7812204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812204 NON-EXPEDITED N OT US-BAYER-2011-012885 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

7812519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812519 NON-EXPEDITED Y US-BAYER-2010-003491 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 27 DAY BAYER

7812521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812521 NON-EXPEDITED Y US-BAYER-2010-003837 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7812522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7812522 NON-EXPEDITED Y US-BAYER-2010-003725 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7843586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2011 7843586 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S VAGINAL EVERY 5 YEARS VAG  BAYER
ACNE  
AGGRESSION  
AMENORRHOEA  
CRYING  
DEPRESSION  
DYSMENORRHOEA  
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Detailed Report
7399865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7399865 EXPEDITED (15-DAY) Y HO,DS,LT,OT GB-
BAYER-201025712GPV

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STREPTOCOCCAL SEPSIS MIRENA S INTRAUTERINE  BAYER
CARDIAC ARREST  
DISSEMINATED INTRAVASCULAR
COAGULATION

 

EXTREMITY NECROSIS  
FATIGUE  
HYPOTENSION  
MALAISE  
MYALGIA  
NECROTISING FASCIITIS STREPTOCOCCAL  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  
SEPTIC SHOCK  
TACHYCARDIA  
TACHYPNOEA  

7416667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7416667 NON-EXPEDITED N OT US-
BAYER-201022765NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
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Detailed Report
7586699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7586699 NON-EXPEDITED Y US-
BAYER-201031701NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PREGNANCY  

7601013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7601013 NON-EXPEDITED N US-
BAYER-201033850NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 12 DAY BAYER
PELVIC PAIN  

7679745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7679745 NON-EXPEDITED Y OT US-
BAYER-201041772NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7747458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7747458 EXPEDITED (15-DAY) Y HO,LT CA-BAYER-2010-006912 46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL TEST POSITIVE MIRENA S UNK  BAYER
PELVIC PAIN  
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Detailed Report
7813963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813963 NON-EXPEDITED Y US-BAYER-2010-000628 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

7813964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813964 NON-EXPEDITED US-BAYER-2010-005906 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

7813966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813966 NON-EXPEDITED Y US-BAYER-2010-003868 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 140 DAY BAYER

7813967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813967 NON-EXPEDITED Y US-BAYER-2010-007513 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 579 DAY BAYER
VAGINAL HAEMORRHAGE  

7813969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813969 NON-EXPEDITED N US-BAYER-2010-004063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

7813980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813980 NON-EXPEDITED N US-BAYER-2010-000441 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7813981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813981 NON-EXPEDITED N US-BAYER-2010-000816 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

7813982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813982 NON-EXPEDITED N US-BAYER-2010-004118 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7813984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813984 NON-EXPEDITED N US-BAYER-2010-000363 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7813985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813985 NON-EXPEDITED N US-BAYER-2011-001669 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

7813988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7813988 NON-EXPEDITED N US-BAYER-2010-003959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
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Detailed Report
7814032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814032 EXPEDITED (15-DAY) N OT US-BAYER-2011-012553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  

7814047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814047 NON-EXPEDITED N OT US-BAYER-2011-012167 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEHYDRATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
CONSTIPATION  
STOMACH MASS  
WEIGHT INCREASED  

7814048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814048 NON-EXPEDITED Y US-BAYER-2011-012566 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
BACK PAIN  
Haemorrhage in pregnancy  
HYPOMENORRHOEA  
PAIN  
PENILE PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7814050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814050 NON-EXPEDITED N OT US-BAYER-2011-012548 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

7814054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814054 NON-EXPEDITED N OT US-BAYER-2010-003521 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S UNK  BAYER
DEVICE EXPULSION  

7814064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7814064 NON-EXPEDITED Y OT US-BAYER-2011-013170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
ABORTION SPONTANEOUS  

7815065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815065 NON-EXPEDITED Y US-BAYER-2010-000634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 361 DAY BAYER
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7815067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815067 NON-EXPEDITED Y US-BAYER-2010-004316 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

Page: 4,779 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7815068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815068 NON-EXPEDITED N US-BAYER-2010-007159 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

7815069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815069 NON-EXPEDITED N US-BAYER-2010-005907 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

7815071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815071 NON-EXPEDITED N US-BAYER-2010-000907 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
OROPHARYNGEAL PAIN  
PYREXIA  

7815223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815223 EXPEDITED (15-DAY) Y HO GB-BAYER-2011-012786 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7815233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815233 NON-EXPEDITED N OT US-BAYER-2011-014078 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
UTERINE PAIN  
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Detailed Report
7815293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815293 NON-EXPEDITED N US-BAYER-2010-005395 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER

7815669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815669 EXPEDITED (15-DAY) Y OT GXKR2011DE00927 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY LEVONORGESTREL S ORAL 1.5 mg, ONCE/SINGLE  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ADNEXA UTERI PAIN  
AGITATION  
BURNING SENSATION  
CRYING  
DEPRESSED MOOD  
DIARRHOEA  
DIZZINESS  
EMOTIONAL DISORDER  
FEMALE ORGASMIC DISORDER  
GENERAL PHYSICAL CONDITION ABNORMAL  
HORMONE LEVEL ABNORMAL  
HYPOAESTHESIA  
INFERTILITY FEMALE  
INSOMNIA  
LIBIDO DECREASED  
LUTEAL PHASE DEFICIENCY  
MENORRHAGIA  
MENSTRUAL DISORDER  
MENSTRUATION IRREGULAR  
METRORRHAGIA  
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Detailed Report
7815669
Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA  
OESTRADIOL INCREASED  
PARAESTHESIA  
PERIPHERAL VASCULAR DISORDER  
POLYMENORRHOEA  
PROGESTERONE DECREASED  
SENSORY DISTURBANCE  
SLEEP DISORDER  
VOMITING  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL DRYNESS  

7815952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815952 NON-EXPEDITED Y US-BAYER-2010-005423 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

7815953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815953 NON-EXPEDITED Y US-BAYER-2010-009327 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 249 DAY BAYER

7815955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815955 NON-EXPEDITED Y US-BAYER-2010-005528 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER
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Detailed Report
7815956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7815956 NON-EXPEDITED Y US-BAYER-2010-004661 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

7838631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7838631 DIRECT N HO 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S  
DIZZINESS  
HAEMORRHAGE  
PAIN  
PROCEDURAL PAIN  

7843464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2011 7843464 DIRECT Y 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
DIZZINESS  
DYSPAREUNIA  
FALL  
FUNGAL INFECTION  
LIBIDO DECREASED  
MIGRAINE  
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Detailed Report
7095388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7095388 NON-EXPEDITED Y OT US-
BAYER-200930427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DEVICE DISLOCATION  

7190948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7190948 NON-EXPEDITED N OT US-
BAYER-200937532NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE CONTINUOUS  BAYER
WEIGHT INCREASED MIRENA S  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7287659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7287659 NON-EXPEDITED Y US-
BAYER-201013892NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 18 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
18 DAY BAYER

CYMBALTA C ORAL Daily dose 25 mg  
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7692110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7692110 NON-EXPEDITED N OT US-
BAYER-201042121NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7792858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7792858 EXPEDITED (15-DAY) N OT DE-BAYER-2011-008638 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S UNK  BAYER
ACNE  
ANXIETY  
BACK PAIN  
DIZZINESS  
HEADACHE  
PANIC REACTION  
SLEEP DISORDER  

7816584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816584 NON-EXPEDITED N US-BAYER-2010-007495 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

7816586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816586 NON-EXPEDITED Y US-BAYER-2010-004466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7816589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816589 NON-EXPEDITED N US-BAYER-2010-006833 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

MIRENA S 20 µg/d, CONT  BAYER

7816590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816590 NON-EXPEDITED N US-BAYER-2010-003757 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
GASTROINTESTINAL MOTILITY DISORDER  

7816591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816591 NON-EXPEDITED US-BAYER-2010-007379 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ERYTHEMA MIRENA S  BAYER

7816592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816592 NON-EXPEDITED N US-BAYER-2010-007463 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7816593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816593 NON-EXPEDITED N US-BAYER-2010-007494 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
7816594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816594 NON-EXPEDITED N US-BAYER-2010-007179 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 719 DAY BAYER

7816765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816765 NON-EXPEDITED N US-BAYER-2010-004465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7816779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816779 NON-EXPEDITED Y US-BAYER-2010-000991 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7816781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816781 NON-EXPEDITED Y US-BAYER-2010-001298 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

7816782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816782 NON-EXPEDITED US-BAYER-2010-007507 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7816783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816783 NON-EXPEDITED Y US-BAYER-2010-007508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7816784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816784 NON-EXPEDITED N US-
BAYER-201019316NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7816816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7816816 EXPEDITED (15-DAY) N OT US-BAYER-2011-012920 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL CYST MIRENA S INTRAUTERINE 1 unit  BAYER
ABDOMINAL PAIN ANTIBIOTICS C  
ABDOMINAL TENDERNESS  
FUNGAL INFECTION  

7817566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817566 NON-EXPEDITED N US-BAYER-2010-003669 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

7817567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817567 NON-EXPEDITED N US-BAYER-2011-000505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

7817568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817568 NON-EXPEDITED N US-BAYER-2010-004662 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, QD 15 DAY BAYER
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7817569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817569 NON-EXPEDITED Y US-BAYER-2010-005426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7817570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817570 NON-EXPEDITED Y US-BAYER-2010-005538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE  

7817571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817571 NON-EXPEDITED Y US-BAYER-2010-001042 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7817573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817573 NON-EXPEDITED Y US-BAYER-2010-003985 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
ABDOMINAL PAIN LOWER  

7817577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817577 NON-EXPEDITED Y US-BAYER-2010-004014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
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Detailed Report
7817681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817681 NON-EXPEDITED OT US-BAYER-2011-013982 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

7817720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2011 7817720 NON-EXPEDITED N US-BAYER-2011-014991 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7605031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7605031 NON-EXPEDITED N OT US-
BAYER-201033938NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
73 DAY BAYER

POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7637222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7637222 NON-EXPEDITED Y OT US-
BAYER-201036834NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
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Detailed Report
7665355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7665355 EXPEDITED (15-DAY) Y DS IE-
BAYER-201044197GPV

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

FLUTICASONE PROPIONATE
\SALMETEROL XINAFOATE

C 1 mg (Daily Dose), BID,  

FLUTICASONE PROPIONATE C 1 mg (Daily Dose), BID,  
SALMETEROL XINAFOATE C 1 mg (Daily Dose), BID,  
HYDROCORTISONE C TOPICAL  
VENTOLIN C  
VALTREX C 1 g (Daily Dose), BID,  
VALTREX C 1 g (Daily Dose), BID,  
VALTREX C  
TRIPTORELIN ACETATE C  
CYPROTERONE ACETATE C  
CYPROTERONE ACETATE C  
VALTREX C 1 g (Daily Dose), BID,  
VALTREX C  
CYPROTERONE ACETATE C  

7677596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7677596 NON-EXPEDITED N OT US-
BAYER-201041851NA

32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
PROCEDURAL PAIN  

Page: 4,791 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7795650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7795650 EXPEDITED (15-DAY) Y OT NL-BAYER-2011-003428 19 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S 20 mcg/24hr, continuous  BAYER
PROCEDURAL PAIN  

7818422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818422 NON-EXPEDITED Y US-BAYER-2011-001595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7818423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818423 NON-EXPEDITED US-BAYER-2010-005910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DIFFICULT TO USE  

7818426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818426 NON-EXPEDITED N US-BAYER-2010-003994 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  

7818427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818427 NON-EXPEDITED Y US-BAYER-2010-000992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7818428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818428 NON-EXPEDITED N US-BAYER-2010-005532 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
ABDOMINAL PAIN LOWER  

7818429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818429 NON-EXPEDITED Y US-BAYER-2010-001115 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

7818430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818430 NON-EXPEDITED N US-BAYER-2010-003672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  

7818431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818431 NON-EXPEDITED N US-BAYER-2010-004305 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER

7818433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818433 NON-EXPEDITED N US-
BAYER-201041912NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
357 DAY BAYER
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Detailed Report
7818434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818434 NON-EXPEDITED Y US-BAYER-2010-001297 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 290 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

7818437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818437 NON-EXPEDITED N US-BAYER-2011-007187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
VAGINAL HAEMORRHAGE  

7818439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818439 NON-EXPEDITED Y US-BAYER-2010-007492 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 735 DAY BAYER

7818709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818709 NON-EXPEDITED Y US-BAYER-2010-004315 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

7818710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818710 NON-EXPEDITED N US-BAYER-2010-007232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
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Detailed Report
7818711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818711 NON-EXPEDITED Y US-BAYER-2010-004306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7818712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7818712 NON-EXPEDITED N US-BAYER-2010-003931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7819463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819463 NON-EXPEDITED N US-BAYER-2010-000967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

7819464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819464 NON-EXPEDITED Y US-BAYER-2010-004310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

7819465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819465 NON-EXPEDITED Y US-BAYER-2010-005407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7819466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819466 NON-EXPEDITED US-BAYER-2011-006584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
7819467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819467 NON-EXPEDITED N US-BAYER-2010-007359 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 224 DAY BAYER
DEVICE DISLOCATION  

7819468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819468 NON-EXPEDITED N US-BAYER-2010-004080 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 95 DAY BAYER

7819469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819469 NON-EXPEDITED N US-BAYER-2010-007499 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7819470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819470 NON-EXPEDITED Y OT RU-BAYER-2010-000209 30 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED MIRENA S INTRAUTERINE UNK 1202 DAY BAYER
BREAST PAIN  
OVARIAN CYST  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7819471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819471 NON-EXPEDITED Y US-BAYER-2010-004079 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISTURBANCE IN ATTENTION MIRENA S UNK  BAYER
FATIGUE  
FEELING ABNORMAL  
IRRITABILITY  
PREMENSTRUAL SYNDROME  

7819472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7819472 NON-EXPEDITED N CL-BAYER-2011-002256 46 YR Female CHL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d 22 DAY BAYER

7846401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2011 7846401 DIRECT Y 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
COMPLICATION OF DEVICE REMOVAL  
DEVICE EXPULSION  

7663999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7663999 NON-EXPEDITED N OT US-
BAYER-201040215NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 865 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7698552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7698552 EXPEDITED (15-DAY) Y HO,OT IL-BAYER-2010-000139 37 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

7749955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7749955 NON-EXPEDITED Y US-BAYER-2010-009105 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT 288 DAY BAYER

7777702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7777702 EXPEDITED (15-DAY) N OT US-BAYER-2010-007080 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN NEOPLASM MIRENA S 20 µg/d, CONT 1825 DAY BAYER
PELVIC PAIN MIRENA S  BAYER

7819986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819986 NON-EXPEDITED N US-BAYER-2010-004117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7819987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819987 NON-EXPEDITED US-BAYER-2010-007041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
7819988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819988 NON-EXPEDITED Y US-BAYER-2010-001037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

7819989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819989 NON-EXPEDITED Y US-BAYER-2010-001308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 47 DAY BAYER

7819990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819990 NON-EXPEDITED Y US-BAYER-2010-004299 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7819992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819992 NON-EXPEDITED N US-BAYER-2010-007376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7819993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819993 NON-EXPEDITED Y US-BAYER-2010-007498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
7819994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819994 NON-EXPEDITED Y US-BAYER-2011-004230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE EXPULSION  

7819995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819995 NON-EXPEDITED N US-BAYER-2010-004074 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  

7819996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819996 NON-EXPEDITED N US-BAYER-2010-007358 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 270 DAY BAYER

7819997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819997 NON-EXPEDITED N US-BAYER-2010-004323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7819999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7819999 NON-EXPEDITED US-BAYER-2010-007353 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
7820000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820000 NON-EXPEDITED N US-BAYER-2011-000081 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7820001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820001 NON-EXPEDITED N US-BAYER-2010-007500 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7820002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820002 NON-EXPEDITED US-BAYER-2010-006920 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7820005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820005 NON-EXPEDITED Y US-BAYER-2010-007033 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE DISCOMFORT  

7820006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820006 NON-EXPEDITED N US-BAYER-2010-004460 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7820008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820008 NON-EXPEDITED N US-BAYER-2010-004303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
7820009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820009 NON-EXPEDITED N US-BAYER-2010-004317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 30 DAY BAYER
GENITAL HAEMORRHAGE  

7820011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820011 NON-EXPEDITED US-BAYER-2010-005911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

7820013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820013 NON-EXPEDITED N US-BAYER-2010-005994 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

7820014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820014 NON-EXPEDITED Y US-BAYER-2010-005527 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 181 DAY BAYER

7820015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820015 NON-EXPEDITED Y US-BAYER-2010-006805 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7820016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820016 NON-EXPEDITED Y US-BAYER-2010-005803 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 371 DAY BAYER
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Detailed Report
7820220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820220 EXPEDITED (15-DAY) Y OT B0699951A 20 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION LAMOTRIGINE S UNKNOWN 150MG per day  GLAXOSMITHKLINE
DEPRESSION IMPLANON S UNKNOWN  
UTERINE HAEMORRHAGE LEVONORGESTREL S UNKNOWN  
VAGINAL HAEMORRHAGE DEPAKENE C UNKNOWN  

7820407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820407 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-012529 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

7820408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820408 EXPEDITED (15-DAY) N OT US-BAYER-2010-006012 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7820410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820410 EXPEDITED (15-DAY) Y OT ZA-
BAYER-201042259GPV

Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg (Daily Dose),
CONT, intra-uterine

1065 DAY BAYER

BREAST TENDERNESS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7820411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820411 NON-EXPEDITED N US-BAYER-2010-006940 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7820415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820415 NON-EXPEDITED N US-BAYER-2010-004374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7820416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820416 NON-EXPEDITED N US-BAYER-2010-008647 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  

7820418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820418 NON-EXPEDITED N US-BAYER-2010-006259 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7820420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820420 NON-EXPEDITED Y US-BAYER-2010-007173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER
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Detailed Report
7820421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820421 NON-EXPEDITED Y US-BAYER-2010-006938 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

7820423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820423 NON-EXPEDITED N OT US-
BAYER-201039982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

7820424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820424 NON-EXPEDITED Y US-BAYER-2011-000625 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

7820426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820426 NON-EXPEDITED Y US-BAYER-2010-005330 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 945 DAY BAYER
ABDOMINAL PAIN HYDROCHLOROTHIAZIDE C Daily dose 25 mg  

LOPRESSOR C ORAL 50 mg, BID  
TRAZODONE C 50 UNK, UNK  
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Detailed Report
7820427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820427 NON-EXPEDITED Y US-BAYER-2010-005522 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 149 DAY BAYER

7820428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820428 NON-EXPEDITED N US-BAYER-2010-004309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA  

7820429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820429 NON-EXPEDITED N US-BAYER-2010-004753 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA MIRENA S  BAYER

7820430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820430 NON-EXPEDITED N US-BAYER-2010-006945 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 198 DAY BAYER

7820431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820431 NON-EXPEDITED Y US-BAYER-2010-005952 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
7820435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820435 NON-EXPEDITED Y OT US-BAYER-2011-013694 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN MIRENA S UNK 1821 DAY BAYER
PYREXIA  

7820440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820440 NON-EXPEDITED N OT US-BAYER-2011-014082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  

7820443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820443 NON-EXPEDITED Y OT US-BAYER-2011-013854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

7820444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820444 NON-EXPEDITED Y OT US-BAYER-2011-014135 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE continuously 1 DAY BAYER
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Detailed Report
7820445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820445 NON-EXPEDITED Y US-BAYER-2011-013046 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
MENORRHAGIA  
PAIN  

7820450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820450 NON-EXPEDITED Y OT CA-BAYER-2011-013899 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
HAEMOGLOBIN DECREASED  

7820454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820454 NON-EXPEDITED N US-BAYER-2011-012937 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
URINARY TRACT INFECTION  

7820483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820483 NON-EXPEDITED N US-BAYER-2010-009234 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
7820484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2011 7820484 NON-EXPEDITED N US-BAYER-2011-007212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
OVARIAN CYST  
VAGINAL DISCHARGE  

7821675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821675 NON-EXPEDITED N US-TEVA-267670USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7821676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821676 NON-EXPEDITED N US-TEVA-267681USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7821678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821678 NON-EXPEDITED N US-TEVA-267692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7821683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821683 NON-EXPEDITED N US-TEVA-267710USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
NAUSEA  
PELVIC PAIN  

7821685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821685 NON-EXPEDITED N US-TEVA-267714USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PRISTIQ EXTENDED RELEASE C ORAL  

7821686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821686 NON-EXPEDITED N US-TEVA-267748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  

7821759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821759 NON-EXPEDITED N US-TEVA-267709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7821760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821760 NON-EXPEDITED N US-TEVA-267764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

Page: 4,810 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7821761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821761 NON-EXPEDITED N US-TEVA-267761USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7821763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821763 NON-EXPEDITED N US-TEVA-267763USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVE NOS C ORAL  

7821764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821764 NON-EXPEDITED N US-TEVA-267762USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7821765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821765 NON-EXPEDITED N US-TEVA-268009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7821766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821766 NON-EXPEDITED N US-TEVA-267756USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
OVARIAN CYST RUPTURED  
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Detailed Report
7821768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821768 NON-EXPEDITED N US-TEVA-267765USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7821769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821769 NON-EXPEDITED N US-TEVA-267758USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA ORTHO TRI CYCLEN C ORAL  

7821770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2011 7821770 NON-EXPEDITED N US-TEVA-267757USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE VALTREX C  
NAUSEA KLONOPIN C  
VOMITING CYMBALTA C  

TRAZODONE C  
TRAMADOL HYDROCHLORIDE C  
FLEXERIL C  

7084263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7084263 EXPEDITED (15-DAY) N OT US-
BAYER-200927106NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS 344 DAY BAYER
POSTPARTUM HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  

7304848
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Detailed Report
7304848
FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7304848 EXPEDITED (15-DAY) OT PHEH2009US05751 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NON-HODGKIN'S LYMPHOMA COMBIPATCH S TRANSDERMAL UNK  
MENIERE'S DISEASE ESTRADIOL S UNK  
BALANCE DISORDER ESTRATEST S UNK  
TRANSIENT ISCHAEMIC ATTACK ESTRADIOL CYPIONATE S  
GASTROINTESTINAL HAEMORRHAGE TESTIM S  
PROCTALGIA ESTRACE S  
ENTEROCOLITIS PROVERA S UNK  
PEPTIC ULCER CLIMARA PRO S UNK  
UPPER RESPIRATORY TRACT INFECTION MEDROXYPROGESTERONE

ACETATE
S UNK  

EPSTEIN-BARR VIRAEMIA PREVACID C  
HERPES VIRUS INFECTION CARAFATE C  
POST POLIO SYNDROME CARDIZEM C  
SPINAL OSTEOARTHRITIS INDERAL C  
BREAST CANCER STAGE III OXYCODONE C  
INJURY ASPIRIN C  
NODAL OSTEOARTHRITIS PROMETHAZINE C  
LIPOMA OF BREAST ATIVAN C  
REPETITIVE STRAIN INJURY ACYCLOVIR C  
MUSCULOSKELETAL PAIN SOMA C  
FATIGUE ULTRAM C  
ASTHENIA COUMADIN C  
BLOOD PRESSURE INCREASED KLONOPIN C  
WEIGHT DECREASED DYAZIDE C  
MUSCLE STRAIN DILTIAZEM HYDROCHLORIDE C  
SYNOVIAL CYST LOVASTATIN C  
TREMOR ZOVIRAX C  
OESOPHAGEAL SPASM CARISOPRODOL C  
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Detailed Report
7304848
Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY HYDROCODONE C  
DEPRESSION FENTANYL C  
FIBROMYALGIA TRAZODONE HYDROCHLORIDE C  
MIGRAINE ZOCOR C  
ARTHRALGIA DURAGESIC C  
MYALGIA NYSTATIN C  
ANDROGEN DEFICIENCY  
BLOOD CHOLESTEROL INCREASED  
CARDIAC DISORDER  
CEREBROVASCULAR ACCIDENT  
ENDOLYMPHATIC HYDROPS  
FIBROCYSTIC BREAST DISEASE  
HEADACHE  
NAUSEA  
PAIN  
PRURITUS  
RASH ERYTHEMATOUS  
Sjogren's syndrome  

7602527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7602527 EXPEDITED (15-DAY) Y DS,LT,OT US-
BAYER-201033890NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
1339 DAY BAYER

ACNE  
AMENORRHOEA  
ANXIETY  
ARTHRALGIA  
ARTHRITIS  
ARTHROPATHY  
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7602527
Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA  
BACTERIAL INFECTION  
BREAST TENDERNESS  
CARTILAGE INJURY  
CHEST PAIN  
DECREASED ACTIVITY  
DEPRESSION  
DIZZINESS  
ERYTHEMA  
FATIGUE  
FEELING HOT  
FLUID RETENTION  
FUNGAL INFECTION  
GAIT DISTURBANCE  
HYPERSOMNIA  
HYPOAESTHESIA  
MOOD SWINGS  
OEDEMA PERIPHERAL  
OSTEOARTHRITIS  
PAIN  
PALPITATIONS  
PARAESTHESIA  
PELVIC PAIN  
SCAR  
SOCIAL AVOIDANT BEHAVIOUR  
WEIGHT INCREASED  
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7662410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7662410 EXPEDITED (15-DAY) Y OT DE-
BAYER-201044306GPV

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
1187 DAY BAYER

DEPRESSION  
DIZZINESS  
MENTAL DISORDER  
NERVOUSNESS  
PANIC ATTACK  
SUICIDAL IDEATION  

7740191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7740191 EXPEDITED (15-DAY) N OT US-BAYER-2010-005851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRECANCEROUS CELLS PRESENT MIRENA S UNK 305 DAY BAYER
FOOD ALLERGY  
PAIN IN EXTREMITY  
PSORIASIS  
UTERINE LEIOMYOMA  
UTERINE TENDERNESS  
WEIGHT INCREASED  

7822242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822242 NON-EXPEDITED N US-TEVA-268038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7822243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822243 NON-EXPEDITED N US-TEVA-268004USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CLONAZEPAM C ORAL  

PROZAC C ORAL  

7822244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822244 NON-EXPEDITED N US-TEVA-268043USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL  DURAMED

NAUSEA  
VAGINAL HAEMORRHAGE  

7822245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822245 NON-EXPEDITED N US-TEVA-267975USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7822246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822246 NON-EXPEDITED N US-TEVA-234387USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7822247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822247 NON-EXPEDITED N US-TEVA-264321USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7822468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822468 NON-EXPEDITED N US-TEVA-267754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7822782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822782 NON-EXPEDITED N US-TEVA-267954USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  

7822878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822878 NON-EXPEDITED N US-TEVA-268052USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED

7822934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822934 NON-EXPEDITED N US-TEVA-268056USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7822998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822998 NON-EXPEDITED N US-TEVA-268053USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
MOOD SWINGS MELATONIN C  
MENSTRUATION IRREGULAR  

7822999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7822999 NON-EXPEDITED N US-TEVA-268054USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7823041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823041 NON-EXPEDITED N US-TEVA-267995USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7823042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823042 NON-EXPEDITED N US-TEVA-268061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7823043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823043 NON-EXPEDITED N US-TEVA-268062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
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7823116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823116 NON-EXPEDITED N US-BAYER-2010-007174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
MENSTRUAL DISORDER  

7823117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823117 NON-EXPEDITED N US-
BAYER-201031866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7823118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823118 NON-EXPEDITED N US-
BAYER-201032415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mg/24hr, UNK 644 DAY BAYER

7823119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823119 NON-EXPEDITED N US-
BAYER-201033561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7823120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823120 NON-EXPEDITED N US-BAYER-2010-007410 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7823121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823121 NON-EXPEDITED Y US-
BAYER-201041010NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7823122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823122 NON-EXPEDITED Y US-BAYER-2010-009147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BURNING SENSATION  
DEPRESSED MOOD  
DEVICE DISLOCATION  
FATIGUE  
HEADACHE  
PARAESTHESIA  
VISION BLURRED  

7823123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823123 NON-EXPEDITED Y US-BAYER-2010-009350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823124 NON-EXPEDITED Y US-BAYER-2010-007115 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7823125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823125 NON-EXPEDITED Y US-BAYER-2010-007117 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  
PELVIC PAIN  

7823126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823126 NON-EXPEDITED Y US-
BAYER-201032043NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7823127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823127 NON-EXPEDITED N US-BAYER-2010-006284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST SWELLING  
BREAST TENDERNESS  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
MUSCLE SPASMS  

7823128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823128 NON-EXPEDITED US-BAYER-2010-007161 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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7823129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823129 NON-EXPEDITED US-BAYER-2010-007116 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

7823130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823130 NON-EXPEDITED N US-BAYER-2010-006367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
ANXIETY  
HEADACHE  
LOSS OF LIBIDO  
MOOD SWINGS  

7823367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823367 NON-EXPEDITED N US-TEVA-268060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7823372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823372 NON-EXPEDITED N US-TEVA-268063USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7823373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823373 NON-EXPEDITED N US-TEVA-268055USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7823374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823374 NON-EXPEDITED N US-TEVA-268006USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7823375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823375 NON-EXPEDITED N US-TEVA-268042USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7823394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823394 NON-EXPEDITED N US-BAYER-2010-005509 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823395 NON-EXPEDITED Y US-BAYER-2010-005534 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

7823396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823396 NON-EXPEDITED Y US-BAYER-2010-005432 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 10 DAY BAYER

7823397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823397 NON-EXPEDITED US-BAYER-2010-005515 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 54 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER
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7823398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823398 NON-EXPEDITED US-BAYER-2010-005808 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

7823399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823399 NON-EXPEDITED N US-BAYER-2010-005524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 239 DAY BAYER

7823401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823401 NON-EXPEDITED Y US-BAYER-2010-005507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 309 DAY BAYER
DEVICE DISLOCATION  

7823402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823402 NON-EXPEDITED Y US-BAYER-2010-006073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7823403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823403 NON-EXPEDITED Y US-BAYER-2010-004830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7823404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823404 NON-EXPEDITED Y US-BAYER-2010-005564 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
DEVICE DISLOCATION  

7823406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823406 NON-EXPEDITED N US-BAYER-2010-005535 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823408 NON-EXPEDITED Y US-BAYER-2010-005511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

7823409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823409 NON-EXPEDITED N US-BAYER-2010-005525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  

7823410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823410 NON-EXPEDITED N US-BAYER-2010-005997 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7823411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823411 NON-EXPEDITED N US-BAYER-2010-005530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 308 DAY BAYER

7823412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823412 NON-EXPEDITED Y US-BAYER-2010-006071 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
FEELING ABNORMAL MIRENA S  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

7823413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823413 NON-EXPEDITED Y US-BAYER-2010-005941 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7823414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823414 NON-EXPEDITED N US-BAYER-2010-004858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
FEELING ABNORMAL  
MOOD SWINGS  
NAUSEA  
VOMITING  

7823472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823472 NON-EXPEDITED N US-BAYER-2010-006677 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7823473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823473 NON-EXPEDITED N US-BAYER-2010-004817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER

7823474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823474 NON-EXPEDITED N US-BAYER-2010-006676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823475 NON-EXPEDITED N US-BAYER-2010-006696 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, CONT  BAYER

7823476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823476 NON-EXPEDITED N US-BAYER-2010-006921 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823477 NON-EXPEDITED N US-BAYER-2010-004174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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Detailed Report
7823478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823478 NON-EXPEDITED Y US-BAYER-2010-006948 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MALAISE  
VAGINAL HAEMORRHAGE  

7823479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823479 NON-EXPEDITED US-BAYER-2010-003829 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7823480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823480 NON-EXPEDITED N US-BAYER-2010-005431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

7823481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823481 NON-EXPEDITED Y US-BAYER-2010-007056 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

7823482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823482 NON-EXPEDITED Y US-BAYER-2010-005150 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 75 DAY BAYER
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Detailed Report
7823484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823484 NON-EXPEDITED N US-BAYER-2010-006437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7823485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823485 NON-EXPEDITED US-BAYER-2010-005541 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7823487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823487 NON-EXPEDITED Y US-BAYER-2010-004327 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 216 DAY BAYER
DEVICE EXPULSION  

7823489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823489 NON-EXPEDITED Y US-BAYER-2010-005343 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

7823490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823490 NON-EXPEDITED N US-BAYER-2010-006527 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7823491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823491 NON-EXPEDITED N US-BAYER-2010-006694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823492 NON-EXPEDITED Y US-BAYER-2010-006903 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRE-EXISTING CONDITION IMPROVED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823493 NON-EXPEDITED Y US-BAYER-2010-004815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7823494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823494 NON-EXPEDITED Y US-BAYER-2010-004755 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7823495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823495 NON-EXPEDITED N US-BAYER-2010-006699 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7823496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823496 NON-EXPEDITED Y US-BAYER-2010-007121 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 36 DAY BAYER
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Detailed Report
7823497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823497 NON-EXPEDITED Y US-BAYER-2010-004760 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

7823498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823498 NON-EXPEDITED US-BAYER-2010-006922 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

7823499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823499 NON-EXPEDITED N US-BAYER-2010-006884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
HEADACHE  

7823503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823503 NON-EXPEDITED N US-BAYER-2010-007461 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823505 NON-EXPEDITED Y US-BAYER-2010-006070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
7823506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823506 NON-EXPEDITED N US-BAYER-2010-007189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
FATIGUE  

7823507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823507 NON-EXPEDITED US-BAYER-2010-007369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

7823508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823508 NON-EXPEDITED N US-BAYER-2010-008448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823509 NON-EXPEDITED Y US-BAYER-2010-007549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

7823510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823510 NON-EXPEDITED Y US-BAYER-2010-007407 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 29 DAY BAYER

7823511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823511 NON-EXPEDITED N US-BAYER-2010-008838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7823513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823513 NON-EXPEDITED N US-BAYER-2010-008896 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7823514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823514 NON-EXPEDITED N US-BAYER-2010-007394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
FATIGUE  
HEADACHE  
HYPOAESTHESIA  
INSOMNIA  
IRRITABILITY  
MENTAL DISORDER  

7823515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823515 NON-EXPEDITED Y US-BAYER-2010-008812 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 444 DAY BAYER

7823516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823516 NON-EXPEDITED Y US-BAYER-2010-005419 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7823746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823746 NON-EXPEDITED N US-BAYER-2011-004209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VULVOVAGINAL PAIN  

7823747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823747 NON-EXPEDITED US-BAYER-2011-002181 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823748 NON-EXPEDITED N US-BAYER-2011-002182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
VAGINAL DISCHARGE  

7823750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823750 NON-EXPEDITED N US-BAYER-2011-005968 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

7823752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823752 NON-EXPEDITED Y US-BAYER-2011-007238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 238 DAY BAYER
PROCEDURAL PAIN  
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Detailed Report
7823753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823753 NON-EXPEDITED Y US-BAYER-2011-012176 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823754 NON-EXPEDITED Y US-BAYER-2011-012200 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

7823755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823755 NON-EXPEDITED Y US-BAYER-2011-006585 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823757 NON-EXPEDITED Y US-BAYER-2011-001469 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823758 NON-EXPEDITED Y US-BAYER-2011-014553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7823775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823775 NON-EXPEDITED Y US-BAYER-2011-007159 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PAIN  
VAGINAL HAEMORRHAGE  

7823776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823776 NON-EXPEDITED N US-BAYER-2011-009553 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  

7823777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823777 NON-EXPEDITED US-BAYER-2011-007156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 656 DAY BAYER

7823778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823778 NON-EXPEDITED US-BAYER-2011-007157 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 109 DAY BAYER

7823780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823780 NON-EXPEDITED US-BAYER-2011-007213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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Detailed Report
7823781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823781 NON-EXPEDITED N US-BAYER-2011-008269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7823990 EXPEDITED (15-DAY) N OT GB-TEVA-267935ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION LEVONORGESTREL S  DURAMED
DYSURIA  
POLYMENORRHOEA  
PRURITUS  

7845826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7845826 DIRECT Y HO,DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE DISLOCATION  
METRORRHAGIA  
SCAR  
UTERINE PERFORATION  

7847018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7847018 DIRECT Y 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA QUASENSE S ORAL 1 TABLET DAILY PO  WATSON
PRODUCT SUBSTITUTION ISSUE  
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Detailed Report
7847078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7847078 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY THROAT MIRENA S  BAYER
DYSPHONIA PARAGARD T380A C  
ACNE CYSTIC  
ALOPECIA  
APHONIA  
BREAST TENDERNESS  
DRY SKIN  
HYPOTONIA  
LOSS OF LIBIDO  
MOOD SWINGS  

7847439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2011 7847439 DIRECT N HO,DS,LT,OT,RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE III MIRENA S  
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Detailed Report
7472880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7472880 EXPEDITED (15-DAY) N OT US-
BAYER-201027088NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

OVARIAN MASS UNSPECIFIED INGREDIENT S UNK UNK, ONCE  
PELVIC DISCOMFORT BETADINE C  
PELVIC PAIN VITAMINS NOS C  
DEVICE EXPULSION TYLENOL WITH CODEINE C  
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
ANAEMIA  
BLOOD PRESSURE INCREASED  
COMPLICATION OF DEVICE REMOVAL  
CONSTIPATION  
DEVICE DISLOCATION  
DIZZINESS POSTURAL  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

7680152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7680152 EXPEDITED (15-DAY) Y HO,OT DE-
BAYER-201047388GPV

55 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
1461 DAY BAYER

CERVICAL POLYP  
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Detailed Report
7692030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7692030 EXPEDITED (15-DAY) Y HO,OT IL-BAYER-2010-000126 43 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK 1095 DAY BAYER

7762316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7762316 NON-EXPEDITED Y HO,OT US-BAYER-2011-004089 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 831 DAY BAYER
ABDOMINAL PAIN LOWER  
AGITATION  
ANXIETY  
CHILLS  
DIZZINESS  
FRUSTRATION  
HEADACHE  
IRRITABILITY  
MUSCLE SPASMS  
NAUSEA  
PAIN  
PELVIC PAIN  
PYREXIA  
SCAR  
TOOTH FRACTURE  
VISION BLURRED  
WEIGHT INCREASED  

7771106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7771106 EXPEDITED (15-DAY) N OT DE-BAYER-2011-005724 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN GRANULOSA-THECA CELL TUMOUR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7777595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7777595 EXPEDITED (15-DAY) Y OT NO-BAYER-2010-003416 50 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER

7794104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7794104 EXPEDITED (15-DAY) Y HO ZA-BAYER-2011-007696 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S Daily dose 20 mcg/24hr  BAYER
DIZZINESS  
NAUSEA  

7795604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7795604 EXPEDITED (15-DAY) Y OT ES-BAYER-2011-007905 31 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
PERITONEAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7810907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7810907 EXPEDITED (15-DAY) Y OT US-TEVA-232799USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE CLARITIN C ORAL  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7821677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7821677 NON-EXPEDITED N US-TEVA-267691USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

KLONOPIN C  
CLONIDINE TRANSDERMAL
SYSTEM

C  

7824365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824365 EXPEDITED (15-DAY) N OT US-TEVA-234742USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death PLAN B ONE-STEP S ORAL  DURAMED
AMNIOTIC FLUID VOLUME DECREASED  
BREAST TENDERNESS  
DRUG INEFFECTIVE  
PELVIC PAIN  
PLACENTAL DISORDER  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

PREMATURE RUPTURE OF MEMBRANES  
VAGINAL HAEMORRHAGE  

7824372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824372 NON-EXPEDITED N US-TEVA-267972USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7824373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824373 NON-EXPEDITED N US-TEVA-267195USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7824374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824374 NON-EXPEDITED N US-TEVA-267630USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE JUNEL FE C ORAL  
PELVIC PAIN  

7824375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824375 NON-EXPEDITED N US-TEVA-267613USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7824376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824376 NON-EXPEDITED N US-TEVA-267615USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

YASMIN C ORAL  

7824377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824377 NON-EXPEDITED N US-TEVA-268124USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
CLONAZEPAM C ORAL  
CLONAZEPAM C  
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Detailed Report
7824378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824378 NON-EXPEDITED N US-TEVA-268128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7824379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824379 NON-EXPEDITED N US-TEVA-268157USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7824380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824380 NON-EXPEDITED N US-TEVA-266295USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7824382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824382 NON-EXPEDITED N US-TEVA-268177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE PLAN B ONE-STEP S ORAL  DURAMED

7824466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824466 NON-EXPEDITED N US-BAYER-2010-006875 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA  

7824467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824467 NON-EXPEDITED N US-BAYER-2011-001804 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7824468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824468 NON-EXPEDITED N US-
BAYER-201033713NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7824472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824472 NON-EXPEDITED Y US-BAYER-2010-006715 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER

7824473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824473 NON-EXPEDITED N US-BAYER-2010-006710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7824477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824477 NON-EXPEDITED N US-
BAYER-201035213NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
COLD SWEAT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
APHASIA  
DEVICE BREAKAGE  
HYPOTENSION  
METRORRHAGIA  
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Detailed Report
7824489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824489 NON-EXPEDITED N US-BAYER-2010-004403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7824527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824527 NON-EXPEDITED Y US-BAYER-2010-005986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE UNK 28 DAY BAYER
DEVICE EXPULSION  

7824528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824528 NON-EXPEDITED N US-BAYER-2010-008837 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7824529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824529 NON-EXPEDITED N US-BAYER-2010-006935 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7824530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824530 NON-EXPEDITED N US-BAYER-2010-007366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 427 DAY BAYER
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Detailed Report
7824531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824531 NON-EXPEDITED N US-BAYER-2010-008840 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

7824532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824532 NON-EXPEDITED N US-BAYER-2010-007460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7824533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824533 NON-EXPEDITED US-BAYER-2010-007398 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7824534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824534 NON-EXPEDITED US-BAYER-2010-006075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7824535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824535 NON-EXPEDITED N US-BAYER-2011-000148 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7824536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824536 NON-EXPEDITED Y US-BAYER-2010-006074 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7824537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824537 NON-EXPEDITED N US-BAYER-2010-007401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DEVICE EXPULSION  
MUSCLE SPASMS  
PAIN  
PENILE PAIN  

7824538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824538 NON-EXPEDITED N US-BAYER-2011-004472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
BACK PAIN  
MALAISE  

7824539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824539 NON-EXPEDITED N US-BAYER-2010-006701 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 136 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

7824540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824540 NON-EXPEDITED N US-BAYER-2010-007372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
7824541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824541 NON-EXPEDITED Y US-BAYER-2010-005348 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

7824542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824542 NON-EXPEDITED Y US-BAYER-2010-007178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7824543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824543 NON-EXPEDITED N US-BAYER-2010-007122 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7824544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824544 NON-EXPEDITED Y US-BAYER-2010-006427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

7824546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824546 NON-EXPEDITED US-BAYER-2010-007367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

7824547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824547 NON-EXPEDITED N US-BAYER-2010-007520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7824548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824548 NON-EXPEDITED Y US-BAYER-2011-007899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7824549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824549 NON-EXPEDITED N US-BAYER-2011-009988 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 165 DAY BAYER
DEVICE EXPULSION  

7824550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824550 NON-EXPEDITED N US-BAYER-2011-007160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DEPO-PROVERA C UNK  

7824658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824658 NON-EXPEDITED N US-TEVA-268106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7824659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824659 NON-EXPEDITED N US-TEVA-268127USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

AFRICAN MANGO SUPPLEMENT C  
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Detailed Report
7824660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7824660 NON-EXPEDITED N US-TEVA-268179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LO/OVRAL C  

7825073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825073 NON-EXPEDITED N US-TEVA-268193USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825074 NON-EXPEDITED N US-TEVA-268213USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7825161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825161 NON-EXPEDITED Y OT US-BAYER-2011-015294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
MEDICAL DEVICE COMPLICATION  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7825163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825163 NON-EXPEDITED N OT US-BAYER-2011-015901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 8 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
7825322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825322 NON-EXPEDITED N US-BAYER-2010-007521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
NO ADVERSE EVENT  

7825323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825323 NON-EXPEDITED Y US-BAYER-2011-009551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
VAGINAL HAEMORRHAGE  

7825324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825324 NON-EXPEDITED US-BAYER-2010-008873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 730 DAY BAYER
NIPPLE PAIN PHENTERMINE C UNK  
AFFECT LABILITY  
TENSION  

7825325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825325 NON-EXPEDITED N US-
BAYER-201035150NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 171 DAY BAYER
BREAST PAIN  
BREAST TENDERNESS  
DEVICE EXPULSION  
PELVIC PAIN  
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Detailed Report
7825326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825326 NON-EXPEDITED N US-BAYER-2010-007155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7825327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825327 NON-EXPEDITED N US-BAYER-2010-007459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
METRORRHAGIA  

7825328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825328 NON-EXPEDITED Y US-BAYER-2011-008047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7825329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825329 NON-EXPEDITED Y US-BAYER-2010-007503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

MIRENA S  BAYER

7825330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825330 NON-EXPEDITED N US-BAYER-2011-000648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7825331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825331 NON-EXPEDITED N US-BAYER-2010-006904 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7825332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825332 NON-EXPEDITED Y US-BAYER-2010-007428 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 71 DAY BAYER

7825333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825333 NON-EXPEDITED US-BAYER-2011-008428 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
PENILE PAIN  

7825334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825334 NON-EXPEDITED N US-BAYER-2010-007176 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7825335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825335 NON-EXPEDITED Y US-
BAYER-201035462NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1827 DAY BAYER
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Detailed Report
7825336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825336 NON-EXPEDITED N US-BAYER-2010-007120 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 370 DAY BAYER
MUSCLE SPASMS  
PELVIC PAIN  

7825361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825361 EXPEDITED (15-DAY) N OT US-BAYER-2011-014837 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
IRRITABILITY  

7825362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825362 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-013998 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S 20 µg, CONT  BAYER

7825363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825363 EXPEDITED (15-DAY) Y OT US-BAYER-2011-015470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S 20 mcg/24hr, UNK  BAYER

7825365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825365 EXPEDITED (15-DAY) OT US-BAYER-2011-014842 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS  
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Detailed Report
7825366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825366 EXPEDITED (15-DAY) N OT US-BAYER-2011-013981 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MUSCLE SPASMS  

7825367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825367 EXPEDITED (15-DAY) N OT US-BAYER-2011-015071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7825443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825443 NON-EXPEDITED N US-TEVA-268231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825444 NON-EXPEDITED N US-TEVA-268234USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825445 NON-EXPEDITED N US-TEVA-268166USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825446 NON-EXPEDITED N US-TEVA-268218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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7825448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825448 NON-EXPEDITED N US-TEVA-268228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825449 NON-EXPEDITED N US-TEVA-268197USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING PLAN B ONE-STEP S ORAL  DURAMED
DEPRESSED MOOD LEXAPRO C  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  

7825459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825459 NON-EXPEDITED N US-BAYER-2010-007479 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7825534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825534 NON-EXPEDITED Y US-BAYER-2010-007399 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7825535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825535 NON-EXPEDITED Y US-BAYER-2010-005544 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 7 DAY BAYER

MIRENA S  BAYER

Page: 4,858 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7825783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825783 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-015589 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALIGNANT MELANOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7825788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825788 EXPEDITED (15-DAY) Y HO FR-BAYER-2010-002585 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN UPPER  
ARTHRALGIA  
PARAESTHESIA  

7825810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825810 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-015946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CRYING  
DEPRESSION  
MOOD SWINGS  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

7825831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825831 NON-EXPEDITED Y OT US-BAYER-2011-015306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE Daily dose 20 µg/d 463 DAY BAYER
DEVICE DISLOCATION  
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7825833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825833 NON-EXPEDITED Y OT US-BAYER-2011-014505 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 308 DAY BAYER
HAEMORRHAGE  
MUSCLE SPASMS  

7825837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825837 NON-EXPEDITED N US-BAYER-2011-014260 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
HEADACHE  
VAGINAL HAEMORRHAGE  

7825840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825840 NON-EXPEDITED N US-BAYER-2011-015439 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
AMENORRHOEA  
FUNGAL INFECTION  
VAGINAL DISCHARGE  

7825842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825842 NON-EXPEDITED N OT US-BAYER-2011-015010 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
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7825844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825844 NON-EXPEDITED Y US-BAYER-2011-015929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7825850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825850 NON-EXPEDITED Y US-BAYER-2010-007484 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 306 DAY BAYER

7825851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825851 NON-EXPEDITED N US-BAYER-2010-007486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7825879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825879 NON-EXPEDITED Y US-BAYER-2011-004907 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 1 DAY BAYER

7825880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825880 NON-EXPEDITED N US-BAYER-2010-008978 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
7825881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825881 NON-EXPEDITED N US-TEVA-268236USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL  DURAMED

7825882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825882 NON-EXPEDITED N US-TEVA-268359USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7825883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825883 NON-EXPEDITED N US-TEVA-267348USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS CITALOPRAM C  
PELVIC PAIN ANTIBIOTIC C  

7825884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7825884 NON-EXPEDITED N US-TEVA-265850USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7826286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7826286 NON-EXPEDITED N US-BAYER-2011-017099 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
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7826287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7826287 EXPEDITED (15-DAY) N OT US-BAYER-2011-015887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
ABDOMINAL PAIN  

7826565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7826565 EXPEDITED (15-DAY) N OT US-
WATSON-2011-01875

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY LEVONORGESTREL S ORAL 1st tablet within 72 hrs of

intercourse and 2nd
tablet 10 hrs later

2 DAY WATSON

DRUG INEFFECTIVE LEVONORGESTREL S ORAL 1st tablet within 72 hrs of
intercourse and 2nd
tablet 12 hrs later

1 DAY WATSON

INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

PENICILLIN S UNKNOWN UNK  

7853459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2011 7853459 DIRECT N DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER

7821762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7821762 NON-EXPEDITED N US-TEVA-267760USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7823504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7823504 NON-EXPEDITED Y GB-BAYER-2010-000109 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE UNK  BAYER

7826831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826831 NON-EXPEDITED N US-TEVA-268361USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED

7826832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826832 NON-EXPEDITED N US-TEVA-268363USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  

7826833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826833 NON-EXPEDITED N US-TEVA-268370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7826834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826834 NON-EXPEDITED N US-TEVA-268311USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL  DURAMED

SPRINTEC C ORAL  
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Detailed Report
7826836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826836 NON-EXPEDITED N US-TEVA-268410USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL  DURAMED
EAR INFECTION  
MENSTRUATION IRREGULAR  

7826837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826837 NON-EXPEDITED N US-TEVA-268407USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7826838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826838 NON-EXPEDITED N US-TEVA-268326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVE NOS C  

7826842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826842 NON-EXPEDITED N US-TEVA-268298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7826847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826847 NON-EXPEDITED N US-TEVA-268393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL  DURAMED
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7826848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7826848 NON-EXPEDITED N US-TEVA-268238USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B S ORAL  DURAMED

7827085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827085 NON-EXPEDITED N US-TEVA-268323USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7827118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827118 NON-EXPEDITED N US-TEVA-268362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  
NAUSEA  

7827342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827342 NON-EXPEDITED N US-TEVA-268405USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7827343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827343 NON-EXPEDITED N US-TEVA-268411USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7827344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827344 NON-EXPEDITED N US-TEVA-268413USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7827352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827352 NON-EXPEDITED N US-TEVA-268458USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7827353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7827353 NON-EXPEDITED N US-TEVA-268418USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7828601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828601 NON-EXPEDITED N US-TEVA-268436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828666 NON-EXPEDITED N US-BAYER-2011-015357 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER

MIRENA S  BAYER

7828797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828797 NON-EXPEDITED N US-TEVA-268400USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7828799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828799 NON-EXPEDITED N US-TEVA-268394USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828804 NON-EXPEDITED N US-TEVA-268430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828805 NON-EXPEDITED N US-TEVA-268395USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828806 NON-EXPEDITED N US-TEVA-268375USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828809 NON-EXPEDITED N US-TEVA-268404USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7828810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828810 NON-EXPEDITED N US-TEVA-268434USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7828811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828811 NON-EXPEDITED N US-TEVA-268432USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
HEADACHE  

7828812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828812 NON-EXPEDITED N US-TEVA-268401USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7828813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828813 NON-EXPEDITED N US-TEVA-268399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7828921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828921 NON-EXPEDITED N US-BAYER-2010-007423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7828928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828928 NON-EXPEDITED Y US-BAYER-2010-007391 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
7828929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828929 NON-EXPEDITED US-BAYER-2010-007222 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 306 DAY BAYER

7828930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828930 NON-EXPEDITED US-BAYER-2010-005971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYDROMETRA  

7828931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828931 NON-EXPEDITED N US-BAYER-2010-007417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
UTERINE PAIN  

7828932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828932 NON-EXPEDITED Y US-BAYER-2010-005073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

7828933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828933 NON-EXPEDITED Y US-BAYER-2010-007516 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7828934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828934 NON-EXPEDITED N US-BAYER-2010-007438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 20 µg/d, CONT  BAYER
BONE PAIN  

7828935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828935 NON-EXPEDITED N US-BAYER-2010-006936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 300 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

7828936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828936 NON-EXPEDITED Y US-BAYER-2010-007426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

MIRENA S 20 µg/d, CONT  BAYER

7828938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828938 NON-EXPEDITED N US-TEVA-268419USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828939 NON-EXPEDITED N US-TEVA-268420USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
DYSPNOEA  
SWELLING FACE  
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Detailed Report
7828942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828942 NON-EXPEDITED Y US-BAYER-2011-008262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

7828943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828943 NON-EXPEDITED N US-BAYER-2011-007166 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7828944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828944 NON-EXPEDITED N US-BAYER-2010-007331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT 152 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
DEVICE EXPULSION  

7828945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828945 NON-EXPEDITED Y US-BAYER-2011-003196 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7828946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828946 NON-EXPEDITED Y US-BAYER-2011-005851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
7828947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828947 NON-EXPEDITED N US-BAYER-2011-003809 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
DEVICE DISLOCATION  
DYSMENORRHOEA  

7828948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828948 NON-EXPEDITED N US-BAYER-2010-007388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DISCOMFORT  

7828950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828950 NON-EXPEDITED N US-BAYER-2011-008470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
DYSPAREUNIA  
VULVOVAGINAL PAIN  

7828951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828951 NON-EXPEDITED N US-BAYER-2011-005838 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DIZZINESS  
METRORRHAGIA  
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Detailed Report
7828954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828954 NON-EXPEDITED N US-TEVA-268421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828955 NON-EXPEDITED N US-TEVA-268437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
VULVOVAGINAL PAIN  

7828956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828956 NON-EXPEDITED N US-TEVA-268332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828957 NON-EXPEDITED N US-TEVA-268372USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828958 NON-EXPEDITED N US-TEVA-268360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7828959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828959 NON-EXPEDITED N US-TEVA-268431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
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Detailed Report
7828997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7828997 NON-EXPEDITED N US-BAYER-2010-006712 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7829054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7829054 NON-EXPEDITED N OT US-BAYER-2011-016250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER
DEVICE DISLOCATION  

7850753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7850753 DIRECT Y LT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S  BAYER

7851718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7851718 DIRECT N HO,LT,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN SEASONIQUE S ORAL 1 PILL DAILY PO  
DEEP VEIN THROMBOSIS  
GASTRITIS  
HEADACHE  
HEPATIC HAEMATOMA  
IATROGENIC INJURY  
NAUSEA  
PANCREATITIS  
PLEURAL EFFUSION  
THROMBOSIS  
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Detailed Report
7852795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2011 7852795 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  BAYER
ABDOMINAL PAIN  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
FATIGUE  
HYPOAESTHESIA  
MENORRHAGIA  
MOOD SWINGS  
NIGHT SWEATS  

7336204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7336204 NON-EXPEDITED Y HO,OT US-
BAYER-201017543NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
PRODUCT SHAPE ISSUE  

7831255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831255 NON-EXPEDITED N US-BAYER-2010-007350 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
POST PROCEDURAL DISCHARGE  
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Detailed Report
7831256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831256 NON-EXPEDITED Y US-BAYER-2010-005071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 221 DAY BAYER

7831260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831260 NON-EXPEDITED N US-BAYER-2010-007411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7831261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831261 NON-EXPEDITED Y US-BAYER-2010-006835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
DEVICE DISLOCATION  

7831718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831718 NON-EXPEDITED N US-BAYER-2011-009536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

ANXIOLYTICS C UNK  

7831719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831719 NON-EXPEDITED N US-BAYER-2011-010449 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S UNK  BAYER

7831721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831721 NON-EXPEDITED Y US-BAYER-2011-010166 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7831722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831722 NON-EXPEDITED N US-BAYER-2011-009273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7831789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7831789 NON-EXPEDITED Y US-BAYER-2010-007455 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
VAGINAL HAEMORRHAGE  
VOMITING  

7832561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7832561 NON-EXPEDITED N OT US-BAYER-2011-015877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE INSERTION  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  

7833068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833068 EXPEDITED (15-DAY) N OT US-TEVA-233892USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

Page: 4,878 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7833089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833089 NON-EXPEDITED N US-TEVA-268599USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7833094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833094 NON-EXPEDITED N US-TEVA-268597USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833095 NON-EXPEDITED N US-TEVA-268588USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833097 NON-EXPEDITED N US-TEVA-268687USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PARAGARD T380A C INTRAUTERINE  DURAMED

7833099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833099 NON-EXPEDITED N US-TEVA-268562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

NUVARING C  
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Detailed Report
7833100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833100 NON-EXPEDITED N US-TEVA-268324USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL  DURAMED
DIARRHOEA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7833102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833102 NON-EXPEDITED N US-TEVA-268328USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  

7833103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833103 NON-EXPEDITED N US-TEVA-268330USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7833104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833104 NON-EXPEDITED N US-TEVA-268439USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  

7833127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833127 NON-EXPEDITED N US-TEVA-268586USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7833128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833128 NON-EXPEDITED N US-TEVA-268584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  

7833129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833129 NON-EXPEDITED N US-TEVA-268589USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

UNSPECIFIED BIRTH CONTROL C  

7833130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833130 NON-EXPEDITED N US-TEVA-268581USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED

FLUCONAZOLE C  

7833133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833133 NON-EXPEDITED N US-TEVA-268564USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
HEADACHE  

7833134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833134 NON-EXPEDITED N US-TEVA-268557USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7833136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833136 NON-EXPEDITED N US-TEVA-266309USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7833137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833137 NON-EXPEDITED N US-TEVA-268540USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7833138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833138 NON-EXPEDITED N US-TEVA-268503USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR ENPRESSE C  

7833139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833139 NON-EXPEDITED N US-TEVA-268485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833140 NON-EXPEDITED N US-TEVA-268590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
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Detailed Report
7833141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833141 NON-EXPEDITED N US-TEVA-268592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7833142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833142 NON-EXPEDITED N US-TEVA-268598USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833143 NON-EXPEDITED N US-TEVA-268603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7833144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833144 NON-EXPEDITED N US-TEVA-267623USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833146 NON-EXPEDITED N US-TEVA-268710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7833147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833147 NON-EXPEDITED N US-TEVA-268585USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7833152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833152 NON-EXPEDITED N US-TEVA-268595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7833153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833153 NON-EXPEDITED N US-TEVA-268605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7833154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833154 NON-EXPEDITED N US-TEVA-268600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
NAUSEA  
VOMITING  

7833155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833155 NON-EXPEDITED N US-TEVA-268563USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

SYNTHROID C  
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Detailed Report
7833156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833156 NON-EXPEDITED N US-TEVA-268507USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7833157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833157 NON-EXPEDITED N US-TEVA-268541USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7833159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833159 NON-EXPEDITED N US-TEVA-268559USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYELID OEDEMA PLAN B ONE-STEP S ORAL  DURAMED
EYELID PAIN  

7833280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833280 NON-EXPEDITED N US-TEVA-268732USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7833281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2011 7833281 NON-EXPEDITED N US-TEVA-268721USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7747182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7747182 EXPEDITED (15-DAY) OT MX-BAYER-2010-005978 27 YR Female MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSIVE CRISIS MIRENA S INTRAUTERINE 52 mg, UNK  BAYER
DEVICE DISLOCATION NIFEDIPINE C  
POST PROCEDURAL HAEMORRHAGE NIFEDIPINE C  
OCULAR ICTERUS  
OVARIAN CYST  
PROCEDURAL PAIN  
UTERINE LEIOMYOMA  
WEIGHT DECREASED  

7778196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7778196 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-003128 34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION ATIVAN C 3 mg, UNK  
FATIGUE CITALOPRAM HYDROBROMIDE C 20 mg, UNK  
HEADACHE  
HYPERHIDROSIS  
HYPOAESTHESIA  
PALPITATIONS  

7803363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7803363 EXPEDITED (15-DAY) N US-BAYER-2011-010697 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7807232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7807232 NON-EXPEDITED Y OT DE-BAYER-2011-008624 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE UNK  BAYER

7834334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834334 EXPEDITED (15-DAY) Y OT FI-BAYER-2010-002358 43 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL FIELD DEFECT MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER
BREAST TENDERNESS  
METAMORPHOPSIA  
SWELLING  

7834335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834335 NON-EXPEDITED N US-
BAYER-201035737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

7834338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834338 NON-EXPEDITED N US-BAYER-2011-013823 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7834339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834339 NON-EXPEDITED Y US-BAYER-2011-001991 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
7834340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834340 NON-EXPEDITED Y US-BAYER-2010-005927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 539 DAY BAYER

7834341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834341 NON-EXPEDITED US-BAYER-2010-007392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7834342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834342 NON-EXPEDITED Y US-BAYER-2011-013017 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

7834343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834343 NON-EXPEDITED N US-BAYER-2010-007332 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  

7834344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834344 NON-EXPEDITED N US-BAYER-2010-007432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  
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Detailed Report
7834345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834345 NON-EXPEDITED Y US-BAYER-2010-007131 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7834346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834346 NON-EXPEDITED N US-BAYER-2011-009255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
FEELING ABNORMAL  
INFLUENZA LIKE ILLNESS  

7834347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834347 NON-EXPEDITED N US-BAYER-2010-007408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN  

7834348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834348 NON-EXPEDITED Y US-BAYER-2010-007433 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7834349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834349 NON-EXPEDITED Y US-BAYER-2011-014593 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7834524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7834524 NON-EXPEDITED N OT US-BAYER-2011-017882 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, UNK  BAYER

7835185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835185 NON-EXPEDITED US-
BAYER-201010346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7835211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835211 EXPEDITED (15-DAY) N DS,OT FI-BAYER-2011-014051 38 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD TEST ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ALOPECIA  
ARTHRALGIA  
BLOOD PRESSURE INCREASED  
COUGH  
DEPRESSION  
FATIGUE  
FEAR OF DISEASE  
GROIN PAIN  
HEADACHE  
HEART RATE INCREASED  
INCREASED APPETITE  
PRURITUS  
SUBCUTANEOUS ABSCESS  
SUICIDAL IDEATION  
VARICOSE VEIN  
WEIGHT INCREASED  
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Detailed Report
7835459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835459 NON-EXPEDITED N US-
BAYER-200943990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7835502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835502 NON-EXPEDITED N US-TEVA-268927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7835504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835504 NON-EXPEDITED N US-TEVA-268819USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

7835505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835505 NON-EXPEDITED N US-TEVA-268718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835507 NON-EXPEDITED N US-TEVA-268751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835508 NON-EXPEDITED N US-TEVA-268765USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7835509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835509 NON-EXPEDITED N US-TEVA-268793USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7835510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835510 NON-EXPEDITED N US-TEVA-268797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835513 NON-EXPEDITED N US-TEVA-268822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7835514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835514 NON-EXPEDITED N US-TEVA-265555USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835858 NON-EXPEDITED N US-TEVA-269014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7835860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835860 NON-EXPEDITED N US-TEVA-268719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7835861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835861 NON-EXPEDITED N US-TEVA-268795USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835862 NON-EXPEDITED N US-TEVA-268770USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7835863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835863 NON-EXPEDITED N US-TEVA-268982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7835864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835864 NON-EXPEDITED N US-TEVA-268602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835865 NON-EXPEDITED N US-TEVA-268952USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7835866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835866 NON-EXPEDITED N US-TEVA-268941USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ACYCLOVIR C ORAL  

7835868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835868 NON-EXPEDITED N US-TEVA-268972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7835869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835869 NON-EXPEDITED N US-TEVA-268821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7835870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835870 NON-EXPEDITED N US-TEVA-268825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  
VOMITING  

7835871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835871 NON-EXPEDITED N US-TEVA-268866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7835873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835873 NON-EXPEDITED N US-TEVA-268830USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835875 NON-EXPEDITED N US-TEVA-268820USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

CYMBALTA C ORAL  

7835876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835876 NON-EXPEDITED N US-TEVA-268829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835877 NON-EXPEDITED N US-TEVA-268869USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7835878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835878 NON-EXPEDITED N US-TEVA-268727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835879 NON-EXPEDITED N US-TEVA-268881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7835880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835880 NON-EXPEDITED N US-TEVA-268900USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7835881 NON-EXPEDITED N US-TEVA-268766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7862278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2011 7862278 DIRECT N 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ARTHRALGIA  
BACK PAIN  
FATIGUE  
GAIT DISTURBANCE  
HYPERTENSION  
MIGRAINE  
MUSCULOSKELETAL STIFFNESS  
NAUSEA  

7748046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7748046 NON-EXPEDITED N OT US-BAYER-2010-006624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 279 DAY BAYER
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Detailed Report
7800539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7800539 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER
INC-2011022113

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis NORDETTE S ORAL 1 DF, 1x/day  PFIZER

ISOTRETINOIN C UNKNOWN UNK  

7805335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7805335 NON-EXPEDITED N US-BAYER-2011-011285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  

7808947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7808947 EXPEDITED (15-DAY) N HO,OT FR-BAYER-2011-011586 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
UTERINE PERFORATION  

7821684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7821684 NON-EXPEDITED N US-TEVA-267746USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL DISTENSION  
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Detailed Report
7821767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7821767 NON-EXPEDITED N US-TEVA-267759USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  

7822879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7822879 NON-EXPEDITED N US-TEVA-268057USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7823040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7823040 NON-EXPEDITED N US-TEVA-267991USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7825450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7825450 NON-EXPEDITED N US-TEVA-268232USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7828815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7828815 NON-EXPEDITED N US-TEVA-268398USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERSONALITY CHANGE PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
DIARRHOEA  
FATIGUE  
MENSTRUATION IRREGULAR  

7836390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836390 NON-EXPEDITED Y US-
BAYER-200943733NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

PROVERA C  

7836391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836391 NON-EXPEDITED Y HO,OT DK-BAYER-2010-000371 32 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DIFFICULT TO USE  

7836392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836392 EXPEDITED (15-DAY) Y DE US-BAYER-2011-016590 121 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
7836394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836394 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-018059 28 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARANOIA MIRENA S INTRAUTERINE  BAYER

7836396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836396 EXPEDITED (15-DAY) N DE,OT US-BAYER-2011-016592 91 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH MIRENA S  BAYER
CONVULSION NEONATAL  
UMBILICAL CORD HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7836399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836399 NON-EXPEDITED N US-
BAYER-201033000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7836503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836503 NON-EXPEDITED Y US-
BAYER-201039271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE BREAKAGE  
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
7836540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836540 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-000982 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 µg, CONT 1846 DAY BAYER
LISTLESS MIRENA S INTRAUTERINE 20 µg, CONT 1830 DAY BAYER
SLUGGISHNESS MIRENA S INTRAUTERINE 20 µg, CONT 7 DAY BAYER
ARRHYTHMIA  
DEPERSONALISATION  
DISTURBANCE IN ATTENTION  
EYE INFLAMMATION  
FATIGUE  
HYPOAESTHESIA  
MOOD SWINGS  
MUSCULAR WEAKNESS  

7836583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836583 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-016476 34 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S VAGINAL intrauterine device,

changed 2 times
4015 DAY BAYER

DEPRESSION  

7836585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836585 EXPEDITED (15-DAY) Y OT US-BAYER-2011-017083 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7836646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836646 NON-EXPEDITED N OT US-BAYER-2011-016318 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
GASTRIC DISORDER  
OVARIAN CYST  

7836649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836649 NON-EXPEDITED N OT US-BAYER-2011-015987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7836653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836653 NON-EXPEDITED Y OT US-BAYER-2011-016672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABASIA  
BACK DISORDER  
BACK PAIN  
DEVICE BREAKAGE  
INFECTION  
MUSCLE SPASMS  
PAIN  
VAGINAL DISCHARGE  
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Detailed Report
7836739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836739 NON-EXPEDITED Y US-
BAYER-200943776NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7836744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836744 NON-EXPEDITED N OT US-BAYER-2011-016667 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
ABDOMINAL PAIN  
OVARIAN CYST  

7836745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836745 NON-EXPEDITED N US-
BAYER-201031787NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7836746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836746 NON-EXPEDITED N US-
BAYER-200943734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
COITAL BLEEDING  
FEELING ABNORMAL  
POST PROCEDURAL HAEMORRHAGE  
SHORTENED CERVIX  

7836811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836811 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-018952 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

7836838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836838 NON-EXPEDITED Y US-
BAYER-200943791NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7836839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836839 NON-EXPEDITED Y US-
BAYER-200943737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7836840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836840 NON-EXPEDITED Y US-
BAYER-200943736NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7836851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836851 NON-EXPEDITED N US-BAYER-2010-005557 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

7836910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836910 NON-EXPEDITED N US-BAYER-2010-004478 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  

7836994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836994 NON-EXPEDITED N US-TEVA-269234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7836999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7836999 NON-EXPEDITED N US-TEVA-268942USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7837000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837000 NON-EXPEDITED N US-TEVA-269048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7837001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837001 NON-EXPEDITED N US-TEVA-269024USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7837002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837002 NON-EXPEDITED N US-TEVA-269047USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837003 NON-EXPEDITED N US-TEVA-269049USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837004 NON-EXPEDITED N US-TEVA-269033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837005 NON-EXPEDITED N US-TEVA-269031USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7837006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837006 NON-EXPEDITED N US-TEVA-269043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7837008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837008 NON-EXPEDITED N US-TEVA-269002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837010 NON-EXPEDITED N US-TEVA-269038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL  DURAMED

7837011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837011 NON-EXPEDITED N US-TEVA-269007USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7837012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837012 NON-EXPEDITED N US-TEVA-269036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7837013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837013 NON-EXPEDITED N US-TEVA-269032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7837014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837014 NON-EXPEDITED N US-TEVA-269023USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING OF BODY TEMPERATURE CHANGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

7837020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837020 NON-EXPEDITED N US-TEVA-269004USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837023 NON-EXPEDITED N US-TEVA-268986USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

7837025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837025 NON-EXPEDITED N US-TEVA-268954USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7837026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837026 NON-EXPEDITED N US-TEVA-268902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7837031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837031 NON-EXPEDITED N US-TEVA-268940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837032 NON-EXPEDITED N US-TEVA-268949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL  DURAMED

7837033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837033 NON-EXPEDITED N US-TEVA-268951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7837034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837034 NON-EXPEDITED N US-TEVA-268977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837037 NON-EXPEDITED N US-TEVA-269001USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7837038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837038 NON-EXPEDITED N US-TEVA-269003USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7837039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837039 NON-EXPEDITED N US-TEVA-269010USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7837422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837422 NON-EXPEDITED Y US-BAYER-2010-005409 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER

7837423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837423 EXPEDITED (15-DAY) Y OT US-BAYER-2011-018632 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S UNK  BAYER

7837424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7837424 EXPEDITED (15-DAY) N OT US-BAYER-2011-016030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL ANOMALY MIRENA S TRANSPLACENTAL 20 µg/d, CONT  BAYER
MATERNAL DRUGS AFFECTING FOETUS MIRENA S TRANSPLACENTAL 20 µg/d, CONT  BAYER
CONGENITAL GENITAL MALFORMATION
FEMALE

 

7861986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7861986 DIRECT Y 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA HYDROCHLOROTHIAZIDE S 1 ONCE A DAY YES  
VULVOVAGINAL PRURITUS ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 ONCE A DAY YES  
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Detailed Report
7863426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2011 7863426 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION LOESTRIN 1.5/30 21 DAY S MOUTH  
HALLUCINATION, AUDITORY TRI-LEVLEN S MOUTH  
AURA  

7664031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7664031 NON-EXPEDITED N US-
BAYER-201038190NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINOUS
17 DAY BAYER

INSULIN NOS S  
SYNTHROID C 110 UNK, UNK  
ALDOMET C UNK  

7759095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7759095 NON-EXPEDITED N OT US-BAYER-2011-002177 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL HEART RATE ABNORMAL MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
PREGNANCY TEST POSITIVE  
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Detailed Report
7776868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7776868 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-005713 41 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg, CONT 85 DAY BAYER
ABDOMINAL DISTENSION  
COORDINATION ABNORMAL  
DIZZINESS  
FEELING HOT  
HYPOAESTHESIA  
IRRITABILITY  
LABYRINTHITIS  
MALAISE  
MENORRHAGIA  
MIGRAINE  
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  

7817574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7817574 NON-EXPEDITED Y OT DE-BAYER-2010-004710 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER

7827351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7827351 NON-EXPEDITED N US-TEVA-268489USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7833092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7833092 NON-EXPEDITED N US-TEVA-268596USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR IBUPROFEN C  

7833098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7833098 NON-EXPEDITED N US-TEVA-268702USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

TRINESSA C ORAL  

7833158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7833158 NON-EXPEDITED N US-TEVA-268601USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7835511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7835511 NON-EXPEDITED N US-TEVA-268807USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
FUNGAL INFECTION AZURETTE C ORAL  
ABDOMINAL PAIN  
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Detailed Report
7835512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7835512 NON-EXPEDITED N US-TEVA-268815USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA COUMADIN C ORAL  
DIZZINESS POTASSIUM C  

HYDROXYZINE C  
COZAAR C  

7835859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7835859 NON-EXPEDITED N US-TEVA-269017USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7837036 NON-EXPEDITED N US-TEVA-268996USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ZYRTEC C ORAL  

7838327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838327 NON-EXPEDITED Y US-
BAYER-200943275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 233 DAY BAYER

7838328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838328 NON-EXPEDITED Y US-
BAYER-200943203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 53 DAY BAYER
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Detailed Report
7838329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838329 NON-EXPEDITED Y US-
BAYER-200943987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7838330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838330 NON-EXPEDITED Y US-
BAYER-200943972NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838331 NON-EXPEDITED Y US-
BAYER-200943797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER

7838332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838332 NON-EXPEDITED Y US-
BAYER-200943273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

7838333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838333 NON-EXPEDITED Y US-
BAYER-201011912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7838334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838334 NON-EXPEDITED Y US-
BAYER-200943327NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

7838335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838335 NON-EXPEDITED N US-
BAYER-200943793NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN DOXYCYCLINE C  
VAGINAL HAEMORRHAGE MOBIC C  
DYSMENORRHOEA TRAMADOL HYDROCHLORIDE C  

7838337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838337 NON-EXPEDITED Y US-
BAYER-200943816NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

7838338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838338 NON-EXPEDITED Y US-
BAYER-200943735NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

ZETIA C  
SIMVASTATIN C  
MINOCYCLINE HYDROCHLORIDE C  
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Detailed Report
7838339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838339 EXPEDITED (15-DAY) Y DE US-BAYER-2011-016591 60 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH MIRENA S  BAYER

7838342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838342 NON-EXPEDITED N US-
BAYER-200943829NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 52 DAY BAYER

7838343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838343 NON-EXPEDITED Y US-
BAYER-200943181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 48 DAY BAYER

7838344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838344 NON-EXPEDITED N US-
BAYER-201020116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838345 NON-EXPEDITED N US-
BAYER-200943974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7838346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838346 NON-EXPEDITED Y US-
BAYER-200944029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

7838347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838347 NON-EXPEDITED Y US-
BAYER-201010056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 3 DAY BAYER

7838348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838348 NON-EXPEDITED N US-
BAYER-200943800NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MENORRHAGIA  

7838349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838349 NON-EXPEDITED N US-
BAYER-200943766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7838351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838351 NON-EXPEDITED N US-
BAYER-201015735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FRACTURED SACRUM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FALL  
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Detailed Report
7838352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838352 NON-EXPEDITED Y US-
BAYER-201028431NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838353 NON-EXPEDITED N US-
BAYER-201020263NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

7838354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838354 NON-EXPEDITED N US-
BAYER-201020284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROTATOR CUFF SYNDROME MIRENA S  BAYER

7838355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838355 NON-EXPEDITED Y US-
BAYER-200943976NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838356 NON-EXPEDITED Y US-
BAYER-201020264NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7838357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838357 NON-EXPEDITED Y US-
BAYER-200943274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838358 NON-EXPEDITED Y US-
BAYER-200943920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 37 DAY BAYER
DEVICE DISLOCATION  

7838359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838359 NON-EXPEDITED Y US-
BAYER-200943943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 331 DAY BAYER

7838360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838360 NON-EXPEDITED N US-
BAYER-201024620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838361 NON-EXPEDITED N US-
BAYER-200943788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7838363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838363 NON-EXPEDITED N US-
BAYER-201010051NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838365 NON-EXPEDITED Y US-
BAYER-201021168NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7838366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838366 NON-EXPEDITED N US-
BAYER-200943878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7838367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838367 NON-EXPEDITED N US-
BAYER-201014132NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7838368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838368 NON-EXPEDITED Y US-
BAYER-200943827NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 387 DAY BAYER
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Detailed Report
7838383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838383 NON-EXPEDITED Y US-
BAYER-201030975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838384 NON-EXPEDITED N US-
BAYER-200943818NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838385 NON-EXPEDITED Y US-
BAYER-200944063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7838386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838386 NON-EXPEDITED Y US-
BAYER-200943952NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
7838403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838403 NON-EXPEDITED N US-
BAYER-200943955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

DEPAKOTE C  
LITHIUM C  
GEODON C  
LAMICTAL C  

7838404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838404 NON-EXPEDITED Y US-
BAYER-201010107NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

7838405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838405 NON-EXPEDITED N US-
BAYER-201017815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838406 NON-EXPEDITED N US-
BAYER-201015077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7838408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838408 NON-EXPEDITED Y US-
BAYER-200943611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7838410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838410 NON-EXPEDITED N US-
BAYER-200943923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

7838411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838411 NON-EXPEDITED Y US-
BAYER-200943984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838412 NON-EXPEDITED N US-
BAYER-201024932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838413 NON-EXPEDITED N US-
BAYER-200944061NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER
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Detailed Report
7838414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838414 NON-EXPEDITED Y US-
BAYER-200944074NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 50 DAY BAYER

7838437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838437 NON-EXPEDITED Y US-
BAYER-200943939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838587 NON-EXPEDITED N US-
BAYER-201031880NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838588 NON-EXPEDITED Y US-BAYER-2010-007485 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 33 DAY BAYER

7838589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838589 NON-EXPEDITED N US-
BAYER-201010204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
7838590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838590 NON-EXPEDITED Y US-
BAYER-200943993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7838591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838591 NON-EXPEDITED N US-
BAYER-201014116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS FRACTURE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7838592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838592 NON-EXPEDITED N US-
BAYER-201029028NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 15 DAY BAYER

7838593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838593 NON-EXPEDITED Y US-
BAYER-201023540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

7838594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838594 NON-EXPEDITED Y US-BAYER-2010-009349 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
7838596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838596 NON-EXPEDITED US-
BAYER-200943992NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

7838597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838597 NON-EXPEDITED Y US-
BAYER-200943607NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7838598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838598 NON-EXPEDITED N US-
BAYER-200944016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S 20 µg/d, CONT  BAYER

7838599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838599 NON-EXPEDITED N US-
BAYER-201010090NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7838800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7838800 NON-EXPEDITED N US-PFIZER
INC-2011040738

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAROSMIA DEPO-PROVERA S UNK  PFIZER
NAUSEA PLAN B S ORAL 1.5 mg, 1x/day 1 DAY
DIZZINESS  
VAGINAL HAEMORRHAGE  
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Detailed Report
7839350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839350 NON-EXPEDITED N US-TEVA-269316USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7839351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839351 NON-EXPEDITED N US-TEVA-269384USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7839352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839352 NON-EXPEDITED N US-TEVA-269372USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839353 NON-EXPEDITED N US-TEVA-269433USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7839354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839354 NON-EXPEDITED N US-TEVA-269350USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7839355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839355 NON-EXPEDITED N US-TEVA-269356USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7839356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839356 NON-EXPEDITED N US-TEVA-269306USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

WELLBUTRIN C ORAL  
BENICAR C ORAL  
CARVEDILOL C  

7839357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839357 NON-EXPEDITED N US-TEVA-269370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839362 NON-EXPEDITED N US-TEVA-269347USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839366 NON-EXPEDITED N US-TEVA-269302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7839367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839367 NON-EXPEDITED N US-TEVA-269303USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  
CONSTIPATION  
MENSTRUATION IRREGULAR  

7839634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839634 NON-EXPEDITED N US-TEVA-269494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7839714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839714 NON-EXPEDITED N US-TEVA-269485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED

7839716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839716 NON-EXPEDITED N US-TEVA-269446USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839717 NON-EXPEDITED N US-TEVA-269378USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7839721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839721 NON-EXPEDITED N US-TEVA-269264USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7839723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839723 NON-EXPEDITED N US-TEVA-269272USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7839726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839726 NON-EXPEDITED N US-TEVA-269256USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7839732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839732 NON-EXPEDITED N US-TEVA-269279USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
PELVIC PAIN  

7839739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839739 NON-EXPEDITED N US-TEVA-269260USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
HEADACHE  
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Detailed Report
7839740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839740 NON-EXPEDITED N US-TEVA-269050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ZOLOFT C ORAL  
KLONOPIN C ORAL  
DIPHENHYDRAMINE C ORAL  

7839741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839741 NON-EXPEDITED N US-TEVA-268994USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE PAXIL C  
BREAST TENDERNESS KLONOPIN C  
MENSTRUATION IRREGULAR OMEGA RED C  

CENTRUM C  
CALCIUM C  

7839742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839742 NON-EXPEDITED N US-TEVA-269182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING OF BODY TEMPERATURE CHANGE PLAN B ONE-STEP S ORAL  DURAMED
PILOERECTION  

7839743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839743 NON-EXPEDITED N US-TEVA-269204USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  
VOMITING  
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Detailed Report
7839744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839744 NON-EXPEDITED N US-TEVA-269188USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839745 NON-EXPEDITED N US-TEVA-269232USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839756 NON-EXPEDITED Y HO CL-BAYER-2011-018965 Female CHL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

7839765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839765 NON-EXPEDITED Y OT DE-BAYER-2011-018977 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S 20 µg, CONT  BAYER

7839936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839936 NON-EXPEDITED N US-BAYER-2011-017537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S UNK 127 DAY BAYER
ACNE  
ALOPECIA  
FEELING COLD  
LOSS OF LIBIDO  
MOOD SWINGS  
WEIGHT INCREASED  
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Detailed Report
7839937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839937 NON-EXPEDITED Y US-BAYER-2011-018326 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 723 DAY BAYER

7839939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839939 NON-EXPEDITED Y US-BAYER-2011-017094 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7839950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839950 NON-EXPEDITED N US-BAYER-2011-017958 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 718 DAY BAYER

7839953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839953 NON-EXPEDITED Y OT US-BAYER-2011-017812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7839975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839975 NON-EXPEDITED Y US-
BAYER-201010155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SWELLING  
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Detailed Report
7839976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839976 NON-EXPEDITED N US-
BAYER-201010102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7839977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839977 NON-EXPEDITED N US-
BAYER-200944034NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

7839978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839978 NON-EXPEDITED N US-
BAYER-200944065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

7839979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839979 NON-EXPEDITED N US-
BAYER-201010089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HUNGER  

7839980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839980 NON-EXPEDITED N US-
BAYER-200943950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
7839981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839981 NON-EXPEDITED N US-
BAYER-201010125NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7839984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839984 NON-EXPEDITED Y US-
BAYER-201010232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7839985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839985 NON-EXPEDITED N US-
BAYER-200944039NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7839986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839986 NON-EXPEDITED Y US-
BAYER-200943613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7839987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839987 NON-EXPEDITED N US-
BAYER-201010245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7839988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839988 NON-EXPEDITED N US-
BAYER-201010236NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7839989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839989 NON-EXPEDITED Y US-
BAYER-200944041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 µg/d, CONT  BAYER

7839990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839990 NON-EXPEDITED Y US-
BAYER-201010112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENITAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7839992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839992 NON-EXPEDITED N US-
BAYER-201010061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7839993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839993 EXPEDITED (15-DAY) N OT US-BAYER-2011-016822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE UNK  BAYER
STRESS  
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Detailed Report
7839994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839994 NON-EXPEDITED Y US-
BAYER-200943971NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7839995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839995 NON-EXPEDITED Y US-
BAYER-201010149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 109 DAY BAYER

7839996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839996 NON-EXPEDITED Y US-
BAYER-201010153NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 10 DAY BAYER

7839997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839997 NON-EXPEDITED N US-
BAYER-201031067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER

7839998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839998 NON-EXPEDITED Y US-
BAYER-201029065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7839999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7839999 NON-EXPEDITED Y US-
BAYER-200943986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 352 DAY BAYER

7840001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840001 NON-EXPEDITED N US-
BAYER-201010154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg/d, CONT  BAYER
HAEMORRHAGE  

7840003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840003 NON-EXPEDITED N US-
BAYER-201031801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISCOMFORT  
AMENORRHOEA  
CERVICAL DISCHARGE  
MEDICAL DEVICE COMPLICATION  

7840004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840004 NON-EXPEDITED Y US-
BAYER-200943954NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840005 NON-EXPEDITED Y US-
BAYER-201029067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 102 DAY BAYER
DEVICE EXPULSION  

7840006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840006 NON-EXPEDITED N US-
BAYER-200943914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
METRORRHAGIA  

7840008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840008 NON-EXPEDITED Y US-
BAYER-201019570NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840009 NON-EXPEDITED Y US-
BAYER-200943951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840010 NON-EXPEDITED N US-
BAYER-201025639NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840011 NON-EXPEDITED N US-
BAYER-201027216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840012 NON-EXPEDITED N US-
BAYER-200944036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7840013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840013 NON-EXPEDITED Y US-BAYER-2010-007437 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7840014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840014 NON-EXPEDITED N US-
BAYER-200943965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840027 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-017826 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7840028 NON-EXPEDITED Y US-BAYER-2011-013129 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 143 DAY BAYER

7843271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7843271 EXPEDITED (15-DAY) Y HO,DS,LT,OT ALE-00063 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA ALESSE 28 S  
PULMONARY EMBOLISM ZOLOFT C  
ARTHRALGIA TRAZODONE HYDROCHLORIDE C  

7865171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 7865171 DIRECT Y HO 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
DEVICE DISLOCATION  

7776904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7776904 NON-EXPEDITED N US-BAYER-2011-007080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 4,942 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7822723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7822723 NON-EXPEDITED N US-TEVA-267988USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL DISTENSION  
BACK PAIN  
NAUSEA  

7822936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7822936 NON-EXPEDITED N US-TEVA-268059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
NAUSEA  

7826840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7826840 NON-EXPEDITED N US-TEVA-268412USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7828798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7828798 NON-EXPEDITED N US-TEVA-256452USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7835503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7835503 NON-EXPEDITED N US-TEVA-268787USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7835867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7835867 NON-EXPEDITED N US-TEVA-268824USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
VOMITING  

7835874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7835874 NON-EXPEDITED N US-TEVA-268828USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER PLAN B ONE-STEP S ORAL  DURAMED

7836581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7836581 EXPEDITED (15-DAY) Y OT US-BAYER-2011-013165 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 12 DAY BAYER
MUSCLE SPASMS MIRENA S  BAYER
HAEMOGLOBIN ABNORMAL  
MENORRHAGIA  

7836998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7836998 NON-EXPEDITED N US-TEVA-267148USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  
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Detailed Report
7837021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7837021 NON-EXPEDITED N US-TEVA-269011USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

TEGRETOL C ORAL  

7837024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7837024 NON-EXPEDITED N US-TEVA-268974USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7837035 NON-EXPEDITED N US-TEVA-268981USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7840458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840458 NON-EXPEDITED Y US-
BAYER-201013282NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840459 NON-EXPEDITED N US-
BAYER-201010250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840460 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-017071 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIXED CONNECTIVE TISSUE DISEASE MIRENA S UNK  BAYER
ARTHRALGIA  
BREAST MASS  
CEREBROVASCULAR ACCIDENT  
LUPUS-LIKE SYNDROME  
PAIN  
PULMONARY HYPERTENSION  
RASH MACULAR  
SCLERODERMA  
VISUAL FIELD DEFECT  
VISUAL IMPAIRMENT  

7840461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840461 NON-EXPEDITED N US-
BAYER-201010241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

7840462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840462 NON-EXPEDITED N US-
BAYER-200943946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER
DYSPAREUNIA  
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Detailed Report
7840463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840463 NON-EXPEDITED Y US-
BAYER-200943981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840465 NON-EXPEDITED N US-
BAYER-200943915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
MOOD ALTERED  
NAUSEA  

7840466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840466 NON-EXPEDITED N US-
BAYER-200944026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840467 NON-EXPEDITED N US-
BAYER-201010797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
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Detailed Report
7840468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840468 NON-EXPEDITED N US-
BAYER-201010070NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840469 NON-EXPEDITED N US-
BAYER-200943948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

7840470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840470 NON-EXPEDITED Y US-
BAYER-201010200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
PAIN  

7840471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840471 NON-EXPEDITED Y US-
BAYER-201010174NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840472 NON-EXPEDITED N US-
BAYER-201010178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BALANCE DISORDER  
NAUSEA  
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Detailed Report
7840473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840473 NON-EXPEDITED N US-
BAYER-201010249NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, BIW 43 DAY BAYER

7840475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840475 NON-EXPEDITED N US-
BAYER-201010210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER

7840476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840476 NON-EXPEDITED N US-
BAYER-201010203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840477 NON-EXPEDITED N US-
BAYER-201010176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840478 NON-EXPEDITED Y US-
BAYER-200943968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840479 NON-EXPEDITED N US-
BAYER-201010162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
BLOOD URINE PRESENT  
MEDICAL DEVICE DISCOMFORT  
POLLAKIURIA  

7840480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840480 NON-EXPEDITED Y US-
BAYER-201010243NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
DISCOMFORT  
NAUSEA  

7840481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840481 NON-EXPEDITED N US-
BAYER-201012985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840482 NON-EXPEDITED N US-
BAYER-201010253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7840485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840485 NON-EXPEDITED N US-
BAYER-201010255NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE EXPULSION  

7840486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840486 NON-EXPEDITED Y US-
BAYER-200943982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7840487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840487 NON-EXPEDITED N US-
BAYER-201010211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840488 NON-EXPEDITED Y US-
BAYER-200943978NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7840489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840489 NON-EXPEDITED N US-
BAYER-201014749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7840490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840490 NON-EXPEDITED N US-
BAYER-201010261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S 20 µg/d, CONT  BAYER

7840493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840493 NON-EXPEDITED Y US-
BAYER-201032375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840494 NON-EXPEDITED Y US-
BAYER-201019961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840501 NON-EXPEDITED N US-
BAYER-201024671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

7840505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840505 NON-EXPEDITED Y US-
BAYER-201019154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 191 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
7840508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840508 NON-EXPEDITED N US-
BAYER-201019143NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

7840509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840509 NON-EXPEDITED N US-BAYER-2010-007191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 128 DAY BAYER

7840516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840516 NON-EXPEDITED N US-BAYER-2010-007419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

7840926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840926 NON-EXPEDITED N US-
BAYER-201017838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840928 NON-EXPEDITED N US-
BAYER-201010234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
MUSCLE SPASMS  
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Detailed Report
7840930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840930 NON-EXPEDITED N US-
BAYER-201010332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7840931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840931 NON-EXPEDITED N US-
BAYER-201010208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7840932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840932 NON-EXPEDITED N US-
BAYER-201021191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  

7840934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840934 NON-EXPEDITED Y US-
BAYER-201010340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 32 DAY BAYER

7840935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840935 NON-EXPEDITED Y US-
BAYER-201028510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7840936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840936 NON-EXPEDITED Y US-
BAYER-201027349NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

7840938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840938 NON-EXPEDITED N US-
BAYER-201014859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7840939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840939 NON-EXPEDITED N US-
BAYER-201020454NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
DYSPAREUNIA  

7840940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840940 NON-EXPEDITED N US-
BAYER-201010180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  
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Detailed Report
7840951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7840951 EXPEDITED (15-DAY) N OT BR-BAYER-2011-017335 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VULVOVAGINAL DISCOMFORT MIRENA S  BAYER
LYMPHADENOPATHY  
SWELLING  
VULVOVAGINAL PRURITUS  

7841831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841831 NON-EXPEDITED N US-TEVA-269362USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE BENICAR C  
VOMITING LEXAPRO C  
HEADACHE NORVASC C  

7841832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841832 NON-EXPEDITED N US-TEVA-269364USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7841834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841834 NON-EXPEDITED N US-TEVA-269500USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7841835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841835 NON-EXPEDITED N US-TEVA-269151USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7841836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841836 NON-EXPEDITED N US-TEVA-269509USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  

7841837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841837 NON-EXPEDITED N US-TEVA-269492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED

7841838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841838 NON-EXPEDITED N US-TEVA-269510USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ATROPHY PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7841841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841841 NON-EXPEDITED N US-TEVA-269470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7841842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841842 NON-EXPEDITED N US-TEVA-269495USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN TRINESSA C ORAL  

7841843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841843 NON-EXPEDITED N US-TEVA-269505USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7841844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841844 NON-EXPEDITED N US-TEVA-269497USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7841846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841846 NON-EXPEDITED N US-TEVA-269508USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7841847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841847 NON-EXPEDITED N US-TEVA-269466USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7841849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841849 NON-EXPEDITED N US-TEVA-269469USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7841929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841929 NON-EXPEDITED N US-
BAYER-201010530NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
HAEMORRHAGE  

7841930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841930 NON-EXPEDITED Y US-
BAYER-201010373NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7841932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841932 NON-EXPEDITED N US-
BAYER-201028053NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 84 DAY BAYER
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Detailed Report
7841933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841933 NON-EXPEDITED Y US-
BAYER-201022536NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7841934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841934 NON-EXPEDITED Y US-
BAYER-201010353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
UTERINE SPASM  

7841935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841935 NON-EXPEDITED N US-
BAYER-201010246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  
GALACTORRHOEA  

7841936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841936 NON-EXPEDITED Y US-
BAYER-201017585NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7841937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841937 NON-EXPEDITED N US-
BAYER-201022486NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7841938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841938 NON-EXPEDITED Y US-
BAYER-201036268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

7841939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841939 NON-EXPEDITED N US-
BAYER-201010217NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S 20 µg/d, CONT  BAYER

7841940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841940 NON-EXPEDITED N US-
BAYER-201010331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7841941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841941 NON-EXPEDITED N US-
BAYER-201010333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7841942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841942 NON-EXPEDITED N US-
BAYER-201019842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7841943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841943 NON-EXPEDITED N US-
BAYER-201010538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT  BAYER
HAEMORRHAGE  

7841944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841944 NON-EXPEDITED N US-
BAYER-201010257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE MIRENA S 20 µg/d, CONT  BAYER
WEIGHT INCREASED  

7841945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841945 NON-EXPEDITED N US-
BAYER-201019152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
7841946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841946 NON-EXPEDITED N US-
BAYER-201017396NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7841949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841949 NON-EXPEDITED Y US-
BAYER-201025072NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

7841950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841950 NON-EXPEDITED Y US-
BAYER-201013277NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7841951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841951 NON-EXPEDITED N US-
BAYER-201010190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7841952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841952 NON-EXPEDITED Y US-
BAYER-201010532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7841953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841953 NON-EXPEDITED N US-
BAYER-201010177NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  
PAIN  

7841954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841954 NON-EXPEDITED N US-
BAYER-201010196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7841955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841955 NON-EXPEDITED N US-
BAYER-201017820NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
POLLAKIURIA  

7841956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841956 NON-EXPEDITED Y US-
BAYER-201019225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 191 DAY BAYER
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Detailed Report
7841957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841957 NON-EXPEDITED N US-
BAYER-201014139NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7841961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841961 NON-EXPEDITED Y US-BAYER-2010-007446 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 155 DAY BAYER

7841962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7841962 NON-EXPEDITED Y US-BAYER-2010-007205 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 71 DAY BAYER

7842059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842059 NON-EXPEDITED N US-TEVA-269483USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842060 NON-EXPEDITED N US-TEVA-269486USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORTHO TRI CYCLEN C ORAL  

7842061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842061 NON-EXPEDITED N US-TEVA-269493USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7842062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842062 NON-EXPEDITED N US-TEVA-269498USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842098 NON-EXPEDITED N US-TEVA-269503USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842099 NON-EXPEDITED N US-TEVA-269428USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

7842100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842100 NON-EXPEDITED N US-TEVA-269473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7842106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842106 NON-EXPEDITED N US-TEVA-269138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7842165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842165 NON-EXPEDITED N US-TEVA-269248USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7842167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842167 NON-EXPEDITED N US-TEVA-269254USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED

7842168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842168 NON-EXPEDITED N US-TEVA-269143USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842169 NON-EXPEDITED N US-TEVA-269189USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842171 NON-EXPEDITED N US-TEVA-269195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7842176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842176 NON-EXPEDITED N US-TEVA-269226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7842307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842307 NON-EXPEDITED N US-TEVA-269603USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7842308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842308 NON-EXPEDITED N US-TEVA-269622USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7842309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842309 NON-EXPEDITED N US-TEVA-269593USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7842310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842310 NON-EXPEDITED N US-TEVA-269597USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7842311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842311 NON-EXPEDITED N US-TEVA-269595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7842312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 7842312 NON-EXPEDITED N US-TEVA-236039USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

XANAX C ORAL  

PREMATURE LABOUR  

7803316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7803316 NON-EXPEDITED N US-BAYER-2011-010241 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
Human chorionic gonadotropin increased MIRENA S  BAYER
DEVICE DISLOCATION  

7842869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842869 NON-EXPEDITED Y OT CA-BAYER-2011-007644 34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7842946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842946 NON-EXPEDITED Y US-
BAYER-201010608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7842947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842947 NON-EXPEDITED N US-
BAYER-201010508NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, CONT  BAYER

7842948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842948 NON-EXPEDITED N US-
BAYER-201010338NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842949 NON-EXPEDITED N US-
BAYER-201010535NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 4 DAY BAYER

7842950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842950 NON-EXPEDITED N US-
BAYER-201010351NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

7842951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842951 NON-EXPEDITED Y US-
BAYER-201010355NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 465 DAY BAYER
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Detailed Report
7842952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842952 NON-EXPEDITED N US-
BAYER-201010364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842953 NON-EXPEDITED N US-
BAYER-201010533NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 30 µg/d, CONT 4 DAY BAYER
ABDOMINAL PAIN LOWER LEXAPRO C  

7842954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842954 NON-EXPEDITED N US-
BAYER-201010577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

ALBUTEROL C  

7842955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842955 NON-EXPEDITED N US-
BAYER-201010584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

7842956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842956 NON-EXPEDITED N US-
BAYER-201010549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

Page: 4,971 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7842957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842957 NON-EXPEDITED N US-
BAYER-201010537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER

7842958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842958 NON-EXPEDITED N US-
BAYER-201010505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
IRRITABILITY LEXAPRO C  
HEADACHE IBUPROFEN C  BAYER
PAIN IN EXTREMITY  

7842959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842959 NON-EXPEDITED N US-
BAYER-201010792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7842960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842960 NON-EXPEDITED N US-
BAYER-201010570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842961 NON-EXPEDITED Y US-
BAYER-201010619NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
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Detailed Report
7842962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842962 NON-EXPEDITED N US-
BAYER-201010442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
PAIN IN EXTREMITY  

7842963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842963 NON-EXPEDITED N US-
BAYER-201010539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER

7842964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842964 NON-EXPEDITED N US-
BAYER-201010336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842965 NON-EXPEDITED N US-
BAYER-201010587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7842966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842966 NON-EXPEDITED N US-
BAYER-201010790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
ACNE  
FATIGUE  
FLUID RETENTION  
MUSCLE SPASMS  

7842967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842967 NON-EXPEDITED N US-
BAYER-201010536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842968 NON-EXPEDITED Y US-
BAYER-201010618NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 5 DAY BAYER
MUSCLE SPASMS  

7842969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842969 NON-EXPEDITED N US-
BAYER-201010282NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
7842970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842970 NON-EXPEDITED Y US-
BAYER-201011916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7842971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842971 NON-EXPEDITED N US-
BAYER-201010447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg/d, CONT  BAYER
FATIGUE  

7842972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842972 NON-EXPEDITED N US-
BAYER-201010434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7842973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842973 NON-EXPEDITED N US-
BAYER-201010542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7842974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842974 NON-EXPEDITED N US-
BAYER-201010444NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPEPSIA OXYCODONE C  
ABDOMINAL PAIN LOWER MORPHINE SULFATE C  
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Detailed Report
7842975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842975 NON-EXPEDITED N US-
BAYER-201010490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842976 NON-EXPEDITED N US-
BAYER-201010329NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE PROPYLTHIOURACIL C  
DEVICE EXPULSION PROPRANOLOL C  
COMPLICATION OF DEVICE INSERTION SINGULAIR C  
VAGINAL HAEMORRHAGE  

7842977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842977 NON-EXPEDITED N US-
BAYER-201010359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7842978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842978 NON-EXPEDITED N US-
BAYER-201010583NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7842980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842980 NON-EXPEDITED N US-
BAYER-201010324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842981 NON-EXPEDITED N US-
BAYER-201010795NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7842982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842982 NON-EXPEDITED N US-
BAYER-201028599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7842983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842983 NON-EXPEDITED N US-
BAYER-201010808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

7842984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842984 NON-EXPEDITED Y US-
BAYER-201010815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7842985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842985 NON-EXPEDITED N US-
BAYER-201014412NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
NECK PAIN  

7842986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842986 NON-EXPEDITED Y US-
BAYER-201025271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842987 NON-EXPEDITED Y US-
BAYER-201029256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7842988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842988 NON-EXPEDITED Y US-
BAYER-201011249NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7842989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842989 NON-EXPEDITED Y US-
BAYER-201019262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
ABNORMAL DREAMS  
ACNE  
INSOMNIA  
NIGHT SWEATS  

7842990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842990 NON-EXPEDITED N US-
BAYER-201010330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7842991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842991 NON-EXPEDITED N US-
BAYER-201018256NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

MIRENA S  BAYER

7842992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842992 NON-EXPEDITED N US-
BAYER-201025896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7842993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842993 NON-EXPEDITED Y US-
BAYER-201010328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7842994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842994 NON-EXPEDITED N US-
BAYER-201010504NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7842995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842995 NON-EXPEDITED Y US-
BAYER-201019597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7842996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842996 NON-EXPEDITED Y US-
BAYER-201027564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

7842997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842997 NON-EXPEDITED N US-
BAYER-201010818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA MIRENA S  BAYER
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Detailed Report
7842998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842998 NON-EXPEDITED N US-
BAYER-201013767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

7842999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7842999 NON-EXPEDITED N US-
BAYER-201030000NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

7843000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843000 NON-EXPEDITED N US-
BAYER-201018247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843001 NON-EXPEDITED Y US-
BAYER-201019981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7843002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843002 NON-EXPEDITED N US-
BAYER-201022197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7843003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843003 NON-EXPEDITED N US-
BAYER-201022687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER
ABDOMINAL PAIN  

7843004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843004 NON-EXPEDITED Y US-
BAYER-201010611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

7843005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843005 NON-EXPEDITED N US-
BAYER-201010321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843006 NON-EXPEDITED Y US-
BAYER-201040084NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 331 DAY BAYER

7843007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843007 NON-EXPEDITED N CA-
BAYER-201036479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
7843008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843008 NON-EXPEDITED Y US-
BAYER-201031774NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  

7843009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843009 NON-EXPEDITED N US-
BAYER-201040083NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

7843010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843010 NON-EXPEDITED Y US-
BAYER-201033752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7843011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843011 NON-EXPEDITED N US-
BAYER-201040087NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
NAUSEA  
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Detailed Report
7843014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843014 NON-EXPEDITED N US-
BAYER-201010873NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN IN EXTREMITY  

7843016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843016 NON-EXPEDITED Y US-
BAYER-201024812NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 611 DAY BAYER

7843017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843017 NON-EXPEDITED N US-
BAYER-201027497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

7843018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843018 NON-EXPEDITED N US-
BAYER-201023254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
7843019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843019 NON-EXPEDITED Y US-
BAYER-201022376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
METRORRHAGIA  

7843020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843020 NON-EXPEDITED N US-
BAYER-201010326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT  BAYER

7843021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843021 NON-EXPEDITED Y US-
BAYER-201024672NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843022 NON-EXPEDITED Y US-
BAYER-201019110NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 187 DAY BAYER

7843023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843023 NON-EXPEDITED N US-
BAYER-201010926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
FEELING ABNORMAL  
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Detailed Report
7843024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843024 NON-EXPEDITED N US-
BAYER-201010557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
ACNE CYSTIC  
AFFECT LABILITY  
ALOPECIA  
ARTHRALGIA  

7843025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843025 NON-EXPEDITED Y US-
BAYER-201010804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 27 DAY BAYER

7843026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843026 NON-EXPEDITED N US-
BAYER-201023290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7843027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843027 NON-EXPEDITED N US-
BAYER-201010574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7843028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843028 NON-EXPEDITED N US-
BAYER-201010488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7843029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843029 NON-EXPEDITED Y US-
BAYER-201010521NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7843030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843030 NON-EXPEDITED Y US-
BAYER-201027835NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 921 DAY BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7843031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843031 NON-EXPEDITED N US-
BAYER-201019839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843033 NON-EXPEDITED N US-
BAYER-201010323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7843034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843034 NON-EXPEDITED N US-
BAYER-201018384NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843035 NON-EXPEDITED N US-
BAYER-201010497NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7843036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843036 NON-EXPEDITED N US-
BAYER-201012608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843037 NON-EXPEDITED N US-
BAYER-201028492NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7843038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843038 NON-EXPEDITED N US-
BAYER-201010524NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S 20 µg/d, CONT  BAYER
ANXIETY  
METRORRHAGIA  
MUSCLE SPASMS  

7843039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843039 NON-EXPEDITED N US-
BAYER-201010810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S  BAYER

7843043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843043 NON-EXPEDITED Y US-
BAYER-201034055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

7843054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843054 NON-EXPEDITED Y US-
BAYER-201010819NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7843056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843056 NON-EXPEDITED Y US-
BAYER-201023457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 406 DAY BAYER
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Detailed Report
7843058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843058 NON-EXPEDITED Y US-BAYER-2010-008528 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 258 DAY BAYER

7843059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843059 NON-EXPEDITED N US-BAYER-2010-006775 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7843061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843061 NON-EXPEDITED Y US-
BAYER-201025216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER

7843063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843063 NON-EXPEDITED N US-BAYER-2011-000899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 22 DAY BAYER

7843064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843064 NON-EXPEDITED N US-
BAYER-201010500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PENILE PAIN  
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Detailed Report
7843065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843065 NON-EXPEDITED N US-BAYER-2010-006774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7843066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843066 EXPEDITED (15-DAY) Y OT US-BAYER-2011-018715 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
IRRITABILITY  
MENTAL DISORDER  

7843068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843068 EXPEDITED (15-DAY) N OT US-BAYER-2011-017798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S  BAYER

7843069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843069 NON-EXPEDITED N US-BAYER-2010-006069 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER
MENORRHAGIA  

7843070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843070 NON-EXPEDITED N US-BAYER-2010-007488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 4,991 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7843074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843074 NON-EXPEDITED Y US-
BAYER-201010826NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 63 DAY BAYER
DEVICE DISLOCATION  

7843079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843079 NON-EXPEDITED N OT US-BAYER-2011-018155 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE continuously  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

MIRENA S  BAYER

7843081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843081 NON-EXPEDITED Y OT US-BAYER-2011-018714 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
OVARIAN CYST  
UTERINE HAEMORRHAGE  

7843143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843143 NON-EXPEDITED N US-
BAYER-201010814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, CONT  BAYER

7843153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843153 NON-EXPEDITED Y US-
BAYER-201010800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 363 DAY BAYER
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Detailed Report
7843154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843154 NON-EXPEDITED Y US-
BAYER-201017554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 5 DAY BAYER
GALLBLADDER PAIN  

7843155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843155 NON-EXPEDITED Y OT US-BAYER-2011-018713 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843156 NON-EXPEDITED Y US-
BAYER-201010829NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843180 NON-EXPEDITED Y US-
BAYER-201028143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 495 DAY BAYER

7843181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843181 NON-EXPEDITED Y US-
BAYER-201010821NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 92 DAY BAYER
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Detailed Report
7843182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843182 NON-EXPEDITED Y US-
BAYER-201019836NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7843233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843233 NON-EXPEDITED Y US-
BAYER-201010798NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843234 NON-EXPEDITED Y US-
BAYER-201010592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843235 NON-EXPEDITED N US-
BAYER-201028506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843236 NON-EXPEDITED N OT US-BAYER-2011-018880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7843237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843237 NON-EXPEDITED Y US-
BAYER-201019573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843238 NON-EXPEDITED Y US-
BAYER-201010828NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
UTERINE SPASM  

7843361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843361 NON-EXPEDITED N US-
BAYER-201031464NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

7843362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843362 NON-EXPEDITED Y US-
BAYER-201010966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT  BAYER
CERVIX DISORDER  
VAGINAL HAEMORRHAGE  
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Detailed Report
7843363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843363 NON-EXPEDITED Y US-
BAYER-201039813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

7843365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843365 NON-EXPEDITED Y US-
BAYER-201034062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843366 NON-EXPEDITED Y US-
BAYER-201023326NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

7843376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843376 NON-EXPEDITED N OT US-BAYER-2011-018145 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843377 NON-EXPEDITED Y US-
BAYER-201029341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
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Detailed Report
7843380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843380 NON-EXPEDITED N US-
BAYER-201010812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843381 NON-EXPEDITED Y US-
BAYER-201023296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

7843382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843382 NON-EXPEDITED Y US-
BAYER-201010899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843383 NON-EXPEDITED N US-
BAYER-201010824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843436 NON-EXPEDITED Y US-
BAYER-201010835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7843438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843438 NON-EXPEDITED N US-
BAYER-201010783NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER

7843439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843439 NON-EXPEDITED Y US-
BAYER-201010802NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7843440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843440 NON-EXPEDITED Y US-
BAYER-201010605NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7843441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843441 NON-EXPEDITED Y US-
BAYER-201010805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843442 NON-EXPEDITED Y US-
BAYER-201010784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7843444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843444 NON-EXPEDITED Y US-
BAYER-201019105NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  

7843497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843497 NON-EXPEDITED Y US-
BAYER-201019980NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7843498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843498 NON-EXPEDITED N US-
BAYER-201017116NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

7843506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843506 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011044010

26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DENTAL OPERATION NORDETTE S ORAL 1x/day  PFIZER
INFLAMMATION  
METRORRHAGIA  
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Detailed Report
7843531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843531 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011042918

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE SEPARATION OF PLACENTA NORDETTE S ORAL UNK  PFIZER
DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  
VAGINAL HAEMORRHAGE  

7843731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843731 NON-EXPEDITED N US-
BAYER-201010809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
RASH ERYTHEMATOUS  

7843733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843733 NON-EXPEDITED N US-
BAYER-201032118NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

7843734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843734 NON-EXPEDITED Y US-
BAYER-201010785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7843735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843735 NON-EXPEDITED Y US-
BAYER-201025276NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7843737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843737 NON-EXPEDITED Y US-
BAYER-201010834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7843738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843738 NON-EXPEDITED Y US-
BAYER-201019824NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 94 DAY BAYER

7843739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843739 NON-EXPEDITED N US-
BAYER-201010848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA  

7843741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843741 NON-EXPEDITED Y US-
BAYER-201033554NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 239 DAY BAYER
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Detailed Report
7843742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843742 NON-EXPEDITED N US-
BAYER-201022512NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7843743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843743 NON-EXPEDITED N US-
BAYER-201010861NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSED MOOD  

7843744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843744 NON-EXPEDITED Y US-
BAYER-201025286NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7843746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843746 NON-EXPEDITED Y US-
BAYER-201012515NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7843747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843747 NON-EXPEDITED Y US-
BAYER-201010903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 215 DAY BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

7843748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843748 NON-EXPEDITED N US-
BAYER-201010853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

7843754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843754 NON-EXPEDITED N US-
BAYER-201010799NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

7843756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843756 NON-EXPEDITED N US-
BAYER-201010855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7843774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7843774 NON-EXPEDITED N US-TEVA-269833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7844176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844176 NON-EXPEDITED Y US-
BAYER-201010924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

ADDERALL C  

7844177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844177 NON-EXPEDITED Y US-
BAYER-201010841NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7844178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844178 NON-EXPEDITED Y US-
BAYER-201011253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7844179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844179 NON-EXPEDITED Y US-
BAYER-201010900NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7844180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844180 NON-EXPEDITED N US-
BAYER-201010897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7844181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844181 NON-EXPEDITED N US-
BAYER-201010919NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 99 DAY BAYER

7844182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844182 NON-EXPEDITED N US-
BAYER-201010875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
UTERINE SPASM  

7844183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844183 NON-EXPEDITED N US-
BAYER-201019141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  
MEDICAL DEVICE DISCOMFORT  
MENORRHAGIA  
NAUSEA  
UTERINE SPASM  
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Detailed Report
7844184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844184 NON-EXPEDITED N US-
BAYER-201010898NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 415 DAY BAYER

7844185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7844185 NON-EXPEDITED N US-
BAYER-201010789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7866471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2011 7866471 DIRECT N HO,DS,LT,OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
ANXIETY  
APPENDICITIS  
EXTRASYSTOLES  
HEADACHE  
IRRITABILITY  
PALPITATIONS  
POSTPARTUM DEPRESSION  
SOCIAL AVOIDANT BEHAVIOUR  
STRESS  

7755599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7755599 EXPEDITED (15-DAY) OT TPH-00307 < 1 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSAMMMARY TRANSMAMMARY  
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Detailed Report
7757877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7757877 NON-EXPEDITED N OT US-BAYER-2011-002386 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

7845133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845133 NON-EXPEDITED N US-
BAYER-201010956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845134 NON-EXPEDITED N US-
BAYER-201010917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845136 NON-EXPEDITED Y US-
BAYER-201010871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT  BAYER

7845137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845137 NON-EXPEDITED N US-
BAYER-201010916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
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Detailed Report
7845138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845138 NON-EXPEDITED Y US-
BAYER-201010894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

7845139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845139 EXPEDITED (15-DAY) N OT CN-BAYER-2011-018236 44 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN MASS MIRENA S UNK  BAYER

MIRENA S  BAYER

7845141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845141 NON-EXPEDITED Y US-
BAYER-201010950NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845142 NON-EXPEDITED N US-
BAYER-201019070NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7845143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845143 NON-EXPEDITED N US-
BAYER-201010918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7845144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845144 NON-EXPEDITED Y US-
BAYER-201010964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7845146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845146 NON-EXPEDITED N US-
BAYER-201012933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
DYSMENORRHOEA  

7845147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845147 NON-EXPEDITED Y US-
BAYER-201010913NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
ABDOMINAL PAIN LOWER  

7845148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845148 NON-EXPEDITED N US-
BAYER-201014224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GLYCOSYLATED HAEMOGLOBIN INCREASED MIRENA S UNK  BAYER

METFORMIN HYDROCHLORIDE S  
GLIPIZIDE S  
LANTUS S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7845149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845149 NON-EXPEDITED N US-
BAYER-201010905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ZITHROMAX C UNK  

7845150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845150 NON-EXPEDITED N US-
BAYER-201010931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VULVOVAGINAL PAIN  

7845151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845151 NON-EXPEDITED N US-
BAYER-201010807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845152 NON-EXPEDITED N US-
BAYER-201010958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
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Detailed Report
7845153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845153 NON-EXPEDITED Y US-
BAYER-201010914NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7845154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845154 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-018057 28 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARANOIA MIRENA S INTRAUTERINE UNK 14 DAY BAYER

7845155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845155 NON-EXPEDITED N US-
BAYER-201010954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845156 NON-EXPEDITED Y US-
BAYER-201010825NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 89 DAY BAYER

7845158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845158 NON-EXPEDITED US-
BAYER-201010901NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
COMPLICATION OF DEVICE INSERTION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7845159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845159 NON-EXPEDITED N US-
BAYER-201027916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845160 NON-EXPEDITED N US-
BAYER-201019844NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OLIGOMENORRHOEA  
VAGINAL DISCHARGE  

7845161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845161 NON-EXPEDITED N US-
BAYER-201022253NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

7845162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845162 NON-EXPEDITED Y US-
BAYER-201027685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845164 NON-EXPEDITED N US-
BAYER-201022248NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7845166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845166 NON-EXPEDITED Y US-
BAYER-201039941NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7845167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845167 NON-EXPEDITED N US-
BAYER-201027686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845168 NON-EXPEDITED Y OT US-BAYER-2011-018874 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 163 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

7845169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845169 NON-EXPEDITED N US-TEVA-269626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED

7845170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845170 NON-EXPEDITED N US-TEVA-269651USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7845171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845171 NON-EXPEDITED N US-TEVA-269639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845173 NON-EXPEDITED N US-TEVA-269512USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845213 NON-EXPEDITED N US-
BAYER-201010960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845214 NON-EXPEDITED Y US-
BAYER-201011069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845215 NON-EXPEDITED N US-
BAYER-201010827NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7845216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845216 NON-EXPEDITED US-
BAYER-201011066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 20 µg/d, CONT  BAYER
PELVIC PAIN  

7845217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845217 NON-EXPEDITED N US-
BAYER-201010920NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845218 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-018885 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S UNK 244 DAY BAYER
OVARIAN CYST RUPTURED MIRENA S UNK  BAYER
AMENORRHOEA  
CONVULSION  
FEELING ABNORMAL  
HEADACHE  
METRORRHAGIA  

7845219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845219 NON-EXPEDITED N US-
BAYER-201010944NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7845424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845424 NON-EXPEDITED Y US-
BAYER-201010986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845425 EXPEDITED (15-DAY) N OT US-BAYER-2011-019348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIPLEGIA MIRENA S 20 mcg/24hr, UNK  BAYER
HEADACHE  

7845426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845426 NON-EXPEDITED Y US-
BAYER-201011028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 251 DAY BAYER

7845433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845433 NON-EXPEDITED N US-
BAYER-201011095NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7845434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845434 NON-EXPEDITED N US-
BAYER-201010968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

AMOXICILLIN C  
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Detailed Report
7845435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845435 NON-EXPEDITED N US-
BAYER-201020916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845439 NON-EXPEDITED N US-
BAYER-201010971NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845440 NON-EXPEDITED N US-
BAYER-201010940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

7845441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845441 NON-EXPEDITED N US-
BAYER-201011032NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

7845442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845442 NON-EXPEDITED N US-
BAYER-201011050NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 676 DAY BAYER
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Detailed Report
7845443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845443 NON-EXPEDITED N US-
BAYER-201011064NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7845444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845444 NON-EXPEDITED N US-
BAYER-201012374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

7845445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845445 NON-EXPEDITED N US-
BAYER-201015076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ACNE  

7845446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845446 NON-EXPEDITED N US-
BAYER-201013792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845452 NON-EXPEDITED N US-BAYER-2011-018332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK  BAYER
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7845453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845453 NON-EXPEDITED N US-
BAYER-201030804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845454 NON-EXPEDITED N US-
BAYER-201040085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7845455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845455 NON-EXPEDITED N US-
BAYER-201030188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845456 NON-EXPEDITED N US-
BAYER-201040120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845457 NON-EXPEDITED Y US-
BAYER-201027258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7845489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845489 NON-EXPEDITED N US-
BAYER-201016591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845491 NON-EXPEDITED N US-
BAYER-201017692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845492 NON-EXPEDITED N OT US-BAYER-2011-018754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

7845512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845512 NON-EXPEDITED N US-TEVA-269555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845513 NON-EXPEDITED N US-TEVA-269554USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

XANAX C  
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Detailed Report
7845514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845514 NON-EXPEDITED N US-TEVA-269552USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7845515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845515 NON-EXPEDITED N US-TEVA-269550USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845516 NON-EXPEDITED N US-TEVA-269664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7845517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845517 NON-EXPEDITED N US-TEVA-269663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845523 NON-EXPEDITED N US-TEVA-269586USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

OCELLA C  
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Detailed Report
7845566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845566 NON-EXPEDITED N US-TEVA-269600USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

MULTI-VITAMIN C  

7845567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845567 NON-EXPEDITED N US-TEVA-269592USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7845578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845578 NON-EXPEDITED N US-
BAYER-201011078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
NO ADVERSE EVENT  
POST PROCEDURAL HAEMORRHAGE  

7845579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845579 NON-EXPEDITED Y US-
BAYER-201011081NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845580 NON-EXPEDITED N US-
BAYER-201011242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7845581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845581 NON-EXPEDITED N US-
BAYER-201011244NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER

7845582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845582 NON-EXPEDITED N US-
BAYER-201011852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845583 NON-EXPEDITED Y US-
BAYER-201011018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845584 NON-EXPEDITED N US-
BAYER-201010934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

FLAGYL C  
ANTIBIOTICS C  

7845593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845593 NON-EXPEDITED Y US-
BAYER-201038527NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
7845594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845594 NON-EXPEDITED N US-BAYER-2011-004597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7845595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845595 NON-EXPEDITED Y US-
BAYER-201013221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 991 DAY BAYER

7845597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845597 NON-EXPEDITED Y US-
BAYER-201021653NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

7845599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845599 NON-EXPEDITED N US-
BAYER-201013184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE CONTINUOUS 1826 DAY BAYER
IRRITABILITY  
PAIN  
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Detailed Report
7845600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845600 NON-EXPEDITED N US-
BAYER-201019261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PURPURA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845671 NON-EXPEDITED Y US-
BAYER-201011062NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845672 NON-EXPEDITED N US-
BAYER-201011053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

7845673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845673 NON-EXPEDITED N US-TEVA-269623USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS AVIANE C ORAL  

7845674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845674 NON-EXPEDITED N US-TEVA-269621USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

Page: 5,025 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7845675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845675 NON-EXPEDITED N US-
BAYER-201011263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

7845676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845676 NON-EXPEDITED N US-
BAYER-201016550NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7845677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845677 NON-EXPEDITED Y US-
BAYER-201012703NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 247 DAY BAYER
PELVIC PAIN  

7845745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845745 NON-EXPEDITED N US-
BAYER-201025224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845876 NON-EXPEDITED N US-BAYER-2010-007133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
7845877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845877 NON-EXPEDITED Y US-
BAYER-201016674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7845878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845878 NON-EXPEDITED N US-
BAYER-201015496NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DYSMENORRHOEA  

7845879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845879 NON-EXPEDITED N US-
BAYER-201011100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  

7845881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845881 NON-EXPEDITED N US-
BAYER-201011376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ALOPECIA  
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Detailed Report
7845882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845882 NON-EXPEDITED Y US-
BAYER-201040082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7845883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845883 NON-EXPEDITED N US-
BAYER-201011072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
PROCEDURAL PAIN  

7845884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845884 NON-EXPEDITED N US-
BAYER-201010902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
VAGINAL DISCHARGE  

7845960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845960 NON-EXPEDITED N US-TEVA-267165USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

SEROQUEL C ORAL  
SEROQUEL C  
SEROQUEL C  
KLONOPIN C ORAL  
KLONOPIN C  
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Detailed Report
7845961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7845961 NON-EXPEDITED N US-TEVA-269922USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846134 NON-EXPEDITED N US-TEVA-269874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846135 NON-EXPEDITED N US-TEVA-269927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7846138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846138 NON-EXPEDITED N US-TEVA-269882USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846139 NON-EXPEDITED N US-TEVA-269935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  
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Detailed Report
7846140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846140 NON-EXPEDITED N US-TEVA-269893USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7846142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846142 NON-EXPEDITED N US-TEVA-269929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL  DURAMED
HAEMORRHAGE  
POLLAKIURIA  

7846144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846144 NON-EXPEDITED N US-TEVA-269660USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7846145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846145 NON-EXPEDITED N US-TEVA-269656USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
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Detailed Report
7846232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846232 NON-EXPEDITED N US-
BAYER-201011251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
NAUSEA  
UPPER-AIRWAY COUGH SYNDROME  

7846233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846233 NON-EXPEDITED N US-
BAYER-201014185NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7846234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846234 NON-EXPEDITED N US-
BAYER-201010961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA ZOLOFT C UNK UNK, CONT  
BREAST PAIN BACTRIM C  

7846235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846235 NON-EXPEDITED Y US-
BAYER-201038663NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER

Page: 5,031 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7846236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846236 NON-EXPEDITED N US-
BAYER-201017029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7846237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846237 NON-EXPEDITED N US-
BAYER-201040086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  

7846238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846238 NON-EXPEDITED N US-
BAYER-201011073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7846240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846240 NON-EXPEDITED Y US-
BAYER-201011099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7846241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846241 NON-EXPEDITED Y US-
BAYER-201011274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7846242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846242 NON-EXPEDITED N US-
BAYER-201011039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

AUGMENTIN '125' C UNK  

7846243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846243 NON-EXPEDITED N US-
BAYER-201025232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7846621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846621 NON-EXPEDITED N US-TEVA-269877USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7846623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846623 NON-EXPEDITED N US-TEVA-269887USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE UNKNOWN THYROID

MEDICATION
C  

7846628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846628 NON-EXPEDITED N US-TEVA-269665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

UNKNOWN BREAST CANCER
MEDICATION

C ORAL  

Page: 5,033 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7846630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846630 NON-EXPEDITED N US-TEVA-269838USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846631 NON-EXPEDITED N US-TEVA-269948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7846632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846632 NON-EXPEDITED N US-TEVA-269815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846633 NON-EXPEDITED N US-TEVA-269918USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846634 NON-EXPEDITED N US-TEVA-269952USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA  
MENSTRUATION IRREGULAR  
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7846635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846635 NON-EXPEDITED N US-TEVA-269946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7846636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846636 NON-EXPEDITED N US-TEVA-269911USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL  DURAMED
BACK PAIN  
BREAST DISCOMFORT  
BREAST TENDERNESS  
HEADACHE  
INSOMNIA  
NAUSEA  

7846637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846637 NON-EXPEDITED N US-TEVA-269836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7846638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7846638 NON-EXPEDITED N US-TEVA-269868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7869004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2011 7869004 DIRECT N HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
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Detailed Report
7820433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7820433 NON-EXPEDITED Y OT US-BAYER-2011-013680 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
URINARY TRACT INFECTION  

7835506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7835506 NON-EXPEDITED N US-TEVA-268859USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION PLAN B ONE-STEP S ORAL  DURAMED

ANTIBIOTIC C  

7837007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7837007 NON-EXPEDITED N US-TEVA-269035USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7837030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7837030 NON-EXPEDITED N US-TEVA-268934USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7839363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7839363 NON-EXPEDITED N US-TEVA-269309USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
GASTRIC ULCER  
MENORRHAGIA  
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Detailed Report
7842174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7842174 NON-EXPEDITED N US-TEVA-269210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  
VOMITING  

7847090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847090 NON-EXPEDITED Y US-
BAYER-201038564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7847091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847091 NON-EXPEDITED N HO,OT US-BAYER-2011-018950 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER

7847096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847096 NON-EXPEDITED N US-
BAYER-201038524NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

7847097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847097 NON-EXPEDITED N US-BAYER-2011-016512 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
7847099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847099 NON-EXPEDITED N US-BAYER-2011-019848 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

7847102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847102 NON-EXPEDITED N US-
BAYER-201038040NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER
DEVICE EXPULSION  

7847109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847109 NON-EXPEDITED N US-
BAYER-201011346NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK  BAYER
AMENORRHOEA ADVIL C  

7847110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847110 NON-EXPEDITED N US-
BAYER-201011254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
OLIGOMENORRHOEA  
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Detailed Report
7847111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847111 NON-EXPEDITED N US-
BAYER-201011615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
FEELING ABNORMAL  
MUSCULOSKELETAL CHEST PAIN  

7847112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847112 EXPEDITED (15-DAY) Y OT GB-BAYER-2010-003656 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847113 NON-EXPEDITED N US-
BAYER-201011323NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
RASH ERYTHEMATOUS  

7847114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847114 NON-EXPEDITED N US-
BAYER-201011364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7847115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847115 NON-EXPEDITED N US-
BAYER-201011061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

7847116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847116 NON-EXPEDITED N US-
BAYER-201011101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  

7847117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847117 NON-EXPEDITED N US-
BAYER-201011726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847118 NON-EXPEDITED N US-
BAYER-201011090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSORIASIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847120 NON-EXPEDITED Y US-
BAYER-201011439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7847121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847121 NON-EXPEDITED N US-
BAYER-201027144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847122 NON-EXPEDITED Y US-
BAYER-201011687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7847123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847123 NON-EXPEDITED N US-
BAYER-201011295NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847124 NON-EXPEDITED N US-
BAYER-201011473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847125 NON-EXPEDITED N US-
BAYER-201034436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  
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Detailed Report
7847126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847126 NON-EXPEDITED N US-
BAYER-201011368NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847127 NON-EXPEDITED N US-
BAYER-201011432NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 57 DAY BAYER

7847128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847128 NON-EXPEDITED N US-
BAYER-201025228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847129 NON-EXPEDITED N US-
BAYER-201017111NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

7847130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847130 NON-EXPEDITED Y US-
BAYER-201030505NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
7847131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847131 NON-EXPEDITED N US-
BAYER-201011359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847132 NON-EXPEDITED N US-
BAYER-201011360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

7847133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847133 NON-EXPEDITED N US-
BAYER-201011270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  

7847134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847134 NON-EXPEDITED N US-
BAYER-201012916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7847135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847135 NON-EXPEDITED N US-
BAYER-201011436NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 11 DAY BAYER

MULTI-VITAMIN C  
HYDROCHLOROTHIAZIDE C  

7847136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847136 NON-EXPEDITED N US-
BAYER-201016852NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S UNK  BAYER
AMENORRHOEA MIRENA S  BAYER

7847137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847137 NON-EXPEDITED N US-
BAYER-201021027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DANDRUFF MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847138 NON-EXPEDITED N US-
BAYER-201034434NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 558 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7847139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847139 NON-EXPEDITED N US-
BAYER-201011464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY  
DEPRESSION  
HOT FLUSH  
NAUSEA  

7847140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847140 NON-EXPEDITED N US-
BAYER-201023357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847141 NON-EXPEDITED N US-
BAYER-201011462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

7847142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847142 NON-EXPEDITED N US-
BAYER-201011266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ARTHRALGIA  
FEELING ABNORMAL  
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Detailed Report
7847143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847143 NON-EXPEDITED N US-
BAYER-201011466NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847144 NON-EXPEDITED N US-
BAYER-201011435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
FATIGUE VITAMIN B12 C  
ARTHRALGIA  
CHEST DISCOMFORT  
TREMOR  

7847145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847145 NON-EXPEDITED N US-
BAYER-201031375NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847177 NON-EXPEDITED N US-
BAYER-201011676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER
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Detailed Report
7847178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847178 NON-EXPEDITED N US-
BAYER-201038531NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847179 NON-EXPEDITED N US-
BAYER-201024555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7847180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847180 NON-EXPEDITED N US-
BAYER-201011894NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 43 DAY BAYER

7847181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847181 NON-EXPEDITED Y US-
BAYER-201011804NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7847182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847182 NON-EXPEDITED N US-
BAYER-201017833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7847183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847183 NON-EXPEDITED N US-
BAYER-201027420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

7847184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847184 NON-EXPEDITED N US-
BAYER-201011636NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 491 DAY BAYER

7847185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847185 NON-EXPEDITED N US-
BAYER-201011799NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7847189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847189 NON-EXPEDITED N US-TEVA-269957USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7847192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847192 NON-EXPEDITED N US-TEVA-269910USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  
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Detailed Report
7847205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847205 NON-EXPEDITED N US-
BAYER-201011634NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847315 NON-EXPEDITED N US-BAYER-2010-005394 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

7847316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847316 NON-EXPEDITED Y US-
BAYER-201011704NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 17 DAY BAYER

7847317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847317 NON-EXPEDITED Y US-
BAYER-201011664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7847318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847318 NON-EXPEDITED Y US-
BAYER-201024218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

Page: 5,049 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7847319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847319 NON-EXPEDITED N US-
BAYER-201030944NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7847320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847320 NON-EXPEDITED Y US-
BAYER-201021186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 414 DAY BAYER
MENORRHAGIA  

7847321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847321 NON-EXPEDITED N US-
BAYER-201011817NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847322 NON-EXPEDITED Y US-
BAYER-201011970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

7847329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847329 NON-EXPEDITED Y US-BAYER-2010-007481 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 629 DAY BAYER
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Detailed Report
7847330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847330 NON-EXPEDITED N US-BAYER-2010-008210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847331 NON-EXPEDITED N US-BAYER-2010-006893 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7847350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847350 NON-EXPEDITED N US-
BAYER-201011662NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
74 DAY BAYER

DEVICE EXPULSION  

7847351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847351 NON-EXPEDITED N US-
BAYER-201011886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
INSOMNIA  
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Detailed Report
7847352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847352 NON-EXPEDITED N US-
BAYER-201011641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
GASTROOESOPHAGEAL REFLUX DISEASE  
NAUSEA  

7847370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847370 NON-EXPEDITED N US-TEVA-269908USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7847372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847372 NON-EXPEDITED N US-TEVA-269903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7847373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847373 NON-EXPEDITED N US-TEVA-269820USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7847452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847452 NON-EXPEDITED N US-
BAYER-201011851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

7847454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847454 NON-EXPEDITED Y US-
BAYER-201011908NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

7847455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847455 NON-EXPEDITED N US-
BAYER-201011796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847456 NON-EXPEDITED N US-
BAYER-201018517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847457 NON-EXPEDITED N US-
BAYER-201020135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7847458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847458 NON-EXPEDITED Y US-
BAYER-201029085NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 136 DAY BAYER

7847459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847459 NON-EXPEDITED N US-
BAYER-201011671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7847460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847460 NON-EXPEDITED N US-
BAYER-201016829NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 350 DAY BAYER

7847461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847461 NON-EXPEDITED Y US-
BAYER-201038044NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7847469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847469 NON-EXPEDITED Y US-
BAYER-201030147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7847470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847470 NON-EXPEDITED N US-
BAYER-201011850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7847471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847471 NON-EXPEDITED N US-
BAYER-201011727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

7847664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847664 NON-EXPEDITED N US-TEVA-270169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7847667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847667 NON-EXPEDITED N US-TEVA-269943USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7847686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847686 NON-EXPEDITED N US-TEVA-270166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7847687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847687 NON-EXPEDITED N US-TEVA-269947USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7847688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847688 NON-EXPEDITED N US-TEVA-270133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7847698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847698 NON-EXPEDITED N US-TEVA-270050USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7847715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847715 NON-EXPEDITED N US-TEVA-270165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7847754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847754 NON-EXPEDITED N US-BAYER-2011-020253 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 28 DAY BAYER

Page: 5,056 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7847896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847896 NON-EXPEDITED N US-TEVA-269949USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF HEAVINESS PLAN B ONE-STEP S ORAL  DURAMED
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

7847899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847899 NON-EXPEDITED N US-TEVA-269905USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7847900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847900 NON-EXPEDITED N US-TEVA-270132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

7847901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847901 NON-EXPEDITED N US-TEVA-270162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7847902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847902 NON-EXPEDITED N US-TEVA-270167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7847903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847903 NON-EXPEDITED N US-TEVA-270171USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7847904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847904 NON-EXPEDITED N US-TEVA-270282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL  DURAMED

7847919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847919 EXPEDITED (15-DAY) N OT US-TEVA-269091USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOPTYSIS PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  
VOMITING  

7847932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7847932 NON-EXPEDITED N US-TEVA-270151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848226 NON-EXPEDITED N US-TEVA-270179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7848227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848227 NON-EXPEDITED N US-TEVA-270181USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848228 NON-EXPEDITED N US-TEVA-270128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848229 NON-EXPEDITED N US-TEVA-270038USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848231 NON-EXPEDITED N US-TEVA-270168USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7848291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848291 NON-EXPEDITED Y US-
BAYER-201013175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES VIRUS INFECTION MIRENA S 20 µg/d, UNK  BAYER
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Detailed Report
7848292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848292 NON-EXPEDITED N US-
BAYER-201011931NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 617 DAY BAYER

7848293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848293 NON-EXPEDITED N US-
BAYER-201012043NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 85 DAY BAYER
DEVICE EXPULSION  

7848294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848294 NON-EXPEDITED N US-
BAYER-201013443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7848295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848295 NON-EXPEDITED N US-
BAYER-201015640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7848296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848296 NON-EXPEDITED N US-
BAYER-201032675NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 171 DAY BAYER
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Detailed Report
7848297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848297 NON-EXPEDITED Y US-
BAYER-201024662NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

7848298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848298 NON-EXPEDITED N US-
BAYER-201015636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7848299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848299 NON-EXPEDITED N US-
BAYER-201013152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7848300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848300 NON-EXPEDITED Y US-
BAYER-201012061NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7848302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848302 NON-EXPEDITED Y US-
BAYER-201039914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
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Detailed Report
7848305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848305 NON-EXPEDITED Y US-
BAYER-201039942NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

7848306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848306 NON-EXPEDITED N US-
BAYER-201038566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

7848308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848308 NON-EXPEDITED Y US-
BAYER-201034293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ARTHRALGIA  

7848347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848347 NON-EXPEDITED N US-
BAYER-201011911NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

7848348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848348 NON-EXPEDITED N US-
BAYER-201011853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL ERYTHEMA  
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7848349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848349 NON-EXPEDITED Y US-
BAYER-201011919NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 340 DAY BAYER

7848350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848350 NON-EXPEDITED N US-
BAYER-201012062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

7848351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848351 NON-EXPEDITED N US-
BAYER-201011879NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

7848352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848352 NON-EXPEDITED Y US-
BAYER-201014102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

7848353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848353 NON-EXPEDITED N US-
BAYER-201011877NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 56 DAY BAYER
ENDOMETRIOSIS  
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7848354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848354 NON-EXPEDITED N US-
BAYER-201012059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7848355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848355 NON-EXPEDITED N US-
BAYER-201011849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

7848356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848356 NON-EXPEDITED N US-
BAYER-201011982NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7848357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848357 NON-EXPEDITED Y US-
BAYER-201011943NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

7848358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848358 NON-EXPEDITED N US-
BAYER-201012058NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER

Page: 5,064 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7848359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848359 NON-EXPEDITED N US-
BAYER-201011788NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 22 DAY BAYER

7848360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848360 NON-EXPEDITED N US-
BAYER-201011826NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 934 DAY BAYER

7848361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848361 NON-EXPEDITED Y US-
BAYER-201011885NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 62 DAY BAYER

7848362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848362 NON-EXPEDITED N US-
BAYER-201011665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7848363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848363 NON-EXPEDITED Y US-
BAYER-201011918NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7848364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848364 NON-EXPEDITED Y US-
BAYER-201011790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  

7848365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848365 NON-EXPEDITED N US-
BAYER-201011807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE BREAKAGE  

7848366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848366 NON-EXPEDITED Y US-
BAYER-201011793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER
DISCOMFORT  

7848367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848367 NON-EXPEDITED Y US-
BAYER-201011910NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 153 DAY BAYER

7848368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848368 NON-EXPEDITED N US-
BAYER-201027199NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7848369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848369 NON-EXPEDITED Y US-
BAYER-201011979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 118 DAY BAYER

7848370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848370 NON-EXPEDITED N US-
BAYER-201011870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7848384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848384 NON-EXPEDITED N US-TEVA-270346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848385 NON-EXPEDITED N US-TEVA-270196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7848386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848386 NON-EXPEDITED N US-TEVA-270195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7848387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848387 NON-EXPEDITED N US-TEVA-270180USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7848395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848395 NON-EXPEDITED N US-TEVA-270178USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7848398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848398 NON-EXPEDITED N US-TEVA-270187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7848413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848413 NON-EXPEDITED N US-TEVA-270176USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
CYST RUPTURE  
FATIGUE  
HEADACHE  
OVARIAN CYST  
PALPITATIONS  
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7848688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848688 NON-EXPEDITED N US-TEVA-270369USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED SYNTHROID C  

7848690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848690 NON-EXPEDITED N US-TEVA-270309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7848691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7848691 NON-EXPEDITED N US-TEVA-270048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7867761 DIRECT Y HO,LT 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET DAILY PO  

DILATATION VENTRICULAR  
PNEUMONIA  
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7870708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 7870708 DIRECT N HO,OT 288 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 9 MTH BAYER
PREGNANCY WITH IMPLANT CONTRACEPTIVE  

8853641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2011 8853641 NON-EXPEDITED US-BAYER-2010-005411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device dislocation  

7735247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7735247 EXPEDITED (15-DAY) Y OT US-BAYER-2010-004319 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S UNK  BAYER

MIRENA S  BAYER
MIRENA S UNK  BAYER

7761808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7761808 NON-EXPEDITED Y US-BAYER-2011-003221 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  
Haemorrhage in pregnancy  

7792870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7792870 NON-EXPEDITED Y HO US-BAYER-2011-007172 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 287 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
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Detailed Report
7839370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7839370 NON-EXPEDITED N US-TEVA-269305USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7839724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7839724 NON-EXPEDITED N US-TEVA-269276USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROINTESTINAL SOUNDS ABNORMAL PLAN B ONE-STEP S ORAL  DURAMED
VAGINAL DISCHARGE  

7845224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7845224 NON-EXPEDITED N US-TEVA-269655USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7849095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849095 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-018861 22 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  
DIZZINESS  
NAUSEA  
PROCEDURAL PAIN  
URINARY INCONTINENCE  
VOMITING  
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7849113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849113 NON-EXPEDITED N US-TEVA-270355USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA HERBAL DIET PILL C  
BREAST TENDERNESS  
VOMITING  

7849114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849114 NON-EXPEDITED N US-TEVA-270372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

AMBIEN C  

7849123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849123 NON-EXPEDITED N US-
BAYER-201011855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
BREAST PAIN  

7849127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849127 NON-EXPEDITED N US-
BAYER-201011856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
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Detailed Report
7849128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849128 NON-EXPEDITED Y US-
BAYER-201012173NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

7849129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849129 NON-EXPEDITED Y US-
BAYER-201012248NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7849130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849130 NON-EXPEDITED Y US-
BAYER-201012707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 1532 DAY BAYER

7849131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849131 NON-EXPEDITED Y US-
BAYER-201012720NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849132 NON-EXPEDITED Y US-
BAYER-201012701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 4 DAY BAYER
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Detailed Report
7849133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849133 NON-EXPEDITED N US-
BAYER-201012195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849134 NON-EXPEDITED Y US-
BAYER-201012450NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 84 DAY BAYER

7849135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849135 NON-EXPEDITED N US-
BAYER-201012276NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7849136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849136 NON-EXPEDITED Y US-
BAYER-201012167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849137 NON-EXPEDITED Y US-
BAYER-201011905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
7849138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849138 NON-EXPEDITED N US-
BAYER-201012910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7849139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849139 NON-EXPEDITED US-
BAYER-201011935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7849140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849140 NON-EXPEDITED Y US-
BAYER-201012271NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER

7849141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849141 NON-EXPEDITED N US-
BAYER-201012095NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849142 NON-EXPEDITED N US-
BAYER-201012003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7849143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849143 NON-EXPEDITED N US-
BAYER-201012436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1690 DAY BAYER

7849144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849144 NON-EXPEDITED Y US-
BAYER-201012169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 133 DAY BAYER

7849145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849145 NON-EXPEDITED N US-
BAYER-201012092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849146 NON-EXPEDITED Y US-
BAYER-201012168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER
BACK PAIN  
RASH  
VAGINAL HAEMORRHAGE  

7849147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849147 NON-EXPEDITED Y US-
BAYER-201012496NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
7849148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849148 NON-EXPEDITED N US-
BAYER-201012040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849149 NON-EXPEDITED N US-
BAYER-201011939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7849150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849150 NON-EXPEDITED N US-
BAYER-201012093NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849151 NON-EXPEDITED Y US-
BAYER-201012512NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 28 DAY BAYER

7849152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849152 NON-EXPEDITED Y US-
BAYER-201012046NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
7849153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849153 NON-EXPEDITED N US-
BAYER-201021926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
VAGINAL DISCHARGE  

7849154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849154 NON-EXPEDITED N US-
BAYER-201012024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL LESION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  

7849155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849155 NON-EXPEDITED N US-
BAYER-201012278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
HEADACHE  

7849156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849156 NON-EXPEDITED N US-
BAYER-201022539NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
7849157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849157 NON-EXPEDITED Y US-
BAYER-201022552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD ALTERED  

7849158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849158 NON-EXPEDITED N US-
BAYER-201022473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849159 NON-EXPEDITED Y US-
BAYER-201033576NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849161 NON-EXPEDITED Y US-
BAYER-201012063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 100 DAY BAYER

7849162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849162 NON-EXPEDITED N US-
BAYER-201012047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,079 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7849163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849163 NON-EXPEDITED N US-
BAYER-201011848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST DISCHARGE  
BREAST PAIN  
VAGINAL HAEMORRHAGE  

7849164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849164 NON-EXPEDITED N US-
BAYER-201011975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1825 DAY BAYER

7849165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849165 NON-EXPEDITED Y US-
BAYER-201012066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7849166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849166 NON-EXPEDITED N US-
BAYER-201012126NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
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Detailed Report
7849167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849167 NON-EXPEDITED Y US-
BAYER-201012441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
MUSCLE SPASMS  

7849168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849168 NON-EXPEDITED N US-
BAYER-201012014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7849169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849169 NON-EXPEDITED N US-
BAYER-201013902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

7849170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849170 NON-EXPEDITED N US-
BAYER-201024665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849171 NON-EXPEDITED N US-
BAYER-201015662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7849172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849172 NON-EXPEDITED Y US-
BAYER-201012045NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 40 DAY BAYER

7849173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849173 NON-EXPEDITED N US-
BAYER-201017079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHEST DISCOMFORT  
DYSPNOEA  

7849174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849174 NON-EXPEDITED Y US-
BAYER-201012342NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 115 DAY BAYER

7849178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849178 NON-EXPEDITED N US-BAYER-2010-005964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7849241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849241 NON-EXPEDITED N US-TEVA-270373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7849242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849242 NON-EXPEDITED N US-TEVA-270364USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7849278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849278 NON-EXPEDITED N US-
BAYER-201012128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

7849279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849279 NON-EXPEDITED N US-
BAYER-201012316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg/d, CONT  BAYER

7849280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849280 NON-EXPEDITED N US-
BAYER-201012430NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849281 NON-EXPEDITED Y US-
BAYER-201012187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7849282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849282 NON-EXPEDITED N US-
BAYER-201012362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7849284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849284 NON-EXPEDITED N US-
BAYER-201012211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

7849285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849285 NON-EXPEDITED Y US-
BAYER-201012446NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

7849286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849286 NON-EXPEDITED N US-
BAYER-201012314NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER

7849287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849287 NON-EXPEDITED Y US-BAYER-2011-017998 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
7849288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849288 NON-EXPEDITED N US-
BAYER-201040118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7849290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849290 NON-EXPEDITED Y US-
BAYER-201012698NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849659 NON-EXPEDITED N US-TEVA-270362USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY PLAN B ONE-STEP S ORAL  DURAMED

7849660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849660 NON-EXPEDITED N US-TEVA-270365USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7849661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849661 NON-EXPEDITED N US-TEVA-270417USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  
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Detailed Report
7849663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849663 NON-EXPEDITED N US-TEVA-270358USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7849664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849664 NON-EXPEDITED N US-TEVA-270367USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849665 NON-EXPEDITED N US-TEVA-270370USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849674 NON-EXPEDITED N US-TEVA-270351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849675 NON-EXPEDITED N US-TEVA-270315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849676 NON-EXPEDITED N US-TEVA-270349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7849683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849683 NON-EXPEDITED N US-TEVA-270116USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849684 NON-EXPEDITED N US-TEVA-270338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849685 NON-EXPEDITED N US-TEVA-270298USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7849687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849687 NON-EXPEDITED N US-TEVA-270310USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING EXCEDRIN MIGRAINE C  

7849718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849718 NON-EXPEDITED N US-
BAYER-201012344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7849719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849719 NON-EXPEDITED Y US-
BAYER-201017921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 237 DAY BAYER

7849720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849720 NON-EXPEDITED Y US-
BAYER-201012201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NERVOUSNESS XANAX C  
AMENORRHOEA  

7849722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849722 NON-EXPEDITED N US-
BAYER-201012208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  

7849723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849723 NON-EXPEDITED Y US-
BAYER-201012711NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER
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Detailed Report
7849724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849724 NON-EXPEDITED N US-
BAYER-201012294NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

7849725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849725 NON-EXPEDITED N US-
BAYER-201012503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849728 NON-EXPEDITED N US-
BAYER-201012418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849729 NON-EXPEDITED Y US-
BAYER-201012407NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7849730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849730 NON-EXPEDITED N US-
BAYER-201015010NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
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Detailed Report
7849731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849731 NON-EXPEDITED N US-
BAYER-201012442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PRURITUS GENERALISED  

7849732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849732 NON-EXPEDITED N US-
BAYER-201012444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849733 NON-EXPEDITED N US-BAYER-2010-005945 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7849734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849734 NON-EXPEDITED N US-
BAYER-201038111NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

7849735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849735 NON-EXPEDITED N US-
BAYER-201033917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
METRORRHAGIA  
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Detailed Report
7849736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849736 NON-EXPEDITED N US-
BAYER-201033937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7849737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849737 NON-EXPEDITED N US-
BAYER-201038798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7849738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849738 NON-EXPEDITED N US-
BAYER-201038031NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE DISLOCATION  

7849740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849740 NON-EXPEDITED N US-
BAYER-201040123NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7849743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7849743 NON-EXPEDITED N US-
BAYER-201031944NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

7850086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850086 NON-EXPEDITED N US-TEVA-270361USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7850087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850087 NON-EXPEDITED N US-TEVA-270363USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL  DURAMED

7850669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850669 EXPEDITED (15-DAY) N OT GXBR2011US00871 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY PENICILLIN V POTASSIUM S TRANSPLACENTAL maternal dose: unknown  
Maternal exposure during pregnancy LEVONORGESTREL S TRANSPLACENTAL 1st tablet within 72 hours

of intercourse and 2nd
tablet  10 hours later

1 DAY

7850722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850722 NON-EXPEDITED N US-
BAYER-201016152NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 UNK, UNK  BAYER
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Detailed Report
7850723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850723 NON-EXPEDITED N US-
BAYER-201012681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

7850725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850725 NON-EXPEDITED N US-
BAYER-201017880NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7850726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850726 NON-EXPEDITED N US-
BAYER-201012735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
BREAST TENDERNESS  
CONGENITAL INFECTION  
IRRITABILITY  
MIGRAINE  
NAUSEA  

7850770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850770 NON-EXPEDITED Y US-BAYER-2010-008657 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
7850771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7850771 NON-EXPEDITED N US-BAYER-2010-005920 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 119 DAY BAYER
MENOMETRORRHAGIA  
MUSCLE SPASMS  

7851055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7851055 NON-EXPEDITED N US-TEVA-270486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7851091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7851091 NON-EXPEDITED Y US-BAYER-2010-008526 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 132 DAY BAYER

7851092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7851092 NON-EXPEDITED Y OT US-BAYER-2011-019299 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 509 DAY BAYER
DEVICE EXPULSION  

7851093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7851093 NON-EXPEDITED N US-BAYER-2010-008644 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER
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Detailed Report
7851094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7851094 NON-EXPEDITED N US-BAYER-2010-006019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7872720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2011 7872720 DIRECT N HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  
DEVICE DISLOCATION  
IMPAIRED WORK ABILITY  
PAIN  

7279076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7279076 NON-EXPEDITED N US-
BAYER-201013250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE FERQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
BACK PAIN  
FEELING ABNORMAL  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
VASODILATATION  
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Detailed Report
7679686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7679686 NON-EXPEDITED N US-
BAYER-201017125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE CONTINUOUS 205 DAY BAYER
RESTLESSNESS MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7825787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7825787 EXPEDITED (15-DAY) Y OT DE-
BAYER-201028975GPV

23 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRE-ECLAMPSIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7845163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7845163 NON-EXPEDITED Y OT NO-BAYER-2011-017910 29 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN  

7846141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7846141 NON-EXPEDITED N US-TEVA-269661USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
NAUSEA  
PELVIC PAIN  
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Detailed Report
7847191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7847191 NON-EXPEDITED N US-TEVA-269825USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

7847374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7847374 NON-EXPEDITED N US-TEVA-270095USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PROZAC C ORAL  

7847898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7847898 NON-EXPEDITED N US-TEVA-270164USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7848397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7848397 NON-EXPEDITED N US-TEVA-270114USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

GABAPENTIN C  
OPANA ER C  
LAMICTAL C  
TOPAMAX C  
NORTRIPTYLINE C  
NORTRIPTYLINE C  
METHOCARBAMOL C  
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Detailed Report
7851702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851702 NON-EXPEDITED N US-
BAYER-201012380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7851703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851703 NON-EXPEDITED N US-
BAYER-201012203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
CRYING  

7851704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851704 NON-EXPEDITED N US-
BAYER-201012609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PENILE PAIN  

7851705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851705 NON-EXPEDITED Y US-
BAYER-201012946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  
LIBIDO DECREASED  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7851706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851706 NON-EXPEDITED N US-
BAYER-201012682NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT MIRENA S  BAYER

UNCODEABLE
"UNCLASSIFIABLE"

C  

7851707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851707 NON-EXPEDITED N US-
BAYER-201012606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7851708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851708 NON-EXPEDITED N US-
BAYER-201012498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7851709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851709 NON-EXPEDITED N US-
BAYER-201012334NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
7851710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851710 NON-EXPEDITED N US-
BAYER-201012679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7851711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851711 NON-EXPEDITED N US-
BAYER-201012684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  

7851712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851712 NON-EXPEDITED N US-
BAYER-201012687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
BACK PAIN  
EPISTAXIS  
HOT FLUSH  
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  

7851713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851713 NON-EXPEDITED Y US-
BAYER-201012757NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7851714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851714 NON-EXPEDITED N US-
BAYER-201012610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER

7851715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851715 NON-EXPEDITED Y US-
BAYER-201034439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7851716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851716 NON-EXPEDITED N US-
BAYER-201016211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7851751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851751 NON-EXPEDITED N US-TEVA-270556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7851836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851836 NON-EXPEDITED N US-TEVA-270561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
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Detailed Report
7851850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851850 NON-EXPEDITED Y US-
BAYER-201012795NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

CITALOPRAM C  

7851857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851857 NON-EXPEDITED N US-
BAYER-201012924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7851858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851858 NON-EXPEDITED N US-
BAYER-201012818NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

7851859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851859 NON-EXPEDITED N US-
BAYER-201012878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

AMOXICILLIN C UNK  
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Detailed Report
7851860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851860 NON-EXPEDITED N US-
BAYER-201012947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  
LIBIDO DECREASED  
MENORRHAGIA  
PENILE PAIN  

7851866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851866 NON-EXPEDITED N US-
BAYER-201035036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MICTURITION URGENCY  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7851867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851867 NON-EXPEDITED N US-
BAYER-201040094NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
THYROID FUNCTION TEST ABNORMAL  
WEIGHT INCREASED  

7851868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851868 NON-EXPEDITED N US-
BAYER-201035174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7851962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851962 NON-EXPEDITED N US-
BAYER-201016553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7851963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851963 NON-EXPEDITED Y US-
BAYER-201013573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7851965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851965 NON-EXPEDITED Y US-
BAYER-201021076NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

7851966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851966 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-019018 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOCAL CORD POLYP MIRENA S  BAYER

7851971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851971 NON-EXPEDITED Y US-
BAYER-201039926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7851974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7851974 NON-EXPEDITED N US-
BAYER-201040091NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7852016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852016 NON-EXPEDITED Y US-
BAYER-201012873NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

7852017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852017 NON-EXPEDITED N US-
BAYER-201021109NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER
MUSCLE SPASMS  

7852024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852024 NON-EXPEDITED N US-TEVA-270624USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7852026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852026 NON-EXPEDITED N US-TEVA-270431USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  
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Detailed Report
7852028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852028 NON-EXPEDITED N US-TEVA-270423USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

AMITRIPTYLINE C  

7852029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852029 NON-EXPEDITED N US-TEVA-270064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7852292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852292 NON-EXPEDITED N US-TEVA-270432USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
BACK PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7852295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852295 NON-EXPEDITED N US-TEVA-270482USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

Page: 5,106 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7852296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852296 NON-EXPEDITED N US-TEVA-270491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7852297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852297 NON-EXPEDITED N US-TEVA-270532USA 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED CELEBREX C  
MENSTRUATION IRREGULAR  

7852298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852298 NON-EXPEDITED N US-TEVA-270540USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7852302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852302 NON-EXPEDITED N US-TEVA-270544USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED

7852303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852303 NON-EXPEDITED N US-TEVA-270550USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA PLAN B ONE-STEP S ORAL  DURAMED
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7852304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852304 NON-EXPEDITED N US-TEVA-270552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7852305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852305 NON-EXPEDITED N US-TEVA-270553USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

HYDROCODONE C  

7852306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852306 NON-EXPEDITED N US-TEVA-270566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7852527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852527 NON-EXPEDITED N US-TEVA-270568USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7852528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852528 NON-EXPEDITED N US-
BAYER-201012882NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
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7852529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852529 NON-EXPEDITED N US-
BAYER-201012938NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7852531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852531 NON-EXPEDITED N US-
BAYER-201012912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 232 DAY BAYER

7852532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852532 NON-EXPEDITED Y US-
BAYER-201013056NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 172 DAY BAYER

7852534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852534 NON-EXPEDITED Y US-
BAYER-201012731NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
7852535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852535 NON-EXPEDITED Y US-
BAYER-201012977NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

XANAX C  
ZOLOFT C  

7852536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852536 NON-EXPEDITED N US-
BAYER-201012923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
IRRITABILITY  
MENORRHAGIA  
NAUSEA  
WEIGHT INCREASED  

7852537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852537 NON-EXPEDITED N US-
BAYER-201014335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7852541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852541 NON-EXPEDITED N US-
BAYER-201021988NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER
DEVICE EXPULSION  
HAEMORRHAGE  
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Detailed Report
7852542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852542 NON-EXPEDITED N US-
BAYER-201014842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 785 DAY BAYER
DYSPAREUNIA  
MUSCLE SPASMS  

7852543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852543 NON-EXPEDITED N US-
BAYER-201014798NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

7852546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852546 NON-EXPEDITED N US-
BAYER-201021145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7852547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852547 NON-EXPEDITED N US-
BAYER-201032154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7852549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852549 NON-EXPEDITED N US-
BAYER-201028536NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
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Detailed Report
7852552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852552 NON-EXPEDITED Y US-
BAYER-201040095NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

7852848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852848 EXPEDITED (15-DAY) N OT US-BAYER-2011-020876 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
PREGNANCY TEST POSITIVE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7852849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852849 NON-EXPEDITED N US-
BAYER-201019721NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

7852853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7852853 NON-EXPEDITED Y US-
BAYER-201021121NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT 330 DAY BAYER
ALOPECIA  
HEADACHE  
MUSCLE SPASMS  
NAUSEA  
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7853070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7853070 NON-EXPEDITED N HO,OT US-BAYER-2010-005556 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 1834 DAY BAYER
PROCEDURAL PAIN  

7873262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7873262 DIRECT N HO,DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 1 WEEK
DEVICE DISLOCATION  
PAIN  
UTERINE HAEMORRHAGE  
UTERINE PERFORATION  
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7873264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7873264 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE ONE DOSAGE

AVAILABLE INSERTED
FOR 5 YRS INTRA-
UTERINE

 

ABDOMINAL DISTENSION  
ACNE  
BREAST TENDERNESS  
COGNITIVE DISORDER  
FATIGUE  
HAIR GROWTH ABNORMAL  
HYPOMENORRHOEA  
IRRITABILITY  
MENORRHAGIA  
WEIGHT INCREASED  
WEIGHT LOSS POOR  

7873877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7873877 DIRECT Y DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

7874151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2011 7874151 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 52 MG CONTINUOUS

INTRA-UTERINE
11 MTH BAYER

CERVIX DISORDER  
DEVICE DISLOCATION  
SMEAR CERVIX ABNORMAL  
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7833096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7833096 NON-EXPEDITED N US-TEVA-268587USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7837538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7837538 EXPEDITED (15-DAY) N HO,OT ZA-PFIZER INC-ZA-
WYE-H17303110

23 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION GESTODENE AND ETHINYL

ESTRADIOL
S ORAL UNK  PFIZER

GASTROENTERITIS GESTODENE AND ETHINYL
ESTRADIOL

S ORAL UNK  PFIZER

ABDOMINAL PAIN LOWER TRIPHASIL-21 S ORAL UNK  PFIZER
ABDOMINAL PAIN UPPER  
ALOPECIA  
APPENDICITIS  
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

 

BLOOD TEST ABNORMAL  
BONE PAIN  
BREAST CYST  
CHOLECYSTITIS  
CONSTIPATION  
C-REACTIVE PROTEIN INCREASED  
DEPRESSION  
DIARRHOEA  
DIPLEGIA  
FATIGUE  
FIBROMYALGIA  
INFECTIOUS MONONUCLEOSIS  
INFLAMMATION  
INFLUENZA  
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Detailed Report
7837538
Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACRIMATION INCREASED  
LIBIDO DECREASED  
LYMPHADENOPATHY  
LYMPH NODE PAIN  
MALAISE  
MASS  
MENORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
MUSCULAR WEAKNESS  
MYALGIA  
MYELITIS  
MYOSITIS  
NAUSEA  
PAIN IN EXTREMITY  
PARALYSIS  
PHLEBITIS  
PLEURISY  
PYREXIA  
RAYNAUD'S PHENOMENON  
THROMBOPHLEBITIS  
VIRAL INFECTION  
VOMITING  
WEIGHT DECREASED  

7846143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7846143 NON-EXPEDITED N US-TEVA-269901USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

AMOTREX C  
ORTHO TRI CYCLEN C  
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7847701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7847701 NON-EXPEDITED N US-TEVA-270119USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7848230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7848230 NON-EXPEDITED N US-TEVA-270184USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
HEADACHE  

7848232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7848232 NON-EXPEDITED N US-TEVA-270182USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7849677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7849677 NON-EXPEDITED N US-TEVA-270096USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7853437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853437 NON-EXPEDITED Y US-
BAYER-201013207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,117 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7853438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853438 NON-EXPEDITED N US-
BAYER-201012976NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7853439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853439 NON-EXPEDITED Y US-
BAYER-201013018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7853440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853440 NON-EXPEDITED N US-
BAYER-201013000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7853441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853441 NON-EXPEDITED N US-
BAYER-201012982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7853442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853442 NON-EXPEDITED Y US-
BAYER-201038291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7853443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853443 NON-EXPEDITED Y US-
BAYER-201038665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

7853446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853446 NON-EXPEDITED N US-
BAYER-201013481NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER

7853447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853447 NON-EXPEDITED N US-
BAYER-201013020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7853448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853448 NON-EXPEDITED Y US-
BAYER-201012875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7853449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853449 NON-EXPEDITED N US-
BAYER-201031240NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7853450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853450 NON-EXPEDITED Y US-
BAYER-201027854NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
PELVIC PAIN  
UTERINE HAEMORRHAGE  

7853452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853452 NON-EXPEDITED Y US-
BAYER-201012872NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
POLLAKIURIA  
POST PROCEDURAL HAEMORRHAGE  

7853455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853455 NON-EXPEDITED N US-
BAYER-201022057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPNOEA  
GALLBLADDER PAIN  
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Detailed Report
7853456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853456 NON-EXPEDITED N US-
BAYER-201031502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
Headache  
PAIN IN JAW  

7853519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853519 NON-EXPEDITED N US-
BAYER-201038567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7853520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853520 NON-EXPEDITED N OT US-BAYER-2011-019682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
PAIN  
VAGINAL HAEMORRHAGE  

7853521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853521 NON-EXPEDITED N US-
BAYER-201013158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHOIDS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7853618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853618 NON-EXPEDITED N US-TEVA-270642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE MULTI-VITAMIN C  
BREAST PAIN  

7853619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853619 NON-EXPEDITED N US-TEVA-270723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL  DURAMED
DIARRHOEA  

7853620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853620 NON-EXPEDITED N US-TEVA-270730USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7853625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853625 NON-EXPEDITED N US-TEVA-270711USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7853627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853627 NON-EXPEDITED N US-TEVA-270707USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
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Detailed Report
7853673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853673 NON-EXPEDITED N US-TEVA-270649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7853674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853674 NON-EXPEDITED Y US-
BAYER-201030022NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7853756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853756 NON-EXPEDITED N US-TEVA-270665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ASTHMA INHALER C  

7853886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7853886 NON-EXPEDITED N US-TEVA-270725USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7854106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854106 NON-EXPEDITED N US-TEVA-270739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
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7854115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854115 NON-EXPEDITED N US-
BAYER-201012980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7854116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854116 EXPEDITED (15-DAY) N OT US-BAYER-2011-019104 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2190 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CARPAL TUNNEL DECOMPRESSION  
INCORRECT DRUG ADMINISTRATION
DURATION

 

7854117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854117 NON-EXPEDITED N US-
BAYER-201012942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7854119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854119 NON-EXPEDITED N US-
BAYER-201038120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7854120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854120 NON-EXPEDITED N US-BAYER-2010-008652 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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7854121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854121 NON-EXPEDITED N US-BAYER-2010-008723 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7854122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854122 NON-EXPEDITED Y US-BAYER-2010-006076 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7854123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854123 NON-EXPEDITED Y US-
BAYER-201012991NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BREAST PAIN  
FATIGUE  
SOMNOLENCE  

7854124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854124 NON-EXPEDITED Y US-
BAYER-201030471NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

7854125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854125 NON-EXPEDITED N US-TEVA-270613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7854126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854126 NON-EXPEDITED N US-TEVA-270735USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7854127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854127 NON-EXPEDITED N US-TEVA-270732USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

BIRTH CONTROL PILL C ORAL  

7854128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854128 NON-EXPEDITED N US-TEVA-270683USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7854132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854132 NON-EXPEDITED Y OT US-BAYER-2011-020662 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT 510 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
7854477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854477 NON-EXPEDITED N US-TEVA-270647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

7854478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854478 NON-EXPEDITED N US-TEVA-270956USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7854480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854480 NON-EXPEDITED N US-TEVA-270966USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ALBUTEROL INHALER C  

SYMBICORT C  
BIRTH CONTROL PILL C  

7854709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854709 NON-EXPEDITED N US-
BAYER-201012990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7854711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854711 NON-EXPEDITED Y US-
BAYER-201038537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7854712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854712 NON-EXPEDITED N US-
BAYER-201035280NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER
MUSCLE SPASMS  

7854713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854713 NON-EXPEDITED Y US-
BAYER-201012880NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 46 DAY BAYER

7854714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854714 NON-EXPEDITED N US-
BAYER-201013146NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1247 DAY BAYER

7854715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854715 NON-EXPEDITED Y US-
BAYER-201039281NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER
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Detailed Report
7854716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854716 NON-EXPEDITED N US-
BAYER-201023311NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7854717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854717 NON-EXPEDITED N US-
BAYER-201039011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7854718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854718 NON-EXPEDITED N US-
BAYER-201026936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7854719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854719 NON-EXPEDITED N US-
BAYER-201040403NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 578 DAY BAYER

7854720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854720 NON-EXPEDITED N US-
BAYER-201039008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Exposure during breast feeding  
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Detailed Report
7854721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854721 NON-EXPEDITED N US-
BAYER-201012994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  

7854722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854722 NON-EXPEDITED N US-
BAYER-201012931NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PRODUCT EXPIRATION DATE ISSUE  
VULVOVAGINAL DISCOMFORT  

7854724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854724 NON-EXPEDITED N US-
BAYER-201013186NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 213 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7854725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854725 NON-EXPEDITED N US-
BAYER-201027507NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 298 DAY BAYER
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Detailed Report
7854726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854726 NON-EXPEDITED Y US-
BAYER-201038980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7854727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854727 NON-EXPEDITED N US-
BAYER-201027905NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7854989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854989 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-018877 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 584 DAY BAYER
INTESTINAL PERFORATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE PERFORATION  

7854990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2011 7854990 NON-EXPEDITED Y OT US-BAYER-2011-019642 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
IRRITABILITY  
VOMITING  
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Detailed Report
7066346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7066346 NON-EXPEDITED N OT US-
BAYER-200927157NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 1099 DAY BAYER
MENSTRUATION DELAYED MIRENA S  BAYER
BLIGHTED OVUM  
BREAST TENDERNESS  
VAGINAL HAEMORRHAGE  

7795069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7795069 EXPEDITED (15-DAY) Y OT NL-BAYER-2011-007807 20 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S 20 µg, CONT  BAYER
AGGRESSION  
DELUSION  
HALLUCINATION  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  
SUICIDAL IDEATION  

7803317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7803317 NON-EXPEDITED Y OT US-BAYER-2011-011385 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S insertion almost 5 years

ago
 BAYER

7852294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7852294 NON-EXPEDITED N US-TEVA-270444USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORECTAL DISCOMFORT PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7855368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855368 NON-EXPEDITED N US-TEVA-270998USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7855369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855369 NON-EXPEDITED N US-TEVA-270999USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7855370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855370 NON-EXPEDITED N US-TEVA-270893USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7855371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855371 NON-EXPEDITED N US-TEVA-270912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
VULVOVAGINAL PAIN  

7855372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855372 NON-EXPEDITED N US-TEVA-270684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE PLAN B ONE-STEP S ORAL  DURAMED
Maternal exposure during pregnancy DROSPIRENONE\ETHINYL

ESTRADIOL
S  

DRUG INEFFECTIVE  
SOMNOLENCE  
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Detailed Report
7855404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855404 NON-EXPEDITED Y US-
BAYER-201040037NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7855405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855405 NON-EXPEDITED Y US-
BAYER-201040038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

7855406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855406 NON-EXPEDITED N US-
BAYER-201040181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7855407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855407 NON-EXPEDITED N US-
BAYER-201040276NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 499 DAY BAYER

7855422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855422 NON-EXPEDITED Y US-
BAYER-201012934NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE VALTREX C  
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Detailed Report
7855423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855423 NON-EXPEDITED N US-
BAYER-201012997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  

7855425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855425 NON-EXPEDITED N US-
BAYER-201012929NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
MUSCLE SPASMS  

7855426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855426 NON-EXPEDITED N US-
BAYER-201013168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855427 NON-EXPEDITED N US-
BAYER-201013205NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
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Detailed Report
7855428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855428 NON-EXPEDITED N US-
BAYER-201013058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

7855429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855429 NON-EXPEDITED N US-
BAYER-201013183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855430 NON-EXPEDITED N US-
BAYER-201013213NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 118 DAY BAYER

7855431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855431 NON-EXPEDITED N US-
BAYER-201015826NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
7855432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855432 NON-EXPEDITED Y US-
BAYER-201013141NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
DYSPAREUNIA  
HEADACHE  
POST PROCEDURAL DISCHARGE  
POST PROCEDURAL HAEMORRHAGE  
VOMITING  

7855433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855433 NON-EXPEDITED N US-
BAYER-201013194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855434 NON-EXPEDITED Y US-
BAYER-201023874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7855435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855435 NON-EXPEDITED N US-
BAYER-201013162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7855436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855436 NON-EXPEDITED Y US-
BAYER-201017797NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
DIZZINESS  
MENORRHAGIA  
PELVIC PAIN  

7855437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855437 NON-EXPEDITED Y US-
BAYER-201018849NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7855438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855438 NON-EXPEDITED Y US-
BAYER-201017842NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

7855439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855439 NON-EXPEDITED Y US-
BAYER-201022846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7855440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855440 NON-EXPEDITED Y US-
BAYER-201020999NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER
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Detailed Report
7855441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855441 NON-EXPEDITED Y US-
BAYER-201026334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855442 NON-EXPEDITED N US-
BAYER-201013062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

7855443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855443 NON-EXPEDITED Y US-
BAYER-201016801NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

7855444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855444 NON-EXPEDITED Y US-
BAYER-201013209NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7855445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855445 NON-EXPEDITED Y US-
BAYER-201019579NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7855446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855446 NON-EXPEDITED N US-
BAYER-201013132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7855447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855447 NON-EXPEDITED N US-
BAYER-201013144NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 330 DAY BAYER

7855463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855463 NON-EXPEDITED Y US-
BAYER-201013166NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

7855465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855465 NON-EXPEDITED N US-TEVA-270996USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA ATENOLOL C  
PELVIC PAIN  

7855469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855469 NON-EXPEDITED N US-BAYER-2011-020289 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

Page: 5,140 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7855472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855472 NON-EXPEDITED N OT US-BAYER-2011-019084 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE Daily dose 20 µg/d 738 DAY BAYER
DEVICE EXPULSION  

7855502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855502 NON-EXPEDITED N US-
BAYER-201013170NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855504 NON-EXPEDITED N US-
BAYER-201013199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

PREDNISONE C  
CIPROFLOXACIN EXTENDED-
RELEASE

C  

7855509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855509 NON-EXPEDITED Y US-BAYER-2011-020295 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

7855510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855510 NON-EXPEDITED Y US-BAYER-2010-008230 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 326 DAY BAYER
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Detailed Report
7855511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855511 NON-EXPEDITED N US-
BAYER-201013139NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
DYSPAREUNIA  
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  
VOMITING  

7855519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855519 NON-EXPEDITED N US-TEVA-270993USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
NAUSEA  

7855676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855676 NON-EXPEDITED N US-
BAYER-201013134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855677 NON-EXPEDITED N US-
BAYER-201013198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7855678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855678 NON-EXPEDITED Y US-
BAYER-201015908NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

7855686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855686 NON-EXPEDITED Y US-
BAYER-201040184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

7855687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855687 NON-EXPEDITED N US-BAYER-2011-020553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
NAUSEA  

7855688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855688 NON-EXPEDITED Y US-BAYER-2011-020526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 1207 DAY BAYER

7855691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855691 NON-EXPEDITED Y OT US-BAYER-2011-020110 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
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Detailed Report
7855709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855709 NON-EXPEDITED N US-
BAYER-201030803NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7855710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855710 EXPEDITED (15-DAY) Y OT US-BAYER-2011-019991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUNG NEOPLASM MALIGNANT MIRENA S UNK  BAYER
METASTASES TO CENTRAL NERVOUS SYSTEM  

7855712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855712 NON-EXPEDITED N US-
BAYER-201013163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855714 NON-EXPEDITED N US-TEVA-270981USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7855716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855716 NON-EXPEDITED N US-TEVA-270983USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

DEPO-PROVERA C  
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Detailed Report
7855741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855741 NON-EXPEDITED Y US-
BAYER-201013460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7855791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855791 NON-EXPEDITED N US-BAYER-2010-008256 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 µg/d, CONT  BAYER

7855805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855805 EXPEDITED (15-DAY) Y OT US-BAYER-2011-021941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7855823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855823 NON-EXPEDITED N US-
BAYER-201038108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
MENORRHAGIA  

7855890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855890 NON-EXPEDITED N US-
BAYER-201013189NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 418 DAY BAYER
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Detailed Report
7855913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855913 NON-EXPEDITED N US-
BAYER-201013164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7855922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855922 NON-EXPEDITED N US-TEVA-270992USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR ORAL CONTRACEPTIVES C  

7855923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855923 NON-EXPEDITED N US-TEVA-270973USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7855924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855924 NON-EXPEDITED N US-TEVA-271003USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7855925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7855925 NON-EXPEDITED N US-TEVA-271005USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

ENALAPRIL C ORAL  
LISINOPRIL C ORAL  
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Detailed Report
7856020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856020 NON-EXPEDITED N US-TEVA-270984USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL  DURAMED
ACNE  
MENSTRUATION IRREGULAR  

7856023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856023 NON-EXPEDITED N US-TEVA-270991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED

7856167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856167 NON-EXPEDITED N US-TEVA-270943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7856184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856184 NON-EXPEDITED N US-TEVA-271188USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
MENSTRUATION DELAYED  

7856187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856187 NON-EXPEDITED N US-TEVA-270977USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7856364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856364 NON-EXPEDITED N US-TEVA-270957USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7856511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856511 NON-EXPEDITED N US-TEVA-271158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
HEADACHE  

7856512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856512 NON-EXPEDITED N US-TEVA-271132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7856584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856584 NON-EXPEDITED N US-TEVA-238306USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7856585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7856585 NON-EXPEDITED N US-TEVA-271214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL PILL C ORAL  

7875257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7875257 DIRECT N HO,DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  BAYER
CHEST PAIN  
DIZZINESS  
DYSPEPSIA  
HYPOAESTHESIA  
NECK PAIN  
OVARIAN CYST  
PELVIC INFLAMMATORY DISEASE  
PERICARDITIS  

7876279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2011 7876279 DIRECT N LT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY PLAN B ONE-STEP S ORAL 1.5 MG ONCE PO  TEVA
PREGNANCY ON ORAL CONTRACEPTIVE  
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Detailed Report
7615236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7615236 EXPEDITED (15-DAY) Y OT CO-
BAYER-201019334LA

39 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
561 DAY BAYER

ABORTION SPONTANEOUS INCOMPLETE  
ENDOMETRIAL HYPERTROPHY  
PLACENTAL NECROSIS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7672353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7672353 NON-EXPEDITED N OT US-
BAYER-201040919NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL PAIN  
CHOLELITHIASIS  
PREGNANCY  
UTERINE PERFORATION  

7803313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7803313 NON-EXPEDITED N OT US-BAYER-2011-010076 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

7841845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7841845 NON-EXPEDITED N US-TEVA-269504USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7842866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7842866 NON-EXPEDITED Y HO FR-BAYER-2011-017936 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PROCEDURAL PAIN  

7847669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7847669 EXPEDITED (15-DAY) Y HO NL-PFIZER
INC-2011047478

22 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION LEVONORGESTREL S UNK, 1x/day  PFIZER
SUICIDE ATTEMPT KEPPRA S 500 mg, 2x/day 103 DAY

7848393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7848393 NON-EXPEDITED N US-TEVA-270183USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7853757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7853757 NON-EXPEDITED N US-TEVA-270708USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7854129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7854129 NON-EXPEDITED N US-TEVA-270694USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7857289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857289 NON-EXPEDITED N US-TEVA-271114USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAL HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR PROZAC C ORAL  
DIARRHOEA MOTRIN C ORAL  

7857290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857290 NON-EXPEDITED Y US-TEVA-271193USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857291 NON-EXPEDITED N US-TEVA-271199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7857292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857292 NON-EXPEDITED N US-TEVA-271078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7857293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857293 NON-EXPEDITED N US-TEVA-271115USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
HEADACHE  
NAUSEA  

7857294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857294 NON-EXPEDITED N US-TEVA-271119USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7857295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857295 EXPEDITED (15-DAY) N HO,OT CA-TEVA-271076USA 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONFUSIONAL STATE SEASONALE S ORAL 0.15mg/0.03mg  DURAMED
DISORIENTATION  
HEADACHE  
MUSCLE TWITCHING  
NAUSEA  
SYNCOPE  

7857358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857358 NON-EXPEDITED N US-TEVA-271207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7857359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857359 NON-EXPEDITED N US-TEVA-271211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857360 NON-EXPEDITED N US-TEVA-271217USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857361 NON-EXPEDITED N US-TEVA-271210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7857362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857362 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-014861 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CAESAREAN SECTION  
DEVICE DISLOCATION  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  
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7857368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857368 NON-EXPEDITED N OT US-BAYER-2011-020540 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
ABORTION SPONTANEOUS  
MENSTRUATION DELAYED  

7857369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857369 NON-EXPEDITED Y OT US-BAYER-2011-020658 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 3 DAY BAYER

7857392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857392 NON-EXPEDITED N US-
BAYER-201013458NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

7857395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857395 NON-EXPEDITED N US-
BAYER-201013014NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
DIZZINESS  
FATIGUE  
HUNGER  

Page: 5,155 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7857396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857396 NON-EXPEDITED N US-
BAYER-201013052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
MUSCLE SPASMS  
VULVOVAGINAL PAIN  

7857397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857397 NON-EXPEDITED Y US-
BAYER-201013171NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

7857399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857399 NON-EXPEDITED N US-
BAYER-201013191NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 182 DAY BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  

7857400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857400 NON-EXPEDITED Y HO US-
BAYER-200943995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7857403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857403 NON-EXPEDITED Y US-
BAYER-201025170NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 618 DAY BAYER
ABDOMINAL PAIN  

7857405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857405 NON-EXPEDITED Y US-
BAYER-201038105NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

7857406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857406 NON-EXPEDITED Y US-BAYER-2010-007349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S  BAYER

7857407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857407 NON-EXPEDITED N US-BAYER-2010-007443 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7857410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857410 NON-EXPEDITED N US-
BAYER-201015973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
7857411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857411 NON-EXPEDITED Y US-
BAYER-201013651NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7857421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857421 NON-EXPEDITED N US-BAYER-2010-006898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 97 DAY BAYER

7857422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857422 NON-EXPEDITED Y US-
BAYER-201021442NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 544 DAY BAYER

7857426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857426 NON-EXPEDITED Y US-BAYER-2010-006079 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 251 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

7857427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857427 NON-EXPEDITED Y US-BAYER-2010-009161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER
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7857496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857496 NON-EXPEDITED N US-TEVA-271192USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL  DURAMED

7857497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857497 NON-EXPEDITED N US-TEVA-271201USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ALBUTEROL INHALER C  
BACTRIM C  

7857498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857498 NON-EXPEDITED N US-TEVA-271205USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857587 NON-EXPEDITED N US-BAYER-2011-020967 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER

7857588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857588 NON-EXPEDITED N US-
BAYER-201013150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
UTERINE CERVIX STENOSIS  
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Detailed Report
7857601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857601 NON-EXPEDITED N US-TEVA-271077USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

CYMBALTA C ORAL  
KLONOPIN C ORAL  

7857610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857610 NON-EXPEDITED N US-TEVA-271160USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857621 NON-EXPEDITED Y US-
BAYER-201040088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7857622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857622 NON-EXPEDITED N US-
BAYER-201013389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7857623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857623 NON-EXPEDITED N US-
BAYER-201013645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7857639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857639 NON-EXPEDITED Y US-
BAYER-201013101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7857652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857652 NON-EXPEDITED N US-TEVA-271263USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7857654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857654 NON-EXPEDITED N US-TEVA-271265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7857655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857655 NON-EXPEDITED N US-TEVA-271224USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL  DURAMED

7857656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857656 NON-EXPEDITED N US-TEVA-271228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7857657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7857657 NON-EXPEDITED N US-TEVA-271204USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7858197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858197 NON-EXPEDITED N US-TEVA-271267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7858198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858198 NON-EXPEDITED N US-TEVA-271257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7858199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858199 NON-EXPEDITED N US-TEVA-271260USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7858235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858235 NON-EXPEDITED N US-TEVA-271254USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7858314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858314 NON-EXPEDITED N US-TEVA-271403USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL  DURAMED

NAUSEA UNKNOWN C ORAL  
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Detailed Report
7858556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858556 NON-EXPEDITED N US-TEVA-271365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED

7858557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858557 NON-EXPEDITED N US-TEVA-271231USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7858564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858564 NON-EXPEDITED N US-TEVA-271238USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7858730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858730 NON-EXPEDITED N US-TEVA-271357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7858807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858807 NON-EXPEDITED Y HO SE-BAYER-2011-020780 23 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 3 DAY BAYER
ABDOMINAL PAIN  

7858808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858808 NON-EXPEDITED Y OT CH-BAYER-2011-019071 29 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
7858882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858882 NON-EXPEDITED N US-
BAYER-201013494NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7858883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858883 NON-EXPEDITED N US-
BAYER-201013416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7858884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858884 NON-EXPEDITED Y US-
BAYER-201013647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7858886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858886 NON-EXPEDITED Y US-
BAYER-201013220NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 234 DAY BAYER

7858888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858888 NON-EXPEDITED N US-
BAYER-201013649NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER
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Detailed Report
7858889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858889 NON-EXPEDITED N US-
BAYER-201033678NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

7858890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858890 NON-EXPEDITED N US-
BAYER-201013418NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7858891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858891 NON-EXPEDITED Y US-
BAYER-201013067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7858892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858892 NON-EXPEDITED Y US-
BAYER-201033930NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
MENORRHAGIA  

7858893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858893 NON-EXPEDITED N US-
BAYER-201013424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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7858894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858894 NON-EXPEDITED N US-
BAYER-201033215NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7858895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858895 NON-EXPEDITED N US-
BAYER-201013421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7858896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858896 NON-EXPEDITED N US-
BAYER-201025235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7858897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 7858897 NON-EXPEDITED US-
BAYER-201013451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT 375 DAY BAYER
CHEST PAIN  
PALPITATIONS  

7757872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7757872 NON-EXPEDITED N OT US-BAYER-2011-001967 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 µg 43 DAY BAYER
DEVICE DISLOCATION  
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7761807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7761807 NON-EXPEDITED Y HO,OT US-BAYER-2011-004055 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 363 DAY BAYER
PELVIC INFLAMMATORY DISEASE  

7765036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7765036 NON-EXPEDITED Y OT US-BAYER-2011-005298 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT 17 DAY BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

7803305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7803305 NON-EXPEDITED Y OT US-BAYER-2011-010386 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
PELVIC PAIN  

7855808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7855808 NON-EXPEDITED N US-TEVA-271007USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
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7859437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859437 NON-EXPEDITED N US-TEVA-237503USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVOTHYROXINE C  

SINGULAIR C  

7859441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859441 NON-EXPEDITED N US-TEVA-271338USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7859468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859468 NON-EXPEDITED N US-
BAYER-201013506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7859469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859469 NON-EXPEDITED N US-
BAYER-201013428NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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7859470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859470 NON-EXPEDITED Y US-
BAYER-201038605NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE EXPULSION  

7859471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859471 NON-EXPEDITED N US-
BAYER-201025287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7859473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859473 NON-EXPEDITED N US-
BAYER-201013467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7859474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859474 EXPEDITED (15-DAY) Y OT US-BAYER-2011-020623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S UNK  BAYER
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7859476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859476 NON-EXPEDITED Y US-
BAYER-201014664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 36 DAY BAYER
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
NAUSEA  
TENSION  
VOMITING  

7859477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859477 NON-EXPEDITED N US-
BAYER-201026760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7859478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859478 NON-EXPEDITED Y US-
BAYER-201013154NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS CELEXA C  

7859479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859479 NON-EXPEDITED Y US-
BAYER-201015760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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7859480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859480 NON-EXPEDITED N US-
BAYER-201015522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF PRESSURE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7859482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859482 NON-EXPEDITED N US-
BAYER-201038600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

7859486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859486 NON-EXPEDITED Y US-
BAYER-201038464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER
ABDOMINAL PAIN  

7859487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859487 NON-EXPEDITED Y US-
BAYER-201013466NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7859488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859488 NON-EXPEDITED N US-
BAYER-201026179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7859645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859645 NON-EXPEDITED Y US-
BAYER-201013471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT 327 DAY BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7859646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859646 NON-EXPEDITED Y US-
BAYER-201013498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7859647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859647 NON-EXPEDITED N US-
BAYER-201013653NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 23 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7859654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859654 NON-EXPEDITED Y US-
BAYER-201013266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER
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7859655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859655 NON-EXPEDITED Y US-
BAYER-201013784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ROSACEA  

7859658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859658 NON-EXPEDITED N US-
BAYER-201021473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7859659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859659 NON-EXPEDITED Y US-BAYER-2010-006902 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7859661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859661 NON-EXPEDITED N US-BAYER-2011-001760 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

7859663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859663 NON-EXPEDITED N US-
BAYER-201021031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
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7859664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859664 NON-EXPEDITED Y US-
BAYER-201038606NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE MALPOSITION  

7859665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859665 NON-EXPEDITED Y US-
BAYER-201038607NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7859666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859666 NON-EXPEDITED N US-BAYER-2010-009324 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 467 DAY BAYER

7859669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859669 NON-EXPEDITED Y US-BAYER-2011-021529 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 27 DAY BAYER
DEVICE EXPULSION  

7859711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859711 NON-EXPEDITED N US-
BAYER-201013211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER
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Detailed Report
7859712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859712 NON-EXPEDITED N US-
BAYER-201013263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7859713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859713 NON-EXPEDITED Y US-
BAYER-201013142NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
UTERINE SPASM  

7859716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859716 NON-EXPEDITED Y US-
BAYER-201038872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER

7859717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7859717 NON-EXPEDITED Y OT US-BAYER-2011-021254 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 742 DAY BAYER

ABDOMINAL PAIN  

7860050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860050 NON-EXPEDITED N US-TEVA-271480USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7860052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860052 NON-EXPEDITED N US-TEVA-271427USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860053 NON-EXPEDITED N US-TEVA-271432USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  
DIZZINESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  

7860054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860054 NON-EXPEDITED N US-TEVA-271473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860056 NON-EXPEDITED N US-TEVA-271440USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860057 NON-EXPEDITED N US-TEVA-271459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7860058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860058 NON-EXPEDITED N US-TEVA-271446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860059 NON-EXPEDITED N US-TEVA-271450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860062 NON-EXPEDITED N US-TEVA-271460USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7860064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860064 NON-EXPEDITED N US-TEVA-271452USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860065 NON-EXPEDITED N US-TEVA-271464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7860066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860066 EXPEDITED (15-DAY) N OT US-TEVA-271000USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B S ORAL  DURAMED
NAUSEA LEVONORGESTREL S ORAL 1st tab within 72hrs;2nd

tab 16 hours later
 

BUPROPION C  

7860068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860068 NON-EXPEDITED N US-TEVA-271431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860070 NON-EXPEDITED N US-TEVA-271428USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860071 NON-EXPEDITED N US-TEVA-271424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7860072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860072 NON-EXPEDITED N US-TEVA-271405USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

Page: 5,178 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7860284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860284 NON-EXPEDITED N US-TEVA-271484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860286 NON-EXPEDITED N US-TEVA-271481USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860287 NON-EXPEDITED N US-TEVA-271657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL  DURAMED
CHROMATURIA  

7860292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860292 NON-EXPEDITED N US-TEVA-271375USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860293 NON-EXPEDITED N US-TEVA-271635USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860680 NON-EXPEDITED N US-TEVA-271629USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
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Detailed Report
7860681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860681 NON-EXPEDITED N US-TEVA-271479USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7860724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860724 NON-EXPEDITED N US-
BAYER-201038873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

7860729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860729 NON-EXPEDITED N US-
BAYER-201013504NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7860730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860730 NON-EXPEDITED N US-
BAYER-201040375NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER
DEVICE EXPULSION  
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7860731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860731 NON-EXPEDITED N US-BAYER-2010-008909 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, continuous  BAYER
VAGINAL HAEMORRHAGE UNCODEABLE

"UNCLASSIFIABLE"
C  

DYSMENORRHOEA  

7860732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860732 NON-EXPEDITED Y US-BAYER-2010-007447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7860733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860733 NON-EXPEDITED N US-
BAYER-201013682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S 20 µg/d, CONT  BAYER

7860734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860734 NON-EXPEDITED Y US-
BAYER-201022107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 3 DAY BAYER

7860735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7860735 NON-EXPEDITED Y US-
BAYER-201013381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7882816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7882816 DIRECT DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH IMPLANT CONTRACEPTIVE MIRENA S  BERLEX
DEVICE DISLOCATION  

7886959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7886959 DIRECT Y 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE AVIANE S ORAL 1 TABLET DAILY ORAL 1 WEEK

7887639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2011 7887639 EXPEDITED (15-DAY) OT TPH-00259 21 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL 21 DAY

PLACENTA PRAEVIA HAEMORRHAGE DIANE 35 (DIANE) MODIFIED-
RELEASE FILM-COATED TABLET

C  

HYPOMENORRHOEA  
MATERNAL EXPOSURE DURING PREGNANCY  
PROLONGED PREGNANCY  

7806867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7806867 EXPEDITED (15-DAY) N OT US-
BAYER-201037795NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
INFERTILITY FEMALE  
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Detailed Report
7820448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7820448 NON-EXPEDITED N OT US-BAYER-2011-014141 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK  BAYER

7825832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7825832 NON-EXPEDITED N OT US-BAYER-2011-014116 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S 20 µg, UNK  BAYER
ABDOMINAL PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7849662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7849662 NON-EXPEDITED N US-TEVA-270366USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSARTHRIA PLAN B ONE-STEP S ORAL  DURAMED
ASTHENIA  
FATIGUE  
NAUSEA  

7856022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7856022 NON-EXPEDITED N US-TEVA-270970USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7856181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7856181 NON-EXPEDITED N US-TEVA-270968USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7857658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7857658 NON-EXPEDITED N US-TEVA-271218USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7858555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7858555 NON-EXPEDITED N US-TEVA-271387USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7861700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861700 NON-EXPEDITED N US-TEVA-271669USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7861701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861701 NON-EXPEDITED N US-TEVA-271661USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7861726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861726 NON-EXPEDITED N US-TEVA-271658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7861727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861727 NON-EXPEDITED N US-TEVA-271685USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7861728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861728 NON-EXPEDITED N US-TEVA-271692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL  DURAMED

TRI-SPRINTEC C  

7861734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861734 EXPEDITED (15-DAY) Y OT US-BAYER-2011-021524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIV INFECTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7861735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861735 NON-EXPEDITED N US-
BAYER-201013434NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ERYTHEMA  

7861737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861737 NON-EXPEDITED N US-
BAYER-201014281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7861738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861738 NON-EXPEDITED N US-
BAYER-201013769NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7861740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861740 NON-EXPEDITED N US-
BAYER-201015931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  

7861741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861741 NON-EXPEDITED Y US-
BAYER-201013202NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7861742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861742 NON-EXPEDITED N US-
BAYER-201016763NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
PAIN  

7861743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861743 NON-EXPEDITED N US-
BAYER-201015880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7861744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861744 NON-EXPEDITED N US-
BAYER-201015930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7861745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861745 NON-EXPEDITED N US-
BAYER-201015854NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN  

7861747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861747 NON-EXPEDITED N US-
BAYER-201013383NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

7861748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861748 NON-EXPEDITED Y US-
BAYER-201013273NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 110 DAY BAYER
VULVOVAGINAL PAIN  

7861752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861752 NON-EXPEDITED N US-
BAYER-201039633NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
LIBIDO DECREASED  
PALPITATIONS  
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Detailed Report
7861754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861754 NON-EXPEDITED Y US-
BAYER-201038877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 219 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

7861755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861755 NON-EXPEDITED N US-
BAYER-201039487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
FATIGUE  
MIGRAINE  

7861757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861757 NON-EXPEDITED N US-
BAYER-201024655NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S 20 µg/d, CONT  BAYER
FATIGUE  
GENITAL HAEMORRHAGE  
LETHARGY  
MUSCLE SPASMS  
TEARFULNESS  

7861758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861758 NON-EXPEDITED N US-BAYER-2010-007440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7861759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861759 NON-EXPEDITED N OT US-BAYER-2011-021951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  
PAIN  

7861760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861760 NON-EXPEDITED N OT US-BAYER-2011-021256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7861782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861782 NON-EXPEDITED Y US-
BAYER-201013897NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 µg/d, CONT 234 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7861786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861786 NON-EXPEDITED N US-BAYER-2011-000453 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7861788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861788 NON-EXPEDITED N HO,OT US-BAYER-2011-021337 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK, CONT  BAYER
ABORTION  
DECOMPRESSION SICKNESS  
HAEMOGLOBIN DECREASED  
Haemorrhage in pregnancy  
Human chorionic gonadotropin decreased  
MUSCLE SPASMS  

7861789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861789 NON-EXPEDITED N US-BAYER-2011-000541 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

7861790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861790 NON-EXPEDITED Y US-
BAYER-201039892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER

MIRENA S  BAYER

7861791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861791 NON-EXPEDITED Y US-BAYER-2011-000163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
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Detailed Report
7861963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861963 NON-EXPEDITED Y US-
BAYER-201013898NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 259 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7861965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861965 NON-EXPEDITED N US-
BAYER-201039244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  

7861966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861966 NON-EXPEDITED N US-
BAYER-201039894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7861970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861970 NON-EXPEDITED Y US-BAYER-2011-021722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
DEVICE EXPULSION  

7861971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7861971 NON-EXPEDITED Y US-BAYER-2011-021642 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK  BAYER
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Detailed Report
7862027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862027 NON-EXPEDITED N US-
BAYER-201013274NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER
DEVICE EXPULSION  

7862109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862109 NON-EXPEDITED N US-TEVA-271695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS VITAMINS NOS C ORAL  
MENSTRUATION DELAYED  

7862110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862110 NON-EXPEDITED N US-TEVA-271707USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  

7862111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862111 NON-EXPEDITED N US-TEVA-271710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7862112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862112 NON-EXPEDITED N US-TEVA-271718USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7862113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862113 NON-EXPEDITED N US-TEVA-271745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

7862114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862114 NON-EXPEDITED N US-TEVA-271694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7862115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862115 NON-EXPEDITED N US-TEVA-271696USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  

7862133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862133 NON-EXPEDITED N US-
BAYER-201013261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7862528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862528 NON-EXPEDITED N US-TEVA-271780USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7862529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862529 NON-EXPEDITED N US-TEVA-271798USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7862530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862530 NON-EXPEDITED N US-TEVA-271557USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7862531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862531 NON-EXPEDITED N US-TEVA-271709USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7862533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862533 NON-EXPEDITED N US-TEVA-271611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  

7862534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862534 NON-EXPEDITED N US-TEVA-271613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  

7862535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862535 NON-EXPEDITED N US-TEVA-271705USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

XANAX C ORAL  
SPRINTEC C ORAL  
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Detailed Report
7862536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862536 NON-EXPEDITED N US-TEVA-271706USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

OMEPRAZOLE C ORAL  

7862538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862538 NON-EXPEDITED N US-TEVA-271660USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  

7862716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862716 NON-EXPEDITED N US-TEVA-271783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL  DURAMED

7862795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862795 NON-EXPEDITED N US-
BAYER-201013265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7862796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862796 EXPEDITED (15-DAY) N OT CA-BAYER-2011-021255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BEDRIDDEN MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
BACK PAIN  
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Detailed Report
7862797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 7862797 NON-EXPEDITED Y US-
BAYER-201013280NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7855715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7855715 NON-EXPEDITED N US-TEVA-270982USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7856021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7856021 NON-EXPEDITED N US-TEVA-270989USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  

7863560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863560 NON-EXPEDITED N US-TEVA-271902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7863603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863603 NON-EXPEDITED Y US-
BAYER-201013778NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 308 DAY BAYER
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Detailed Report
7863604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863604 NON-EXPEDITED Y US-
BAYER-201016799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7863606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863606 NON-EXPEDITED N US-
BAYER-201039385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7863607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863607 NON-EXPEDITED N US-
BAYER-201036747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 50 mcg/24hr, CONT  BAYER

7863608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863608 NON-EXPEDITED N US-
BAYER-201013444NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

7863610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863610 NON-EXPEDITED Y US-
BAYER-201036591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 50 mcg/24hr, CONT 32 DAY BAYER
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Detailed Report
7863611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863611 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-021558 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEIOMYOSARCOMA MIRENA S  BAYER

7863614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863614 NON-EXPEDITED Y US-
BAYER-201039383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7863616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863616 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2011-021479 39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABORTION SPONTANEOUS  
AMENORRHOEA  
DEVICE DISLOCATION  
Haemorrhage in pregnancy  
UTERINE LEIOMYOMA  

7863617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863617 NON-EXPEDITED N US-
BAYER-201019808NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
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Detailed Report
7863619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863619 NON-EXPEDITED N US-BAYER-2011-021590 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENSTRUATION DELAYED  
POST PROCEDURAL COMPLICATION  

7863620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863620 NON-EXPEDITED N US-
BAYER-201022086NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7863621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863621 NON-EXPEDITED N US-
BAYER-201013677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
DEVICE EXPULSION  

7863622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863622 NON-EXPEDITED Y US-
BAYER-201036590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 50 mcg/24hr, CONT  BAYER

7863629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863629 NON-EXPEDITED N US-TEVA-271879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7863630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863630 NON-EXPEDITED N US-TEVA-271868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7863631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863631 NON-EXPEDITED N US-TEVA-271903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED

7863636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863636 NON-EXPEDITED N US-TEVA-271881USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7863639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863639 NON-EXPEDITED Y US-
BAYER-201037462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7863640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863640 NON-EXPEDITED N US-
BAYER-201039803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7863643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863643 NON-EXPEDITED N US-
BAYER-201013591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7863644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863644 NON-EXPEDITED N US-
BAYER-201039805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

7863647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863647 NON-EXPEDITED Y US-
BAYER-201036751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 50 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
HYPERTRICHOSIS  
LIBIDO DECREASED  
METRORRHAGIA  
MOOD SWINGS  

7863649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863649 NON-EXPEDITED N US-
BAYER-201037195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7863657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863657 NON-EXPEDITED N US-
BAYER-201037048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7863714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863714 NON-EXPEDITED N US-
BAYER-201037051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7863744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863744 NON-EXPEDITED N US-TEVA-271840USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
LOESTRIN 1.5/30 21 DAY C ORAL  

7863745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863745 NON-EXPEDITED N US-TEVA-271853USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7863776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863776 NON-EXPEDITED N US-
BAYER-201024625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  
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Detailed Report
7863785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863785 NON-EXPEDITED N US-TEVA-271892USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7863881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863881 NON-EXPEDITED N US-
BAYER-201039937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

7863891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7863891 NON-EXPEDITED N US-TEVA-271895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

MINOCYCLINE HYDROCHLORIDE C ORAL  

7864059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864059 NON-EXPEDITED N US-TEVA-271802USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
VOMITING  

7864331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864331 NON-EXPEDITED Y US-
BAYER-201027460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7864332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864332 NON-EXPEDITED N US-
BAYER-201014357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7864333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864333 NON-EXPEDITED N US-
BAYER-201013791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7864334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864334 NON-EXPEDITED N US-
BAYER-201013587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7864335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864335 NON-EXPEDITED Y US-
BAYER-201013783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DERMATITIS ALLERGIC  

7864336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864336 NON-EXPEDITED Y US-
BAYER-201027484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 232 DAY BAYER
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Detailed Report
7864337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864337 NON-EXPEDITED N US-
BAYER-201016845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7864338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864338 NON-EXPEDITED Y US-
BAYER-201024622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7864339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864339 NON-EXPEDITED N US-
BAYER-201024619NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 297 DAY BAYER

7864343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864343 NON-EXPEDITED N US-
BAYER-201032898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7864344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864344 NON-EXPEDITED Y US-
BAYER-201032804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

7864468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864468 NON-EXPEDITED N US-
BAYER-201036757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7864469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864469 NON-EXPEDITED Y US-
BAYER-201036404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  

7864470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864470 NON-EXPEDITED N US-
BAYER-201037612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7864471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864471 NON-EXPEDITED N US-
BAYER-201037052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

CEPHALEXIN C  
BACTRIM C  

7864473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864473 NON-EXPEDITED N US-
BAYER-201036601NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7864476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864476 NON-EXPEDITED N US-TEVA-271900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

7864696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864696 NON-EXPEDITED N US-TEVA-271904USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7864697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864697 NON-EXPEDITED N US-TEVA-271893USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7864715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864715 EXPEDITED (15-DAY) Y HO,OT BR-BAYER-2011-022105 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRAIN NEOPLASM MIRENA S INTRAUTERINE  BAYER

7864742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864742 NON-EXPEDITED N US-TEVA-271888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
DIZZINESS  
NAUSEA  

7864808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864808 NON-EXPEDITED N US-TEVA-271869USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7864809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864809 NON-EXPEDITED N US-TEVA-271876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB DISCOMFORT PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  

7864810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864810 NON-EXPEDITED N US-TEVA-271882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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7864991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2011 7864991 NON-EXPEDITED Y US-
BAYER-201033117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 36 DAY BAYER

7660060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7660060 EXPEDITED (15-DAY) N OT US-
BAYER-201036705NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABNORMAL WEIGHT GAIN  
DEPRESSION  
DEVICE EXPULSION  
FEELING ABNORMAL  

7744306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7744306 NON-EXPEDITED Y OT DE-BAYER-2010-006258 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT 1920 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

7852027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7852027 NON-EXPEDITED N US-TEVA-270429USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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7865382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865382 NON-EXPEDITED N US-
BAYER-201040372NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

7865384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865384 NON-EXPEDITED N US-
BAYER-201017557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AFFECT LABILITY  
SOMNOLENCE  

7865386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865386 NON-EXPEDITED Y US-
BAYER-201021171NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

7865388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865388 NON-EXPEDITED N US-
BAYER-201039039NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7865389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865389 NON-EXPEDITED Y US-
BAYER-201013699NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7865390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865390 NON-EXPEDITED N US-
BAYER-201041100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
AFFECT LABILITY  
ANXIETY  
MUSCLE SPASMS  

7865392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865392 NON-EXPEDITED Y US-
BAYER-201040236NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

7865393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865393 NON-EXPEDITED N US-
BAYER-201014543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7865394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865394 NON-EXPEDITED N US-
BAYER-201021211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7865395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865395 NON-EXPEDITED N US-
BAYER-201040374NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

7865396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865396 NON-EXPEDITED N US-
BAYER-201035696NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CRYING  
DEVICE DISLOCATION  
IRRITABILITY  
VOMITING  

7865397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865397 NON-EXPEDITED N US-
BAYER-201023804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Exposure during breast feeding  

7865398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865398 NON-EXPEDITED N US-
BAYER-201014659NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER
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7865399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865399 NON-EXPEDITED N US-
BAYER-201015862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 2 DAY BAYER

7865402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865402 NON-EXPEDITED Y US-
BAYER-201040241NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 180 DAY BAYER

7865403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865403 NON-EXPEDITED Y US-
BAYER-201023836NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7865404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865404 NON-EXPEDITED N US-
BAYER-201013800NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

7865430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865430 NON-EXPEDITED Y US-BAYER-2010-007271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7865431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865431 NON-EXPEDITED Y OT DK-BAYER-2011-005720 45 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENERALISED OEDEMA MIRENA S UNK 157 DAY BAYER

7865452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865452 NON-EXPEDITED N US-TEVA-271827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7865454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865454 NON-EXPEDITED N US-TEVA-271848USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ZITHROMAX C ORAL  

7865457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865457 NON-EXPEDITED N US-TEVA-272084USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7865464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865464 NON-EXPEDITED N US-
BAYER-201015892NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
HEADACHE  
METRORRHAGIA  
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Detailed Report
7865655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865655 NON-EXPEDITED Y US-
BAYER-201013384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

7865656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865656 NON-EXPEDITED N US-
BAYER-201013923NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7865658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865658 NON-EXPEDITED N US-
BAYER-201022545NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

7865659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865659 NON-EXPEDITED Y US-
BAYER-201022556NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7865660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865660 NON-EXPEDITED N OT US-BAYER-2011-022360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
GENITAL HAEMORRHAGE  
UTERINE HAEMORRHAGE  
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7865676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865676 NON-EXPEDITED N US-TEVA-272075USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7865677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865677 NON-EXPEDITED N US-TEVA-272146USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7865678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865678 NON-EXPEDITED N US-TEVA-272170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
HEADACHE  

7865727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865727 NON-EXPEDITED Y US-
BAYER-201027954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

7865728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865728 NON-EXPEDITED N US-
BAYER-201025230NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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7865729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865729 NON-EXPEDITED N US-
BAYER-201013680NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7865809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865809 NON-EXPEDITED N US-TEVA-272077USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL  DURAMED

7865845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865845 NON-EXPEDITED N US-TEVA-272042USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7865846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865846 NON-EXPEDITED N US-TEVA-272123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7865905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865905 NON-EXPEDITED N US-
BAYER-201014142NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
FATIGUE  
VAGINAL HAEMORRHAGE  
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Detailed Report
7865906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865906 NON-EXPEDITED N US-
BAYER-201028013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7865907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865907 NON-EXPEDITED Y US-
BAYER-201019825NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

7865912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865912 NON-EXPEDITED N US-
BAYER-201031283NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7865913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865913 NON-EXPEDITED Y US-
BAYER-201040336NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

7865975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865975 NON-EXPEDITED N US-TEVA-272023USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL STIFFNESS PLAN B ONE-STEP S ORAL  DURAMED
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7865976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865976 NON-EXPEDITED N US-TEVA-272099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7865977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7865977 NON-EXPEDITED N US-TEVA-272039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7866094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866094 NON-EXPEDITED N US-TEVA-272169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7866095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866095 NON-EXPEDITED N US-TEVA-272182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION PLAN B ONE-STEP S ORAL  DURAMED

7866096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866096 NON-EXPEDITED N US-TEVA-272098USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PROBIOTICS C  
MULTI-VITAMIN C  
NASONEX C  
LORATADINE C  
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Detailed Report
7866462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866462 NON-EXPEDITED N US-TEVA-272200USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7866463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866463 NON-EXPEDITED N US-TEVA-272131USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

BIRTH CONTROL PILL C  

7866464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866464 NON-EXPEDITED N US-TEVA-272147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DIARRHOEA  
PELVIC PAIN  

7866581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866581 NON-EXPEDITED N US-
BAYER-201015246NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7866582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7866582 NON-EXPEDITED Y US-
BAYER-201040865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 276 DAY BAYER
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Detailed Report
7889415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 7889415 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN MIRENA S  
ANXIETY  
FATIGUE  
INFLUENZA LIKE ILLNESS  
WEIGHT INCREASED  

8062610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2011 8062610 NON-EXPEDITED N US-TEVA-271634USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

S ORAL  

ADDERALL S  
CITALOPRAM HYDROBROMIDE C  
CITALOPRAM HYDROBROMIDE C  

7275616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7275616 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-201013320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTITIS YASMIN S  BAYER
ABDOMINAL PAIN LEVLEN S UNK  BAYER
ABDOMINAL PAIN UPPER  
BILE DUCT STONE  
JAUNDICE CHOLESTATIC  
NAUSEA  
VOMITING  
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Detailed Report
7797590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7797590 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-008918 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ABSCESS MIRENA S UNK  BAYER

7857659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7857659 NON-EXPEDITED N US-TEVA-271239USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  

7860679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7860679 NON-EXPEDITED N US-TEVA-271605USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7862537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7862537 NON-EXPEDITED N US-TEVA-271681USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7864642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7864642 NON-EXPEDITED N US-TEVA-271837USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ANTIBIOTIC C ORAL  
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7865453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7865453 NON-EXPEDITED N US-TEVA-271838USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

LEVORA C ORAL  

7867157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867157 NON-EXPEDITED N US-TEVA-272324USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867158 NON-EXPEDITED N US-TEVA-272305USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867159 NON-EXPEDITED N US-TEVA-272285USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL  DURAMED

7867162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867162 NON-EXPEDITED N US-TEVA-272281USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
7867349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867349 NON-EXPEDITED N US-
BAYER-201032647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

TYLENOL WITH CODEINE S  

7867350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867350 NON-EXPEDITED Y US-
BAYER-201026355NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER

7867351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867351 NON-EXPEDITED N US-
BAYER-201029347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

7867352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867352 NON-EXPEDITED Y US-
BAYER-201013927NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7867353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867353 NON-EXPEDITED Y US-
BAYER-201013911NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 590 DAY BAYER
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7867355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867355 NON-EXPEDITED N US-
BAYER-201014889NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7867356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867356 NON-EXPEDITED N US-
BAYER-201013803NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7867360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867360 NON-EXPEDITED N US-TEVA-272380USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7867361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867361 NON-EXPEDITED N US-TEVA-272333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

7867362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867362 NON-EXPEDITED N US-TEVA-272364USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

SPRINTEC C  
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Detailed Report
7867366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867366 NON-EXPEDITED N US-TEVA-272343USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867367 NON-EXPEDITED N US-TEVA-272341USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
WEIGHT INCREASED  

7867369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867369 NON-EXPEDITED N US-TEVA-272335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867370 NON-EXPEDITED N US-TEVA-272329USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867399 NON-EXPEDITED N US-TEVA-272409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867400 NON-EXPEDITED N US-TEVA-272400USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7867401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867401 NON-EXPEDITED N US-TEVA-272372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867417 NON-EXPEDITED Y US-
BAYER-201013895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

7867454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867454 NON-EXPEDITED Y US-BAYER-2011-001094 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER

7867455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867455 NON-EXPEDITED N US-
BAYER-201040868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
MENOMETRORRHAGIA  

7867456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867456 NON-EXPEDITED N US-
BAYER-201040873NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER
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Detailed Report
7867457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867457 NON-EXPEDITED N US-
BAYER-201040867NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

7867458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867458 NON-EXPEDITED N US-
BAYER-201015759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
OEDEMA PERIPHERAL  

7867459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867459 NON-EXPEDITED N US-
BAYER-201040866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 232 DAY BAYER

7867510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867510 NON-EXPEDITED N US-
BAYER-201013760NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
7867512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867512 EXPEDITED (15-DAY) N HO BR-BAYER-2011-022124 38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN PANTOPRAZOLE C ORAL 1 DF, QD  
OVARIAN CYST  
OVARIAN ENLARGEMENT  

7867521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867521 NON-EXPEDITED N US-
BAYER-201032816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

7867542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867542 NON-EXPEDITED N US-TEVA-272417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  

7867543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867543 NON-EXPEDITED N US-TEVA-272419USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7867545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867545 NON-EXPEDITED N US-TEVA-272321USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7867546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867546 NON-EXPEDITED N US-TEVA-272426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7867547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867547 NON-EXPEDITED N US-TEVA-272427USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867548 NON-EXPEDITED N US-TEVA-272412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7867861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867861 NON-EXPEDITED N US-TEVA-272448USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7867864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867864 NON-EXPEDITED N US-TEVA-272452USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  
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Detailed Report
7867865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867865 NON-EXPEDITED N US-TEVA-272443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7867866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867866 NON-EXPEDITED N US-TEVA-272430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7867868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7867868 NON-EXPEDITED N US-TEVA-272399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7868114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7868114 NON-EXPEDITED Y OT US-BAYER-2011-022481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 306 DAY BAYER

7888861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2011 7888861 DIRECT Y OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRIGEMINAL NEURALGIA MIRENA S  
CHRONIC PAROXYSMAL HEMICRANIA  
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Detailed Report
7177973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7177973 EXPEDITED (15-DAY) N US-
BAYER-200938729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE EXPULSION  

7735132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7735132 NON-EXPEDITED Y OT US-BAYER-2010-006361 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

7757841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7757841 EXPEDITED (15-DAY) Y OT US-BAYER-2011-001042 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APGAR SCORE LOW MIRENA S TRANSPLACENTAL UNK 159 DAY BAYER
SMALL FOR DATES BABY MIRENA S TRANSPLACENTAL UNK 159 DAY BAYER
BRONCHOPULMONARY DYSPLASIA  
CAESAREAN SECTION  
PREMATURE BABY  

7838436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7838436 EXPEDITED (15-DAY) N US-BAYER-2011-017191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7867038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7867038 NON-EXPEDITED N US-TEVA-272158USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7868950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868950 NON-EXPEDITED N US-
BAYER-201015083NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7868951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868951 NON-EXPEDITED N US-
BAYER-201015080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7868953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868953 NON-EXPEDITED N US-
BAYER-201015154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7868955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868955 NON-EXPEDITED N US-
BAYER-201040337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  
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Detailed Report
7868960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868960 NON-EXPEDITED N US-
BAYER-201040205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
DYSPAREUNIA  

7868962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868962 NON-EXPEDITED Y US-
BAYER-201040209NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 397 DAY BAYER

7868965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868965 NON-EXPEDITED N OT US-BAYER-2011-022950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  

7868967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7868967 NON-EXPEDITED N US-
BAYER-201040206NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
7869000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869000 NON-EXPEDITED N US-TEVA-272612USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7869001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869001 NON-EXPEDITED N US-TEVA-272622USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7869074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869074 NON-EXPEDITED N US-TEVA-272639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

7869075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869075 NON-EXPEDITED N US-TEVA-272643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7869076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869076 NON-EXPEDITED N US-TEVA-272627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7869092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869092 EXPEDITED (15-DAY) N OT US-TEVA-236281USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
DYSMENORRHOEA  
Maternal exposure during pregnancy  
VAGINAL HAEMORRHAGE  

7869112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869112 NON-EXPEDITED Y US-
BAYER-201040376NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

7869213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869213 NON-EXPEDITED N US-TEVA-272644USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7869214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869214 NON-EXPEDITED N US-TEVA-272783USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR FIORICET C  

XANAX C  
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Detailed Report
7869215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869215 NON-EXPEDITED N US-TEVA-272767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  

7869236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869236 NON-EXPEDITED Y US-BAYER-2010-008599 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 117 DAY BAYER

MIRENA S  BAYER

7869238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869238 NON-EXPEDITED N US-
BAYER-201040512NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7869534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869534 NON-EXPEDITED N US-
BAYER-201040642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7869535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869535 NON-EXPEDITED N US-
BAYER-201040650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7869625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869625 NON-EXPEDITED N US-TEVA-272692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7869637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869637 NON-EXPEDITED N US-TEVA-272607USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7869638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869638 NON-EXPEDITED N US-TEVA-272554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7869639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869639 NON-EXPEDITED N US-TEVA-272631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7869640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869640 NON-EXPEDITED N US-TEVA-272623USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

XANAX C ORAL  

7869641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869641 NON-EXPEDITED N US-TEVA-272634USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

Page: 5,238 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7869646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869646 NON-EXPEDITED N US-TEVA-272630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7869999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7869999 NON-EXPEDITED N US-TEVA-272653USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870002 NON-EXPEDITED N US-TEVA-272695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

7870003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870003 NON-EXPEDITED N US-TEVA-272697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870005 NON-EXPEDITED N OT US-BAYER-2010-001431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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7870012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870012 NON-EXPEDITED Y US-
BAYER-201013920NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

7870021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870021 NON-EXPEDITED N US-TEVA-272663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870029 NON-EXPEDITED N US-
BAYER-201040788NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER

7870030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870030 NON-EXPEDITED Y US-
BAYER-201040786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  

7870033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870033 NON-EXPEDITED N US-TEVA-272686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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7870034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870034 NON-EXPEDITED N US-TEVA-272677USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870035 NON-EXPEDITED N US-TEVA-272696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7870149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870149 NON-EXPEDITED N US-TEVA-272688USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7870150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870150 NON-EXPEDITED N US-TEVA-272683USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7870271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7870271 NON-EXPEDITED Y OT US-BAYER-2011-022768 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK UNK, CONT 1 DAY BAYER

7890831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7890831 DIRECT N HO,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 PILL DAILY PO  
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7890836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7890836 DIRECT N DS,LT,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
BACK PAIN  
INFLUENZA LIKE ILLNESS  
MUSCLE SPASMS  
NAUSEA  

7891187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7891187 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  
ALOPECIA  
DECREASED APPETITE  
DEPRESSION  
EMOTIONAL DISORDER  
INSOMNIA  
LYMPHADENOPATHY  
MIGRAINE  
SCAR  
SECRETION DISCHARGE  
WEIGHT DECREASED  
WEIGHT INCREASED  

7892460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 7892460 DIRECT N HO,LT 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LOSEASONIQUE S  
PULMONARY EMBOLISM  
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7631686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7631686 EXPEDITED (15-DAY) Y DS,OT US-
BAYER-201036696NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 251 DAY BAYER
HYPERHIDROSIS ZOLOFT C ORAL  
AMENORRHOEA ZOLOFT C ORAL  
SEBORRHOEA TRANXENE T-TAB C ORAL DAILY  
DYSPNOEA DIAMOX SEQUELS C UNKNOWN  
ISCHAEMIC STROKE MULTI-VITAMIN C UNKNOWN  
HEADACHE VITAMIN E C UNKNOWN  
MENTAL IMPAIRMENT ASCORBIC ACID C UNKNOWN  
DISORIENTATION EVENING PRIMROSE OIL C UNKNOWN  
DISTURBANCE IN ATTENTION PRASTERONE C UNKNOWN  
BLINDNESS VITAMIN B COMPLEX C UNKNOWN  
CONVULSION  
DIARRHOEA  
HYPERSOMNIA  
HYPOAESTHESIA  
OPTIC ISCHAEMIC NEUROPATHY  
PAPILLOEDEMA  
PHOTOPHOBIA  
TUNNEL VISION  
VISUAL ACUITY REDUCED  
VISUAL FIELD DEFECT  
VISUAL IMPAIRMENT  

7792458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7792458 NON-EXPEDITED N HO,OT US-BAYER-2011-002865 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
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7825786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7825786 EXPEDITED (15-DAY) N OT CN-
BAYER-201040715GPV

37 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

BREAST DISCHARGE  
HYPOMENORRHOEA  
INTRADUCTAL PAPILLOMA OF BREAST  
MENSTRUATION IRREGULAR  

7840000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7840000 NON-EXPEDITED N US-
BAYER-201020266NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK UNK, CONT  BAYER

7853454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7853454 NON-EXPEDITED N US-BAYER-2011-019855 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S UNK 154 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

7855460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7855460 EXPEDITED (15-DAY) N US-BAYER-2011-020096 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INTOLERANCE MIRENA S UNK  BAYER
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7862881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7862881 EXPEDITED (15-DAY) N HO,OT BR-PFIZER
INC-2011055314

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY NORDETTE S ORAL UNK  PFIZER
ANAEMIA  
ARTHRALGIA  
HYPOTHYROIDISM  
WEIGHT DECREASED  

7866465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7866465 NON-EXPEDITED N US-TEVA-272140USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL  DURAMED
DYSPEPSIA  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7867368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7867368 NON-EXPEDITED N US-TEVA-272406USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870686 NON-EXPEDITED Y US-
BAYER-201014783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
DEVICE EXPULSION  
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7870690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870690 EXPEDITED (15-DAY) N DS,OT US-BAYER-2010-008779 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ULCERATIVE MIRENA S INTRAUTERINE Daily dose 52 mg  BAYER
ASTHENIA  
BLOOD GLUCOSE ABNORMAL  
BREAST CYST  
DIARRHOEA  
DROOLING  
FOOD ALLERGY  
HEADACHE  
IRRITABLE BOWEL SYNDROME  
LOSS OF CONSCIOUSNESS  
NAUSEA  
RHEUMATOID ARTHRITIS  
THYROID DISORDER  
TREMOR  

7870691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870691 NON-EXPEDITED N US-
BAYER-201013921NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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7870699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870699 NON-EXPEDITED Y HO,OT RU-BAYER-2011-003461 22 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

VAGINAL HAEMORRHAGE YAZ S ORAL UNK  BAYER
ABDOMINAL PAIN LOWER  
BREAST SWELLING  
MUSCLE SPASMS  

7870711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870711 NON-EXPEDITED N US-TEVA-272699USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7870712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870712 NON-EXPEDITED N US-TEVA-272700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870713 NON-EXPEDITED N US-TEVA-272698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
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Detailed Report
7870714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870714 NON-EXPEDITED N US-TEVA-272678USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7870890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7870890 NON-EXPEDITED N US-TEVA-272902USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7871009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871009 NON-EXPEDITED N US-
BAYER-201013932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7871028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871028 NON-EXPEDITED N US-BAYER-2011-022953 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7871212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871212 NON-EXPEDITED N US-TEVA-272887USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  

7871213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871213 NON-EXPEDITED N US-TEVA-272879USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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7871214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871214 NON-EXPEDITED N US-TEVA-272893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7871218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871218 NON-EXPEDITED N US-TEVA-272898USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL  DURAMED

7871219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871219 NON-EXPEDITED N US-TEVA-272909USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA ZONEGRAN C  
MENSTRUATION IRREGULAR TRILEPTAL C  

LYRICA C  
AMBIEN CR C  
CAMILA C  

7871220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871220 NON-EXPEDITED N US-TEVA-272907USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
NAUSEA  
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Detailed Report
7871468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871468 NON-EXPEDITED N US-
MYLANLABS-2010S1011
587

73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA FENTANYL TRANSDERMAL

SYSTEM
S TRANSDERMAL Changed q48h  

CELEBREX S  
CLIMARA PRO S TRANSDERMAL  
CLIMARA PRO S TRANSDERMAL  
ACIPHEX C  
HYZAAR C 50/12.5mg  
WELLBUTRIN C  
ASPIRIN C  
MULTI-VITAMIN C  
RESTORIL C  

7871636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871636 NON-EXPEDITED N US-
BAYER-201013853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7871755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871755 NON-EXPEDITED N US-TEVA-272820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7871765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871765 NON-EXPEDITED N US-TEVA-272831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING  

7871766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871766 NON-EXPEDITED N US-TEVA-272876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7871769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871769 NON-EXPEDITED N US-TEVA-272873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7871771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871771 NON-EXPEDITED N US-TEVA-272865USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7871772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871772 NON-EXPEDITED N US-TEVA-272870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7871773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871773 NON-EXPEDITED N US-TEVA-272843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  

7871808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871808 NON-EXPEDITED N US-TEVA-272859USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  
VOMITING  

7871809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871809 NON-EXPEDITED N US-TEVA-272816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  

7871993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871993 NON-EXPEDITED N US-
BAYER-201013947NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7871994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871994 NON-EXPEDITED Y US-BAYER-2010-005393 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 151 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7871995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7871995 NON-EXPEDITED N US-
BAYER-201013640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 mcg/24hr, UNK  BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7872001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872001 NON-EXPEDITED N US-
BAYER-201040790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

7872003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872003 NON-EXPEDITED Y US-
BAYER-201024321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER

7872004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872004 NON-EXPEDITED N US-
BAYER-201019970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7872021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872021 NON-EXPEDITED N US-TEVA-272851USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7872022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872022 NON-EXPEDITED N US-TEVA-272840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7872024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872024 NON-EXPEDITED N US-TEVA-272815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7872042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872042 NON-EXPEDITED Y US-
BAYER-201027306NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7872043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872043 NON-EXPEDITED Y US-BAYER-2010-007483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
MENSTRUAL DISORDER  
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Detailed Report
7872100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872100 NON-EXPEDITED N US-TEVA-272969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7872101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872101 NON-EXPEDITED N US-TEVA-272858USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7872107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872107 NON-EXPEDITED N US-TEVA-272861USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7872126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872126 NON-EXPEDITED N US-TEVA-272685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7872127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872127 NON-EXPEDITED N US-TEVA-272908USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  
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Detailed Report
7872161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872161 NON-EXPEDITED Y US-BAYER-2010-005069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, QD 285 DAY BAYER

7872162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872162 NON-EXPEDITED Y US-BAYER-2010-005101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, QD  BAYER

7872164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872164 NON-EXPEDITED Y US-BAYER-2011-000445 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 11 DAY BAYER

7872165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872165 NON-EXPEDITED N US-BAYER-2011-000626 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 487 DAY BAYER

7872166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872166 NON-EXPEDITED Y US-BAYER-2010-005391 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7872167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872167 NON-EXPEDITED N OT US-BAYER-2011-022796 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
PAIN  
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Detailed Report
7872169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872169 NON-EXPEDITED N US-BAYER-2010-008464 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 88 DAY BAYER

7872172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872172 NON-EXPEDITED N US-BAYER-2010-007434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 137 DAY BAYER

7872217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872217 NON-EXPEDITED N US-PFIZER
INC-2011062009

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE LYBREL S ORAL 90/20  PFIZER

7872275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872275 NON-EXPEDITED N US-TEVA-272910USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7872276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872276 NON-EXPEDITED N US-TEVA-272880USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7872277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872277 NON-EXPEDITED N US-TEVA-272869USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7872286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872286 NON-EXPEDITED Y US-BAYER-2010-007445 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1218 DAY BAYER

7872287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872287 NON-EXPEDITED Y US-BAYER-2010-005921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S 20 µg/d, CONT 42 DAY BAYER
DEVICE DISLOCATION  

7872561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872561 NON-EXPEDITED N US-TEVA-272776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7872570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872570 NON-EXPEDITED N US-TEVA-272911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR LOESTRIN 1.5/30 21 DAY S ORAL  

7872701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2011 7872701 NON-EXPEDITED Y US-BAYER-2010-005923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
7873399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873399 NON-EXPEDITED N US-
BAYER-201013447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7873748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873748 NON-EXPEDITED N US-TEVA-273007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7873749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873749 NON-EXPEDITED N US-TEVA-273026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7873756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873756 NON-EXPEDITED N US-TEVA-273031USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7873757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873757 NON-EXPEDITED N US-TEVA-273044USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7873758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873758 NON-EXPEDITED N US-TEVA-273105USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7873759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873759 NON-EXPEDITED N US-TEVA-273103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7873760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873760 NON-EXPEDITED N US-TEVA-273080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

SERTRALINE HYDROCHLORIDE C  
LACTULOSE C  
BIRTH CONTROL C  

7873761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873761 NON-EXPEDITED N US-TEVA-273071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7873762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873762 NON-EXPEDITED N US-TEVA-273063USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7873764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7873764 NON-EXPEDITED N US-TEVA-273021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  
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Detailed Report
7894767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2011 7894767 DIRECT N DS,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S VAGINAL INSERTION 5 YEARS

VAG
 

SCAR  
SKIN DISCOLOURATION  

7803366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7803366 EXPEDITED (15-DAY) Y OT RU-BAYER-2011-009046 40 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE UNK  BAYER
HEADACHE DIENOGEST S ORAL 1 DF, ONCE 10 DAY
RESPIRATORY TRACT INFECTION DROSPIRENONE S 1 DF, ONCE 2 DAY BAYER
PROTHROMBIN TIME PROLONGED  

7828953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7828953 NON-EXPEDITED N US-TEVA-268422USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

HCG PROTOCOL C  

7867544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7867544 NON-EXPEDITED N US-TEVA-272382USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7869002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7869002 NON-EXPEDITED N US-TEVA-272625USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7869216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7869216 NON-EXPEDITED N US-TEVA-272615USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

NUVARING C VAGINAL  
FLAGYL C ORAL  

7869626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7869626 NON-EXPEDITED N US-TEVA-272530USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7869642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7869642 NON-EXPEDITED N US-TEVA-272637USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

7871756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7871756 NON-EXPEDITED N US-TEVA-272827USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  
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Detailed Report
7872023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7872023 NON-EXPEDITED N US-TEVA-272884USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR DOXEPIN C ORAL  
PELVIC PAIN XANAX C ORAL  
BREAST TENDERNESS  

7875049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875049 NON-EXPEDITED Y US-
BAYER-201014106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7875050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875050 NON-EXPEDITED N US-
BAYER-201019055NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA  
CHEST PAIN  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
PAIN IN EXTREMITY  

7875156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875156 NON-EXPEDITED N US-
BAYER-201013905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 186 DAY BAYER
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Detailed Report
7875591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875591 NON-EXPEDITED N US-
BAYER-201013823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg/d, CONT  BAYER
IRRITABILITY AMOXICILLIN C  
DIZZINESS CLARITHROMYCIN C  
ERUCTATION OMEPRAZOLE C  
FEELING COLD  
VAGINAL DISCHARGE  

7875592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875592 NON-EXPEDITED Y US-
BAYER-201014166NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 15 DAY BAYER

7875593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875593 NON-EXPEDITED N US-
BAYER-201014174NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7875594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875594 NON-EXPEDITED Y US-
BAYER-201014121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7875595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875595 NON-EXPEDITED Y US-
BAYER-201013294NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 154 DAY BAYER

7875597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875597 NON-EXPEDITED N US-
BAYER-201014295NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

7875598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875598 NON-EXPEDITED N US-
BAYER-201013382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7875623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875623 NON-EXPEDITED N US-
BAYER-201013809NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 341 DAY BAYER

7875624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875624 NON-EXPEDITED N US-
BAYER-201013437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,265 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7875625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875625 NON-EXPEDITED N US-
BAYER-201014147NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 50 DAY BAYER

7875708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875708 NON-EXPEDITED N US-
BAYER-201013795NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7875709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875709 NON-EXPEDITED N US-
BAYER-201013567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  

7875710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875710 NON-EXPEDITED N US-
BAYER-201013658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ANTIBIOTICS C  

7875711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875711 NON-EXPEDITED N US-
BAYER-201014227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7875712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875712 NON-EXPEDITED N US-
BAYER-201013788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7875713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875713 NON-EXPEDITED N US-
BAYER-201013290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7875746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875746 NON-EXPEDITED N US-
BAYER-201014233NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

7875747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875747 NON-EXPEDITED N US-
BAYER-201021380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  

7875856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875856 NON-EXPEDITED N US-
BAYER-201013901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7875930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875930 NON-EXPEDITED N US-
BAYER-201013907NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA LIPITOR C  
VAGINAL ODOUR SYNTHROID C  

7875970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875970 NON-EXPEDITED N US-
BAYER-201019074NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER

7875971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875971 NON-EXPEDITED N US-
BAYER-201013595NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

7875972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875972 NON-EXPEDITED N US-
BAYER-201019190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7875984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875984 NON-EXPEDITED Y US-
BAYER-201030906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7875985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875985 NON-EXPEDITED N US-
BAYER-201030931NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7875986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7875986 NON-EXPEDITED N US-
BAYER-201030990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7876019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876019 NON-EXPEDITED N US-TEVA-273263USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL  DURAMED

7876020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876020 NON-EXPEDITED N US-TEVA-273386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876021 NON-EXPEDITED N US-TEVA-273385USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL RIGIDITY PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7876022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876022 NON-EXPEDITED N US-TEVA-273361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876023 NON-EXPEDITED N US-TEVA-273471USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN ACID REFLUX MEDICATION C  
NAUSEA  
VOMITING  

7876024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876024 NON-EXPEDITED N US-TEVA-273365USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7876025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876025 NON-EXPEDITED N US-TEVA-273221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  

7876027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876027 NON-EXPEDITED N US-TEVA-273288USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7876028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876028 NON-EXPEDITED N US-TEVA-273321USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

LEVONORGESTREL AND
ETHINYL ESTRADIOL

C  

7876029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876029 NON-EXPEDITED N US-TEVA-273252USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876040 NON-EXPEDITED N US-TEVA-273260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876041 NON-EXPEDITED N US-TEVA-273274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876042 NON-EXPEDITED N US-TEVA-273287USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL  DURAMED

7876043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876043 NON-EXPEDITED N US-TEVA-273312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7876044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876044 NON-EXPEDITED N US-TEVA-273382USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876045 NON-EXPEDITED N US-TEVA-273215USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876046 NON-EXPEDITED N US-TEVA-273313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7876053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876053 NON-EXPEDITED N US-TEVA-273372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVES C  
ANTIBIOTICS C  

7876054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876054 NON-EXPEDITED N US-TEVA-273375USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7876069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876069 NON-EXPEDITED N US-TEVA-272996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVE C ORAL  

7876070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876070 NON-EXPEDITED N US-TEVA-273024USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876071 NON-EXPEDITED N US-TEVA-272965USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7876072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876072 NON-EXPEDITED N US-TEVA-272967USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7876073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876073 NON-EXPEDITED N US-TEVA-272959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876074 NON-EXPEDITED N US-TEVA-273002USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7876075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876075 NON-EXPEDITED N US-TEVA-273102USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876076 NON-EXPEDITED N US-TEVA-273104USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876077 NON-EXPEDITED N US-TEVA-273030USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

WELLBUTRIN C  

7876087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876087 NON-EXPEDITED N US-TEVA-273045USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876088 NON-EXPEDITED N US-TEVA-273297USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7876089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876089 NON-EXPEDITED N US-TEVA-273301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7876090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876090 NON-EXPEDITED N US-TEVA-273042USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

7876091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876091 NON-EXPEDITED N US-TEVA-273101USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA PHENAZOPYRIDINE

HYDROCHLORIDE
S  

7876092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876092 NON-EXPEDITED N US-TEVA-273302USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7876097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876097 NON-EXPEDITED N US-TEVA-273371USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
LEVOTHYROXINE SODIUM C ORAL  

7876109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876109 NON-EXPEDITED N US-
BAYER-201016606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

UNSPECIFIED INGREDIENT S  
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Detailed Report
7876110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876110 NON-EXPEDITED N US-
BAYER-201014101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
PAIN  

7876246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876246 NON-EXPEDITED N US-
BAYER-201014356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7876247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876247 NON-EXPEDITED Y US-
BAYER-201026523NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 µg/d, CONT 110 DAY BAYER
DEVICE EXPULSION  

7876344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876344 NON-EXPEDITED N US-
BAYER-201014297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7876345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876345 NON-EXPEDITED Y US-
BAYER-201013896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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Detailed Report
7876415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876415 NON-EXPEDITED N US-
BAYER-201013641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICATION ERROR  

7876454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876454 NON-EXPEDITED N US-
BAYER-201014298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 3 DAY BAYER

7876469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876469 NON-EXPEDITED N US-
BAYER-201013908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE ANTIBIOTICS C  

7876495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876495 NON-EXPEDITED N US-TEVA-273325USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876496 NON-EXPEDITED N US-TEVA-273390USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
VOMITING  
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Detailed Report
7876503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876503 NON-EXPEDITED N US-
BAYER-201040286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 329 DAY BAYER

7876542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876542 NON-EXPEDITED N US-
BAYER-201040794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7876558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876558 EXPEDITED (15-DAY) Y HO PHHY2011FR21796 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS CHOLESTATIC LEVONORGESTREL S ORAL 1 DF daily during 21

days per month
81 DAY

JAUNDICE TERBINAFINE HYDROCHLORIDE S ORAL UNK 34 DAY
ALANINE AMINOTRANSFERASE INCREASED  
ASPARTATE AMINOTRANSFERASE INCREASED  
BLOOD ALKALINE PHOSPHATASE INCREASED  
BLOOD BILIRUBIN INCREASED  
GAMMA-GLUTAMYLTRANSFERASE INCREASED  
HEPATOMEGALY  
PRURITUS  

7876576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876576 NON-EXPEDITED Y US-
BAYER-201041015NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 40 DAY BAYER
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Detailed Report
7876920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876920 EXPEDITED (15-DAY) N HO,OT FR-BAYER-2011-023180 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER STAGE I MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE  

7876922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876922 EXPEDITED (15-DAY) Y OT US-BAYER-2011-023796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRITIS ALLERGIC MIRENA S UNK  BAYER

7876923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876923 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-025290 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S  BAYER

7876939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876939 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-026068 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK  BAYER

7876943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876943 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-023633 46 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7876945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876945 EXPEDITED (15-DAY) N OT GB-BAYER-2011-026057 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S UNK 4380 DAY BAYER
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Detailed Report
7876978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876978 NON-EXPEDITED N OT US-BAYER-2011-024213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE SWELLING MIRENA S 20 µg, CONT  BAYER

7876980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876980 NON-EXPEDITED N US-BAYER-2011-024166 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
OVARIAN CYST  

7876987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876987 NON-EXPEDITED N HO,OT US-BAYER-2011-024631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
TUBO-OVARIAN ABSCESS  

7876989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876989 NON-EXPEDITED Y OT US-BAYER-2011-024165 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER

7876990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876990 NON-EXPEDITED Y US-BAYER-2011-024833 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
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7876991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7876991 NON-EXPEDITED N US-BAYER-2011-018384 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 2 DAY BAYER

7877006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7877006 NON-EXPEDITED N US-BAYER-2011-024172 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
VAGINAL DISCHARGE  

7877011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7877011 NON-EXPEDITED N OT US-BAYER-2011-025027 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, UNK 49 DAY BAYER

7877012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7877012 NON-EXPEDITED Y US-BAYER-2011-023770 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISCOMFORT  
FEELING ABNORMAL  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

7877015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7877015 NON-EXPEDITED N OT US-BAYER-2011-024141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr,

continuously
 BAYER
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7877016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7877016 NON-EXPEDITED Y OT US-BAYER-2011-024134 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

7895437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7895437 DIRECT Y HO,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 52 MG

LEVONORGESTREL
INTRA-UTERINE

1 MTH BAYER

DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

7896288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7896288 DIRECT Y HO,LT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS SEASONIQUE S ONE A DAY  
PULMONARY EMBOLISM  
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Detailed Report
7941878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2011 7941878 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S ENDOCERVICAL 1 TIME EACH 5 YEARS

ENDOCERVICAL
 

ABDOMINAL PAIN  
AMENORRHOEA  
CHILLS  
DYSPAREUNIA  
HEADACHE  
MENTAL STATUS CHANGES  
MOOD ALTERED  
PYREXIA  

7870892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7870892 NON-EXPEDITED N US-TEVA-272844USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7877190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877190 NON-EXPEDITED N US-
BAYER-201013906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7877191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877191 NON-EXPEDITED N US-
BAYER-201014231NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 140 DAY BAYER
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7877195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877195 NON-EXPEDITED Y US-
BAYER-201014313NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

7877197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877197 NON-EXPEDITED N US-
BAYER-201014415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7877199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877199 NON-EXPEDITED N US-
BAYER-201014267NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 355 DAY BAYER

7877205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877205 NON-EXPEDITED N US-BAYER-2011-024463 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg, CONT  BAYER
AMENORRHOEA  
FATIGUE  
PREGNANCY  

7877206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877206 NON-EXPEDITED N US-BAYER-2011-025001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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7877208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877208 NON-EXPEDITED N US-BAYER-2011-024498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7877215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877215 NON-EXPEDITED Y US-
BAYER-201014228NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7877267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877267 NON-EXPEDITED N US-
BAYER-201014314NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

7877268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877268 NON-EXPEDITED Y US-BAYER-2010-008088 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7877269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877269 NON-EXPEDITED N US-BAYER-2010-008121 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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7877373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877373 NON-EXPEDITED N US-
BAYER-201023526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7877375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877375 NON-EXPEDITED N US-BAYER-2010-008564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7877376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877376 NON-EXPEDITED N US-
BAYER-201039217NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7877378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877378 NON-EXPEDITED Y US-
BAYER-201014239NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 277 DAY BAYER

7877591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877591 NON-EXPEDITED Y US-
BAYER-201014175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 407 DAY BAYER
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Detailed Report
7877596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877596 NON-EXPEDITED N US-
BAYER-201014240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 98 DAY BAYER

7877598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877598 NON-EXPEDITED Y US-
BAYER-201023938NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
ARTHRALGIA  
FATIGUE  
FURUNCLE  
HAIR TEXTURE ABNORMAL  
SKIN DISORDER  
SKIN HYPERPIGMENTATION  
VITREOUS FLOATERS  

7877601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877601 NON-EXPEDITED N OT US-BAYER-2011-024835 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DECREASED APPETITE  
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
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Detailed Report
7877608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877608 NON-EXPEDITED Y US-
BAYER-201024299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AFFECT LABILITY  
DECREASED APPETITE  

7877610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877610 NON-EXPEDITED N US-
BAYER-201039216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

7877803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877803 NON-EXPEDITED N US-
BAYER-201014661NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7877804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877804 NON-EXPEDITED Y US-
BAYER-201014255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7877805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877805 NON-EXPEDITED Y US-
BAYER-201029063NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7877806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7877806 NON-EXPEDITED N US-
BAYER-201026840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

7878076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878076 NON-EXPEDITED N US-TEVA-273698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7878077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878077 NON-EXPEDITED N US-TEVA-273567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
FATIGUE  
NAUSEA  

7878079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878079 NON-EXPEDITED N US-TEVA-273571USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7878081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878081 NON-EXPEDITED N US-TEVA-273545USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

GENERIC BIRTH CONTROL PILL C  

7878091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878091 NON-EXPEDITED N US-TEVA-273535USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878092 NON-EXPEDITED N US-TEVA-273556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7878093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878093 NON-EXPEDITED N US-TEVA-273464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7878094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878094 NON-EXPEDITED N US-TEVA-273468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7878095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878095 NON-EXPEDITED N US-TEVA-273482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878096 NON-EXPEDITED N US-TEVA-273485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878098 NON-EXPEDITED N US-TEVA-273523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA  

7878099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878099 NON-EXPEDITED N US-TEVA-273538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7878101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878101 NON-EXPEDITED N US-TEVA-273562USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878102 NON-EXPEDITED N US-TEVA-273540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7878110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878110 NON-EXPEDITED N US-TEVA-273568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878111 NON-EXPEDITED N US-TEVA-273547USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING NUVARING C VAGINAL  

7878112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878112 NON-EXPEDITED N US-TEVA-273542USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

BIRTH CONTROL PILLS C ORAL  

7878113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878113 NON-EXPEDITED N US-TEVA-273389USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7878114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878114 NON-EXPEDITED N US-TEVA-273572USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878115 NON-EXPEDITED N US-TEVA-273575USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

Page: 5,292 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7878116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878116 NON-EXPEDITED N US-TEVA-273576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

7878117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878117 NON-EXPEDITED N US-TEVA-273578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7878118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878118 NON-EXPEDITED N US-TEVA-273581USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7878119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878119 NON-EXPEDITED N US-TEVA-273584USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7878376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878376 NON-EXPEDITED N US-
BAYER-201038490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 5,293 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7878377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878377 NON-EXPEDITED N US-
BAYER-201014244NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
MENORRHAGIA  

7878378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878378 NON-EXPEDITED N US-
BAYER-201013797NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  
HEADACHE  
NAUSEA  
VOMITING  

7878385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878385 NON-EXPEDITED N US-
BAYER-201013696NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

7878386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878386 NON-EXPEDITED N US-
BAYER-201014515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 117 DAY BAYER
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Detailed Report
7878726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878726 NON-EXPEDITED N US-TEVA-273492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7878729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878729 NON-EXPEDITED N US-TEVA-273697USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY TEST FALSE POSITIVE NEURONTIN C  

PAMADOR C  
TOPAMAX C  
ZANAFLEX C  
EFFEXOR C  
WELLBUTRIN C  
HYTRIN C  
TRAZODONE C  
CELEBREX C  
LUNESTA C  
SOMA C  
BUTALBITAL C  
COMPAZINE C  

7878730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878730 NON-EXPEDITED N US-TEVA-273549USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ORTHO TRI CYCLEN C  
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Detailed Report
7878731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7878731 NON-EXPEDITED N US-TEVA-273663USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7901196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2011 7901196 DIRECT N 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
ANXIETY  
FEELING ABNORMAL  
FEELING JITTERY  
IMPAIRED WORK ABILITY  
INCOHERENT  
IRRITABILITY  
SPEECH DISORDER  
STRESS  
THINKING ABNORMAL  

7806837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7806837 NON-EXPEDITED Y US-BAYER-2011-012025 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

Page: 5,296 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7820439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7820439 NON-EXPEDITED N OT US-BAYER-2011-014092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABORTION SPONTANEOUS  

7836410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7836410 NON-EXPEDITED Y OT US-BAYER-2011-017913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7866546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7866546 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-021953 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STREPTOCOCCAL INFECTION MIRENA S INTRAUTERINE Daily dose 25 mcg/24hr 35 DAY BAYER
MYALGIA  
OROPHARYNGEAL PAIN  
PYREXIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7879369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879369 EXPEDITED (15-DAY) N OT CN-BAYER-2011-024775 32 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7879374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879374 NON-EXPEDITED Y HO,OT US-BAYER-2011-025485 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

VAGINAL HAEMORRHAGE  

7879378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879378 NON-EXPEDITED Y US-
BAYER-201032926NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7879379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879379 NON-EXPEDITED N OT US-BAYER-2011-025236 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL COMPLICATION  

7879385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879385 NON-EXPEDITED N US-
BAYER-201015800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
DIABETES MELLITUS  
MOOD SWINGS  
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Detailed Report
7879563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879563 NON-EXPEDITED N US-
BAYER-201015655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7879567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879567 NON-EXPEDITED Y US-
BAYER-201041013NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 603 DAY BAYER

7879750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879750 NON-EXPEDITED N US-
BAYER-201040411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

7879751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7879751 NON-EXPEDITED Y US-BAYER-2011-024843 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1269 DAY BAYER

7880039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880039 NON-EXPEDITED N US-TEVA-273812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7880040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880040 NON-EXPEDITED N US-TEVA-273805USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED

CLARITIN C ORAL  

7880041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880041 NON-EXPEDITED N US-TEVA-273804USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880044 NON-EXPEDITED N US-TEVA-273902USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880045 NON-EXPEDITED N US-TEVA-273822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880049 NON-EXPEDITED N US-TEVA-273946USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN CYCLOSPORINE C  

ALEVE C  

Page: 5,300 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7880050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880050 NON-EXPEDITED N US-TEVA-273823USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880074 NON-EXPEDITED N US-TEVA-273824USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880075 NON-EXPEDITED N US-TEVA-273776USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

SINGULAIR C  
ZYRTEC C  

7880076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880076 NON-EXPEDITED N US-TEVA-273769USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ANTIBIOTICS C  

7880077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880077 NON-EXPEDITED N US-TEVA-273826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7880079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880079 NON-EXPEDITED N US-TEVA-273828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880080 NON-EXPEDITED N US-TEVA-273829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED

7880081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880081 NON-EXPEDITED N US-TEVA-273756USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7880082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880082 NON-EXPEDITED N US-TEVA-273740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880095 NON-EXPEDITED N US-TEVA-273691USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880104 NON-EXPEDITED N US-TEVA-273688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7880105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880105 NON-EXPEDITED N US-TEVA-273696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7880106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880106 NON-EXPEDITED N US-TEVA-273830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880224 NON-EXPEDITED N US-TEVA-273831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7880225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880225 NON-EXPEDITED N US-TEVA-273816USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7880275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880275 NON-EXPEDITED N US-
BAYER-201013904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7880277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880277 NON-EXPEDITED N US-
BAYER-201013909NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE LEVOXYL C  
PROCEDURAL PAIN  

7880278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880278 NON-EXPEDITED Y US-
BAYER-201032863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

7880283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880283 NON-EXPEDITED N US-BAYER-2011-025658 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7880649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880649 NON-EXPEDITED N US-
BAYER-201014299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

7880650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7880650 NON-EXPEDITED N US-
BAYER-201013903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7901984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2011 7901984 DIRECT N DE 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS QUASENSE S 1 TABLET 1-A DAY  
PULMONARY EMBOLISM  

7236149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7236149 NON-EXPEDITED N US-
BAYER-200943594NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE CONTINUOUS 464 DAY BAYER
DEVICE DISLOCATION  
MENORRHAGIA  
MENSTRUAL DISORDER  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UNEVALUABLE EVENT  

7800545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7800545 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER
INC-2011022117

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEVONORGESTREL S ORAL 1 DF, 1x/day  PFIZER

TOPIRAMATE C UNK  

7808950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7808950 NON-EXPEDITED Y US-BAYER-2011-013172 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
7811119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7811119 NON-EXPEDITED N US-BAYER-2011-012038 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER

7870001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7870001 NON-EXPEDITED N US-TEVA-272694USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7870891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7870891 NON-EXPEDITED N US-TEVA-272848USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7873763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7873763 NON-EXPEDITED N US-TEVA-273050USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7876494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7876494 NON-EXPEDITED N US-TEVA-273323USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
FUNGAL INFECTION PREVACID C  
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Detailed Report
7880988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880988 NON-EXPEDITED N US-
BAYER-201014529NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 34 DAY BAYER

7880989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880989 NON-EXPEDITED Y US-
BAYER-201036929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7880990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880990 NON-EXPEDITED Y US-
BAYER-201032061NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

7880991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880991 NON-EXPEDITED N US-
BAYER-201013894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

7880993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880993 NON-EXPEDITED Y US-
BAYER-201014579NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
7880994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880994 NON-EXPEDITED Y US-
BAYER-201036924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7880996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880996 NON-EXPEDITED N US-
BAYER-201015734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  

7880997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7880997 NON-EXPEDITED Y US-
BAYER-201014517NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

7881060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881060 NON-EXPEDITED N US-
BAYER-201014576NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 91 DAY BAYER

7881067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881067 NON-EXPEDITED N US-
BAYER-201014551NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7881068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881068 NON-EXPEDITED N US-
BAYER-201015529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7881069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881069 NON-EXPEDITED Y US-
BAYER-201020193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER

7881073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881073 NON-EXPEDITED Y US-
BAYER-201037074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881074 NON-EXPEDITED N US-
BAYER-201037707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881075 NON-EXPEDITED Y US-
BAYER-201040654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7881076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881076 NON-EXPEDITED N US-
BAYER-201037083NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

7881077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881077 NON-EXPEDITED Y US-
BAYER-201037077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881078 NON-EXPEDITED N US-
BAYER-201037072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881079 NON-EXPEDITED Y US-
BAYER-201025661NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

7881108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881108 NON-EXPEDITED N US-TEVA-273832USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ZYRTEC C  
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Detailed Report
7881109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881109 NON-EXPEDITED N US-TEVA-273785USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7881110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881110 NON-EXPEDITED N US-TEVA-274102USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

CITALOPRAM HYDROBROMIDE C ORAL  
BACTRIM C ORAL  

7881308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881308 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2011066664

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP OEDEMA NORDETTE S ORAL 1 DF, 1x/day  PFIZER
COMPLEMENT FACTOR C1 DECREASED  

7881486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881486 NON-EXPEDITED Y US-
BAYER-201036168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7881488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881488 NON-EXPEDITED Y US-
BAYER-201037510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
7881489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881489 NON-EXPEDITED N US-
BAYER-201014408NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER

7881490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881490 NON-EXPEDITED N US-
BAYER-201027210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

7881491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881491 NON-EXPEDITED Y US-
BAYER-201040695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 125 DAY BAYER
MENORRHAGIA  

7881493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881493 NON-EXPEDITED Y US-
BAYER-201037743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881498 NON-EXPEDITED N US-BAYER-2011-025444 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7881503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881503 NON-EXPEDITED Y US-
BAYER-201015037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER

7881504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881504 NON-EXPEDITED N US-
BAYER-201015075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ORAL CONTRACEPTIVE NOS C ORAL  

7881505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881505 NON-EXPEDITED Y US-
BAYER-201021540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7881576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881576 NON-EXPEDITED Y US-
BAYER-201040801NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER
MENORRHAGIA  

7881662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881662 NON-EXPEDITED N US-
BAYER-201039857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7881663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7881663 NON-EXPEDITED N US-
BAYER-201028604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 224 DAY BAYER

7882167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882167 NON-EXPEDITED N OT US-BAYER-2011-025472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER

7882365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882365 NON-EXPEDITED N US-TEVA-274024USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  

7882366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882366 NON-EXPEDITED N US-TEVA-274018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ITCHING SCAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7882367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882367 NON-EXPEDITED N US-TEVA-274016USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN LORTAB C ORAL  

LORTAB C  
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Detailed Report
7882368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882368 NON-EXPEDITED N US-TEVA-274010USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY SKIN PLAN B ONE-STEP S ORAL  DURAMED

7882371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882371 NON-EXPEDITED N US-TEVA-274000USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
DIZZINESS  

7882372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882372 NON-EXPEDITED N US-TEVA-274042USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7882373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882373 NON-EXPEDITED N US-TEVA-274039USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  

7882383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882383 NON-EXPEDITED N US-TEVA-274038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7882384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882384 NON-EXPEDITED N US-TEVA-274036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7882386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882386 NON-EXPEDITED N US-TEVA-274033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7882388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882388 NON-EXPEDITED N US-TEVA-274029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882390 NON-EXPEDITED N US-TEVA-274030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED
YAZ S  
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Detailed Report
7882391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882391 NON-EXPEDITED N US-TEVA-273900USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING  

7882392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882392 NON-EXPEDITED N US-TEVA-274020USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL  DURAMED

7882393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882393 NON-EXPEDITED N US-TEVA-274027USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882395 NON-EXPEDITED N US-TEVA-274212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882396 NON-EXPEDITED N US-TEVA-274022USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882397 NON-EXPEDITED N US-TEVA-274013USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

LEVOTHYROXINE SODIUM C ORAL  
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Detailed Report
7882398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882398 NON-EXPEDITED N US-TEVA-274099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882399 NON-EXPEDITED N US-TEVA-274043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882400 NON-EXPEDITED N US-TEVA-274044USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882403 NON-EXPEDITED N US-TEVA-274028USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882404 NON-EXPEDITED N US-TEVA-274007USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  
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Detailed Report
7882405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882405 NON-EXPEDITED N US-TEVA-273994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7882406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882406 NON-EXPEDITED N US-TEVA-274040USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
NIPPLE PAIN  

7882407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882407 NON-EXPEDITED N US-TEVA-274026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7882410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882410 NON-EXPEDITED N US-TEVA-274037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882411 NON-EXPEDITED N US-TEVA-273938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7882416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882416 NON-EXPEDITED N US-TEVA-273919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL  DURAMED

7882417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882417 NON-EXPEDITED N US-TEVA-274165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882418 NON-EXPEDITED N US-TEVA-274200USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVE C ORAL  

7882419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882419 NON-EXPEDITED N US-TEVA-274131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882421 NON-EXPEDITED N US-TEVA-274234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ANTIBIOTIC C  
ORAL CONTRACEPTIVE C ORAL  
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Detailed Report
7882422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882422 NON-EXPEDITED N US-TEVA-274096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882423 NON-EXPEDITED N US-TEVA-274169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7882425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882425 NON-EXPEDITED N US-TEVA-274083USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7882426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7882426 NON-EXPEDITED N US-TEVA-274183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL  DURAMED
PYREXIA  

7904185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 7904185 DIRECT N LT,OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S  BAYER
ANXIETY  
DEPRESSION  
FATIGUE  
MOOD SWINGS  
MUSCULOSKELETAL CHEST PAIN  
NERVOUSNESS  
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Detailed Report
7836837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7836837 EXPEDITED (15-DAY) Y GB-BAYER-2011-016652 51 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S UNK  BAYER

MIRENA S  BAYER

7850729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7850729 EXPEDITED (15-DAY) Y LT,OT GB-BAYER-2011-021201 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S  BAYER
DEPRESSION  

7882870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7882870 NON-EXPEDITED N US-TEVA-274252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED
PLAN B ONE-STEP S ORAL  DURAMED

7882882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7882882 NON-EXPEDITED N US-TEVA-274250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7882890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7882890 NON-EXPEDITED N US-TEVA-274241USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7882972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7882972 NON-EXPEDITED N US-TEVA-274239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7883012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883012 NON-EXPEDITED N US-TEVA-274236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
VOMITING  

7883076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883076 NON-EXPEDITED N US-TEVA-274208USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7883239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883239 NON-EXPEDITED N US-TEVA-274204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7883329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883329 EXPEDITED (15-DAY) Y HO IE-BAYER-2011-025778 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7883331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883331 EXPEDITED (15-DAY) Y HO SI-BAYER-2011-024715 47 YR Female SVN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA  
RIGHT VENTRICULAR DYSFUNCTION  

7883334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883334 NON-EXPEDITED Y US-
BAYER-201023551NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7883335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883335 NON-EXPEDITED Y US-
BAYER-201015025NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER
DEVICE EXPULSION  

7883336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883336 NON-EXPEDITED Y US-
BAYER-201036287NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

7883338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883338 NON-EXPEDITED Y US-
BAYER-201014841NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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Detailed Report
7883339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883339 NON-EXPEDITED N US-
BAYER-201014403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7883343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883343 NON-EXPEDITED N US-
BAYER-201013801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7883348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883348 NON-EXPEDITED N US-
BAYER-201013830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE AMBIEN C  
ABDOMINAL PAIN LEVOTHYROXINE C  
BREAST PAIN  

7883349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883349 NON-EXPEDITED N US-
BAYER-201015223NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7883351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883351 NON-EXPEDITED N US-
BAYER-201028120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
PAIN  

7883353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883353 NON-EXPEDITED N US-TEVA-274202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7883354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883354 NON-EXPEDITED N OT US-BAYER-2011-025663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7883359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883359 NON-EXPEDITED N US-BAYER-2011-025423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

7883360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883360 NON-EXPEDITED N OT US-BAYER-2011-026182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7883361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883361 NON-EXPEDITED N OT US-BAYER-2011-026136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7883368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883368 NON-EXPEDITED N US-
BAYER-201040799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
PAIN  

7883385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883385 NON-EXPEDITED N US-
BAYER-201014531NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 144 DAY BAYER

7883387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883387 NON-EXPEDITED N US-
BAYER-201014542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER
DEVICE EXPULSION  

7883388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883388 NON-EXPEDITED N US-
BAYER-201016549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER
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Detailed Report
7883389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883389 NON-EXPEDITED N US-
BAYER-201036242NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

7883390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883390 NON-EXPEDITED N US-
BAYER-201014848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 15 DAY BAYER

7883392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883392 NON-EXPEDITED Y US-
BAYER-201015219NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7883427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883427 NON-EXPEDITED N US-TEVA-274197USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN ADIPEX-P C  
DIARRHOEA  

7883517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883517 NON-EXPEDITED N US-TEVA-274265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7883566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883566 NON-EXPEDITED N US-TEVA-274254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7883613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883613 NON-EXPEDITED N US-TEVA-274247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7883643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883643 NON-EXPEDITED N US-TEVA-274245USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

MULTI-VITAMIN C ORAL  

7883665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883665 NON-EXPEDITED N US-TEVA-274237USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7883690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883690 NON-EXPEDITED N US-TEVA-274211USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
LYMPHADENOPATHY SYMBICORT C  
HYPERAESTHESIA ALBUTEROL C  
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Detailed Report
7883748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883748 NON-EXPEDITED N US-TEVA-274267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7883874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883874 NON-EXPEDITED N US-TEVA-274205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7883947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883947 NON-EXPEDITED N US-TEVA-274193USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION DELAYED  

7883962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883962 NON-EXPEDITED N US-
BAYER-201013834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7883963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883963 NON-EXPEDITED Y US-BAYER-2010-008592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER
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Detailed Report
7883964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883964 NON-EXPEDITED Y US-
BAYER-201015017NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7883980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883980 NON-EXPEDITED Y US-
BAYER-201014653NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7883981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883981 NON-EXPEDITED N CA-
BAYER-201019081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
DEVICE EXPULSION  
DYSPAREUNIA  
PROCEDURAL PAIN  

7883982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883982 NON-EXPEDITED Y US-
BAYER-201015012NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
7883988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7883988 NON-EXPEDITED N US-TEVA-274157USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7884008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7884008 NON-EXPEDITED N US-TEVA-274117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7884266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7884266 NON-EXPEDITED N US-TEVA-274428USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7905876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2011 7905876 DIRECT N HO,OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S  
ACNE  
ALOPECIA  
DEPRESSION  
DRY SKIN  
HOT FLUSH  
INSOMNIA  
MIGRAINE  
PRURITUS  
PYREXIA  
URINARY TRACT INFECTION  
WEIGHT INCREASED  

7664003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7664003 NON-EXPEDITED Y OT US-
BAYER-201040413NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S  BAYER

7805399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7805399 NON-EXPEDITED N OT US-BAYER-2011-011768 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER
BACK PAIN  
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Detailed Report
7839365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7839365 NON-EXPEDITED N US-TEVA-269300USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

ZYRTEC C ORAL  

7845140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7845140 EXPEDITED (15-DAY) Y OT CR-BAYER-2011-017863 41 YR Female CRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN NEOPLASM MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7876047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7876047 NON-EXPEDITED N US-TEVA-273379USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA SYNTHROID C ORAL  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
PELVIC PAIN  

7880230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7880230 NON-EXPEDITED N US-TEVA-273807USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7882412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7882412 NON-EXPEDITED N US-TEVA-274035USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
HEADACHE  
NAUSEA  

7884656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884656 NON-EXPEDITED Y US-
BAYER-201014235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

7884658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884658 EXPEDITED (15-DAY) N OT US-BAYER-2011-026880 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPRAVENTRICULAR TACHYCARDIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
ANXIETY  
ASTHENIA  
HEADACHE  
HOT FLUSH  
MOOD ALTERED  
NAUSEA  
PALPITATIONS  
SINUS HEADACHE  
VAGINAL DISCHARGE  
VERTIGO  
VISION BLURRED  
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Detailed Report
7884659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884659 NON-EXPEDITED Y US-
BAYER-201036290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7884664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884664 NON-EXPEDITED N US-
BAYER-201015797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7884667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884667 NON-EXPEDITED Y US-
BAYER-201015214NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 8 DAY BAYER

7884671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884671 EXPEDITED (15-DAY) Y OT US-BAYER-2011-026504 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
PRESYNCOPE  
TREMOR  

7884680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884680 NON-EXPEDITED N OT US-BAYER-2011-025456 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
MOOD SWINGS  
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Detailed Report
7884734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884734 EXPEDITED (15-DAY) Y OT US-BAYER-2011-026494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEAD INJURY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7884775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884775 NON-EXPEDITED Y OT US-BAYER-2011-026499 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

7884779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884779 NON-EXPEDITED N US-BAYER-2011-026545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

7884794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884794 NON-EXPEDITED N US-TEVA-274548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  
MENSTRUATION IRREGULAR  

7884807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884807 NON-EXPEDITED N US-
BAYER-201014538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICATION ERROR  
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Detailed Report
7884831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884831 EXPEDITED (15-DAY) N OT US-BAYER-2011-026175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS MIRENA S INTRAUTERINE 20 mcg/24hr,

continuously
 BAYER

AMENORRHOEA ALL OTHER THERAPEUTIC
PRODUCTS

C  

ACNE  
MENORRHAGIA  
PAIN  
POLYMENORRHOEA  

7884841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884841 NON-EXPEDITED N US-TEVA-274524USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN MULTI-VITAMIN C ORAL  

ORTHO TRI CYCLEN C ORAL  

7884907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884907 NON-EXPEDITED Y US-BAYER-2011-002085 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

7884910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884910 NON-EXPEDITED Y US-BAYER-2011-001798 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1386 DAY BAYER
METRORRHAGIA  
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Detailed Report
7884937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7884937 NON-EXPEDITED N US-
BAYER-201014787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

4 DAY BAYER

7885186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885186 NON-EXPEDITED N US-
BAYER-201014609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  

7885187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885187 NON-EXPEDITED Y US-BAYER-2011-002299 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

7885188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885188 NON-EXPEDITED Y US-BAYER-2011-003203 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7885267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885267 NON-EXPEDITED N US-TEVA-274262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7885457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885457 NON-EXPEDITED N US-TEVA-274642USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TONSILLAR HYPERTROPHY PLAN B ONE-STEP S ORAL  DURAMED

7885463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885463 NON-EXPEDITED N US-TEVA-274494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7885486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885486 NON-EXPEDITED N US-TEVA-274420USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7885500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885500 NON-EXPEDITED N US-TEVA-274413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL  DURAMED
HALLUCINATION  

7885502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885502 NON-EXPEDITED N US-TEVA-274113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7885513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885513 NON-EXPEDITED N US-TEVA-274562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7885563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885563 NON-EXPEDITED Y US-BAYER-2011-005623 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7885564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885564 NON-EXPEDITED N US-BAYER-2011-001996 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

7885574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885574 NON-EXPEDITED N US-TEVA-274528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL TENDERNESS PLAN B ONE-STEP S ORAL  DURAMED

7885607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885607 NON-EXPEDITED N US-TEVA-274535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7885648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885648 NON-EXPEDITED N US-TEVA-274501USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHINORRHOEA PLAN B ONE-STEP S ORAL  DURAMED

7885649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885649 NON-EXPEDITED N US-TEVA-274734USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7885734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885734 NON-EXPEDITED N US-TEVA-274742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL  DURAMED

7885751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885751 NON-EXPEDITED N US-TEVA-274705USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN MUCINEX C ORAL  

ZYRTEC C ORAL  

7885759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885759 NON-EXPEDITED N US-TEVA-274636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7885867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7885867 NON-EXPEDITED N US-TEVA-274689USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL  DURAMED

7886365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7886365 NON-EXPEDITED N US-TEVA-274801USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

Page: 5,342 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7886368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7886368 NON-EXPEDITED N US-TEVA-274760USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7886377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7886377 NON-EXPEDITED N US-TEVA-274757USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7907441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7907441 DIRECT Y HO,LT,OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE INTRA-UTERINE  
BLOOD PRESSURE INCREASED  
CHEST PAIN  
CHOLELITHIASIS  
DEVICE DISLOCATION  
FALLOPIAN TUBE OPERATION  
HEPATOMEGALY  
INFECTION  
SCAR  
SEPSIS  
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Detailed Report
7908251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7908251 DIRECT N HO,DS,LT,RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S  BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

7909746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 7909746 DIRECT N 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL DREAMS BUSPIRONE HYDROCHLORIDE S ORAL 10MG 1 BEFORE BED

PO
 

HALLUCINATION, AUDITORY MIRENA S  
ATIVAN C  

7677590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7677590 EXPEDITED (15-DAY) N OT US-
BAYER-201041902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7744369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7744369 NON-EXPEDITED Y OT US-BAYER-2010-008122 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 126 DAY BAYER
DEVICE DISLOCATION ORAL CONTRACEPTIVE NOS C  
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Detailed Report
7803323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7803323 NON-EXPEDITED N OT US-BAYER-2011-010789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
CHLAMYDIAL INFECTION  
DEVICE DISLOCATION  
DEVICE EXPULSION  
GONORRHOEA  

7808513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7808513 NON-EXPEDITED N US-BAYER-2011-012681 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

7847190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7847190 NON-EXPEDITED N US-TEVA-269956USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
DIZZINESS  
DRUG INEFFECTIVE  
FATIGUE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VULVOVAGINAL DISCOMFORT  
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Detailed Report
7878100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7878100 NON-EXPEDITED N US-TEVA-273564USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
VULVOVAGINAL PAIN  

7886817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886817 NON-EXPEDITED N US-TEVA-274639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED

7886862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886862 NON-EXPEDITED N US-TEVA-274693USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7886891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886891 NON-EXPEDITED N US-TEVA-274754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED

7886898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886898 NON-EXPEDITED N US-TEVA-274752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7886902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886902 NON-EXPEDITED N US-TEVA-274755USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL  DURAMED
BACK PAIN  
HEADACHE  
SOMNOLENCE  

7886905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886905 NON-EXPEDITED N US-TEVA-274751USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7886940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886940 NON-EXPEDITED N US-
BAYER-201014604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7886941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886941 NON-EXPEDITED Y US-
BAYER-201015199NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

7886942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886942 NON-EXPEDITED Y US-
BAYER-201014886NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
7886943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886943 NON-EXPEDITED N US-
BAYER-201014624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7886944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886944 NON-EXPEDITED Y US-
BAYER-201015487NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

7886945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886945 NON-EXPEDITED N US-
BAYER-201014654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  
MIGRAINE  

7886989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886989 NON-EXPEDITED N US-
BAYER-201015622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7886990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886990 NON-EXPEDITED Y US-
BAYER-201015648NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7886993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886993 NON-EXPEDITED Y US-BAYER-2011-002787 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7886994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886994 NON-EXPEDITED N US-BAYER-2011-003002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER

7886995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886995 NON-EXPEDITED Y US-BAYER-2011-003205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

7886996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886996 NON-EXPEDITED N US-BAYER-2010-006207 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 979 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

7886999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7886999 NON-EXPEDITED Y US-BAYER-2011-005292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

7887106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887106 NON-EXPEDITED N US-TEVA-274747USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA  
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Detailed Report
7887110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887110 NON-EXPEDITED N US-TEVA-274759USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887118 EXPEDITED (15-DAY) Y HO US-BAYER-2011-026488 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24h  BAYER
CHEST PAIN  
DYSPNOEA  
WEIGHT INCREASED  

7887119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887119 EXPEDITED (15-DAY) N HO US-BAYER-2011-026485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENSTRUAL DISORDER  

7887180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887180 NON-EXPEDITED N US-TEVA-274698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL  DURAMED
OVULATION PAIN UNSPECIFIED INGREDIENT S ORAL  
NAUSEA  

7887182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887182 NON-EXPEDITED N US-TEVA-274763USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7887193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887193 NON-EXPEDITED N US-
BAYER-201014766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7887198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887198 NON-EXPEDITED N US-TEVA-274741USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887210 NON-EXPEDITED N US-TEVA-274714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL  DURAMED

7887221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887221 NON-EXPEDITED N US-TEVA-274682USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL  DURAMED

7887226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887226 NON-EXPEDITED N US-TEVA-274633USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7887285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887285 NON-EXPEDITED N US-TEVA-274638USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7887327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887327 NON-EXPEDITED Y US-
BAYER-201020740NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7887331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887331 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-027160 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXTRASYSTOLES MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7887349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887349 NON-EXPEDITED N US-TEVA-274707USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887368 NON-EXPEDITED Y US-BAYER-2011-005472 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

MIRENA S  BAYER

7887467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887467 NON-EXPEDITED N US-TEVA-274710USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887494 NON-EXPEDITED N US-TEVA-274879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7887496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887496 NON-EXPEDITED N US-TEVA-274732USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

THERAFLU C  

7887520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887520 NON-EXPEDITED N US-TEVA-274873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887530 NON-EXPEDITED N US-TEVA-274738USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887610 NON-EXPEDITED N US-TEVA-274744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HALLUCINATION PLAN B ONE-STEP S ORAL  DURAMED

7887621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887621 NON-EXPEDITED N US-TEVA-274867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
NAUSEA  
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Detailed Report
7887653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887653 NON-EXPEDITED N US-TEVA-274861USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7887657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887657 NON-EXPEDITED N US-TEVA-274798USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED

ADVIL C  

7887670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887670 NON-EXPEDITED N US-TEVA-274863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887691 NON-EXPEDITED N US-TEVA-274637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

TOPAMAX C ORAL  
ZOLOFT C ORAL  

7887696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887696 NON-EXPEDITED N US-TEVA-274899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
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7887739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887739 NON-EXPEDITED N US-TEVA-274799USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7887742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887742 NON-EXPEDITED N US-TEVA-274784USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887743 NON-EXPEDITED N US-TEVA-274803USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887787 NON-EXPEDITED N US-TEVA-274786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7887802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887802 NON-EXPEDITED N US-TEVA-274804USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL  DURAMED

7887952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887952 NON-EXPEDITED Y US-BAYER-2011-006952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7887958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887958 NON-EXPEDITED Y US-BAYER-2011-021758 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 µg, CONT 360 DAY BAYER

7887959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887959 NON-EXPEDITED N US-BAYER-2011-006417 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

7887971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7887971 NON-EXPEDITED N US-TEVA-274937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7905869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2011 7905869 DIRECT DS,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 5 YEARS PERMANENT

INTRA-UTERINE
 BAYER

AMNESIA  
BREAST PAIN  
MOOD ALTERED  
WEIGHT INCREASED  
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Detailed Report
7612596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7612596 NON-EXPEDITED N HO US-
BAYER-201034607NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 456 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
PAIN  

7672352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7672352 EXPEDITED (15-DAY) Y OT US-
BAYER-201040744NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
742 DAY BAYER

ABORTION SPONTANEOUS  

7673708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7673708 EXPEDITED (15-DAY) Y DE,OT US-TEVA-255239USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLETED SUICIDE AVIANE S  DURAMED
DEPRESSION CONTRACEPTIVES NOS C  

7888561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888561 NON-EXPEDITED N US-TEVA-274976USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT PLAN B ONE-STEP S ORAL  DURAMED
BACK PAIN  
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Detailed Report
7888588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888588 NON-EXPEDITED N US-TEVA-274972USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER NUVARING C  
DIARRHOEA PREDNISONE C  

7888698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888698 NON-EXPEDITED N US-TEVA-274999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7888748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888748 NON-EXPEDITED N US-TEVA-274997USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

BIRTH CONTROL PILL C ORAL  

7888773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888773 NON-EXPEDITED N US-TEVA-274993USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7888786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888786 NON-EXPEDITED N US-TEVA-274969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7888827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888827 NON-EXPEDITED N US-TEVA-274944USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7888828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888828 NON-EXPEDITED N US-TEVA-274968USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7888875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888875 NON-EXPEDITED N US-TEVA-274995USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
DYSMENORRHOEA  

7888876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888876 NON-EXPEDITED N US-TEVA-274906USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED

7888892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888892 NON-EXPEDITED N US-TEVA-274900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7888912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888912 NON-EXPEDITED N US-TEVA-274895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7888973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888973 NON-EXPEDITED N US-TEVA-275003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7888988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7888988 NON-EXPEDITED N US-TEVA-275000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
DIARRHOEA  

7889006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889006 NON-EXPEDITED N US-TEVA-274998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7889101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889101 NON-EXPEDITED N US-
BAYER-201015492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7889105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889105 NON-EXPEDITED Y US-BAYER-2011-007279 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

7889106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889106 NON-EXPEDITED N US-BAYER-2011-008356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER
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Detailed Report
7889107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889107 NON-EXPEDITED Y US-BAYER-2011-008123 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

7889108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889108 NON-EXPEDITED N US-BAYER-2011-007278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7889111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889111 NON-EXPEDITED N US-BAYER-2011-010793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7889114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889114 NON-EXPEDITED Y US-BAYER-2011-007204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7889115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889115 NON-EXPEDITED Y US-BAYER-2011-007057 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7889118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889118 NON-EXPEDITED N US-TEVA-274996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7889161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889161 NON-EXPEDITED N US-TEVA-274966USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

AVIANE C  

7889168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889168 NON-EXPEDITED N US-TEVA-274990USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

7889183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889183 NON-EXPEDITED N US-BAYER-2011-010769 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7889184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889184 NON-EXPEDITED N US-
BAYER-201014839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7889191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889191 NON-EXPEDITED N US-TEVA-274971USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7889194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889194 EXPEDITED (15-DAY) N OT US-BAYER-2011-027391 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  

7889198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889198 NON-EXPEDITED N US-TEVA-274992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7889225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889225 NON-EXPEDITED N US-BAYER-2011-010784 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 655 DAY BAYER

7889279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889279 NON-EXPEDITED N US-TEVA-274970USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL  DURAMED

NEXIUM C  

7889301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889301 NON-EXPEDITED N US-TEVA-274964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7889337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889337 NON-EXPEDITED N US-TEVA-274965USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL  DURAMED
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  

7889370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889370 NON-EXPEDITED N US-TEVA-274961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

7889411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889411 NON-EXPEDITED N US-TEVA-274959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED

7889492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889492 NON-EXPEDITED N US-TEVA-274962USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF PRESSURE PLAN B ONE-STEP S ORAL  DURAMED

7889523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889523 NON-EXPEDITED N US-TEVA-274947USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7889621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889621 NON-EXPEDITED N US-TEVA-274877USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED

ORAL CONTRACEPTIVE C ORAL  

7889672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889672 NON-EXPEDITED N US-TEVA-274991USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  
HEADACHE  
VOMITING  

7889674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889674 NON-EXPEDITED N US-TEVA-275155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7889682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889682 NON-EXPEDITED N US-TEVA-274967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

BIRTH CONTROL C  

7889694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889694 NON-EXPEDITED N US-TEVA-275149USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7889727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889727 NON-EXPEDITED N US-TEVA-275143USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN  

7889741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889741 NON-EXPEDITED N US-TEVA-275138USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7889822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889822 NON-EXPEDITED N US-TEVA-275133USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7889917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889917 NON-EXPEDITED N US-
BAYER-201015227NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 8 DAY BAYER

7889927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889927 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-027423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
HYPERTRICHOSIS  
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7889937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889937 NON-EXPEDITED N OT US-BAYER-2011-027235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7889940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889940 NON-EXPEDITED Y US-BAYER-2011-026857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7889945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7889945 NON-EXPEDITED Y OT US-BAYER-2011-027252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7890014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7890014 NON-EXPEDITED N US-TEVA-239736USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7890073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7890073 NON-EXPEDITED N US-TEVA-275171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR ORAL CONTRACEPTIVES C  
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Detailed Report
7906136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2011 7906136 DIRECT N HO,DS,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
UTERINE PERFORATION  

7792887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7792887 EXPEDITED (15-DAY) N OT US-BAYER-2011-007882 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S Daily dose 20 µg/d 1 DAY BAYER
ABDOMINAL PAIN  
ANXIETY  
BLOOD PRESSURE INCREASED  
DISCOMFORT  
DIZZINESS  
HYPERHIDROSIS  
PALLOR  

7816587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7816587 NON-EXPEDITED N HO,OT US-BAYER-2011-012855 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
ABDOMINAL PAIN PARAGARD T380A C INTRAUTERINE UNK  
DEVICE DISLOCATION  

7821419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7821419 NON-EXPEDITED Y OT US-BAYER-2011-015769 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
UTERINE SPASM  
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Detailed Report
7839946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7839946 NON-EXPEDITED Y US-BAYER-2011-018886 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 276 DAY BAYER
DEVICE DISLOCATION  

7878721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7878721 NON-EXPEDITED N US-TEVA-273457USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL  DURAMED
NECK PAIN VITAMINS C  
BREAST PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7880148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7880148 NON-EXPEDITED N US-TEVA-273687USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR  

7889100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7889100 NON-EXPEDITED N US-
BAYER-201014522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,369 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7890665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890665 EXPEDITED (15-DAY) N OT US-BAYER-2011-027287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOMA MIRENA S INTRAUTERINE 20 µg, CONT 23 DAY BAYER
GENITAL HAEMORRHAGE  
PROCEDURAL PAIN  

7890667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890667 NON-EXPEDITED N US-BAYER-2011-010754 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

7890699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890699 NON-EXPEDITED N OT US-BAYER-2011-026883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
GENITAL DISCHARGE  

7890732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890732 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-027560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S UNK  BAYER
DEVICE DISLOCATION  
HAEMORRHAGIC DISORDER  

7890736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890736 NON-EXPEDITED N US-BAYER-2011-011354 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
7890760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890760 NON-EXPEDITED Y US-BAYER-2011-011533 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 529 DAY BAYER

7890770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890770 NON-EXPEDITED N US-TEVA-275132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7890793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890793 NON-EXPEDITED Y US-
BAYER-201015480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 461 DAY BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

7890821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890821 NON-EXPEDITED N US-TEVA-275131USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7890935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890935 NON-EXPEDITED N US-TEVA-275082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL  DURAMED
DIARRHOEA  
HEADACHE  
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Detailed Report
7890945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890945 NON-EXPEDITED N US-TEVA-275129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
MENORRHAGIA  

7890987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890987 NON-EXPEDITED N US-TEVA-275072USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED
PELVIC PAIN CONCERTA C  
HEADACHE PROPRANOLOL C  

ORTHO TRI CYCLEN C  

7890991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7890991 NON-EXPEDITED N US-TEVA-275173USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

7891177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891177 NON-EXPEDITED N US-TEVA-275195USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL  DURAMED
MENSTRUATION IRREGULAR LEVONORGESTREL S ORAL  
DIZZINESS  
HEADACHE  

7891264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891264 NON-EXPEDITED N US-TEVA-275176USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7891329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891329 NON-EXPEDITED N US-TEVA-275210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL  DURAMED

7891340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891340 NON-EXPEDITED N US-TEVA-275213USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

7891381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891381 NON-EXPEDITED N US-TEVA-275125USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL  DURAMED

PLAN B ONE-STEP S ORAL  DURAMED

7891382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891382 NON-EXPEDITED N US-TEVA-275211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

7891908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891908 NON-EXPEDITED N US-TEVA-275130USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN UPPER  

7891977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891977 NON-EXPEDITED N US-BAYER-2011-012607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 17 DAY BAYER
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Detailed Report
7891978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891978 NON-EXPEDITED N US-
BAYER-201014650NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7891979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891979 NON-EXPEDITED N US-
BAYER-201014881NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER

7891980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891980 NON-EXPEDITED N US-
BAYER-201017474NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

7891981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891981 NON-EXPEDITED Y US-BAYER-2011-011516 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 238 DAY BAYER

7891982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891982 NON-EXPEDITED Y US-BAYER-2011-012152 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
MUSCLE SPASMS MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7891984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891984 NON-EXPEDITED Y US-BAYER-2011-011534 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 78 DAY BAYER

7891985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891985 NON-EXPEDITED Y US-BAYER-2011-012089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7891986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7891986 NON-EXPEDITED N US-BAYER-2011-011323 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7892090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892090 NON-EXPEDITED N US-BAYER-2011-012588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

7892095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892095 NON-EXPEDITED Y OT FR-BAYER-2011-027633 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL PAIN  

7892096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892096 NON-EXPEDITED N OT US-BAYER-2011-027548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7892097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892097 NON-EXPEDITED Y OT FR-BAYER-2011-027331 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY  

7892099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892099 NON-EXPEDITED Y OT US-BAYER-2011-028398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 876 DAY BAYER

7892100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892100 NON-EXPEDITED Y US-BAYER-2011-028457 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

7892124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7892124 NON-EXPEDITED N US-TEVA-275356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL  DURAMED
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Detailed Report
7907565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2011 7907565 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  BAYER
CONFUSIONAL STATE  
DISTURBANCE IN ATTENTION  
IRRITABILITY  
LIBIDO DECREASED  
UTERINE SPASM  

7883534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7883534 NON-EXPEDITED N US-TEVA-274258USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

7884758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7884758 NON-EXPEDITED N US-TEVA-274542USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMIN D C  

7892476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892476 NON-EXPEDITED N US-TEVA-275286USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7892480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892480 NON-EXPEDITED N US-TEVA-275291USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7892500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892500 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-027162 34 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S UNK 1 DAY BAYER
DIZZINESS  
PROCEDURAL COMPLICATION  

7892502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892502 NON-EXPEDITED N US-
BAYER-201013762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7892503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892503 NON-EXPEDITED Y US-
BAYER-201015208NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 152 DAY BAYER

7892504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892504 NON-EXPEDITED N HO,OT US-BAYER-2011-028243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
7892507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892507 NON-EXPEDITED Y US-BAYER-2011-028444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7892512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892512 NON-EXPEDITED N US-BAYER-2011-029266 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S UNK  BAYER

7892517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892517 NON-EXPEDITED N US-BAYER-2011-027942 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE  BAYER

7892518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892518 NON-EXPEDITED N US-
BAYER-201013799NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7892520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892520 NON-EXPEDITED N US-
BAYER-201014617NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7892521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892521 NON-EXPEDITED Y OT US-BAYER-2011-028737 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
ABORTION SPONTANEOUS  

7892522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892522 NON-EXPEDITED Y US-
BAYER-201013464NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7892523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892523 NON-EXPEDITED Y US-
BAYER-201015159NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7892540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892540 NON-EXPEDITED N US-TEVA-275296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BIRTH CONTROL PILL C  

7892562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892562 NON-EXPEDITED N US-TEVA-275283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7892605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892605 NON-EXPEDITED N US-
BAYER-201014149NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7892683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892683 NON-EXPEDITED N US-TEVA-275308USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7892791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892791 NON-EXPEDITED N US-TEVA-275330USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7892843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892843 NON-EXPEDITED N US-TEVA-275303USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLATULENCE ORTHO TRI CYCLEN C ORAL  
ERUCTATION  

7892849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892849 NON-EXPEDITED N US-
BAYER-201013913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7892850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892850 NON-EXPEDITED N US-
BAYER-201013852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7892851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892851 NON-EXPEDITED N US-
BAYER-201014141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1291 DAY BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  

7892855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892855 NON-EXPEDITED N US-
BAYER-201015408NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

7892856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892856 NON-EXPEDITED N US-
BAYER-201014156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
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Detailed Report
7892857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892857 NON-EXPEDITED N US-
BAYER-201014857NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER

MIRENA S INTRAUTERINE FRQUENCY:
CONTINUOUS

 BAYER

7892866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892866 NON-EXPEDITED N US-TEVA-275321USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7892878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892878 NON-EXPEDITED N US-TEVA-275327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7892888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892888 NON-EXPEDITED N US-TEVA-275348USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7892936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892936 NON-EXPEDITED Y US-
BAYER-201013764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7892937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7892937 NON-EXPEDITED N US-
BAYER-201014894NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 70 DAY BAYER

7893004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893004 NON-EXPEDITED N US-BAYER-2011-028434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
PAIN  
PAIN IN EXTREMITY  
POST PROCEDURAL INFECTION  

7893005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893005 NON-EXPEDITED N US-TEVA-275349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7893022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893022 NON-EXPEDITED N US-TEVA-275357USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
7893023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893023 NON-EXPEDITED N US-TEVA-275347USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7893061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893061 NON-EXPEDITED N US-TEVA-275351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7893062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893062 NON-EXPEDITED N US-TEVA-275358USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7893087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893087 NON-EXPEDITED N US-TEVA-275273USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLONAZEPAM C ORAL 20 Milligram;  

7893125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893125 NON-EXPEDITED N US-TEVA-275360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  
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Detailed Report
7893146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893146 NON-EXPEDITED N US-TEVA-275361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7893393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893393 NON-EXPEDITED N US-BAYER-2011-012376 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 401 DAY BAYER

7893394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893394 NON-EXPEDITED Y US-BAYER-2011-012100 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7893395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893395 NON-EXPEDITED Y US-BAYER-2011-012101 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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Detailed Report
7893396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893396 NON-EXPEDITED Y US-
BAYER-201014305NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DISCOMFORT  
DIZZINESS  
FATIGUE  
HEADACHE  
MUSCLE SPASMS  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

7893437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893437 NON-EXPEDITED Y US-BAYER-2011-013247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7893438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893438 NON-EXPEDITED N US-BAYER-2011-013072 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER
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Detailed Report
7893783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893783 NON-EXPEDITED N US-TEVA-275359USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7893974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893974 NON-EXPEDITED N US-TEVA-275550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7893988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7893988 NON-EXPEDITED N US-TEVA-275637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7912909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2011 7912909 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  
Uterine injury  

7795611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7795611 NON-EXPEDITED N HO US-BAYER-2011-008479 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS PARLODEL C  
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Detailed Report
7867867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7867867 NON-EXPEDITED N US-TEVA-272428USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7883053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7883053 NON-EXPEDITED N US-TEVA-274235USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7885615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7885615 NON-EXPEDITED N US-TEVA-274561USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7885634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7885634 NON-EXPEDITED N US-TEVA-274516USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR TOPAMAX C 50 Milligram;  

7887032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7887032 NON-EXPEDITED N US-TEVA-274938USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C ORAL  
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Detailed Report
7888613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7888613 NON-EXPEDITED N US-TEVA-274973USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7890922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7890922 NON-EXPEDITED N US-TEVA-275107USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7892098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7892098 NON-EXPEDITED N OT US-BAYER-2011-028429 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 13 DAY BAYER

7894422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894422 EXPEDITED (15-DAY) Y OT BE-BAYER-2010-000708 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN  

7894462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894462 NON-EXPEDITED N US-TEVA-275575USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7894545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894545 NON-EXPEDITED N US-TEVA-275518USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

7894786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894786 NON-EXPEDITED N US-
BAYER-201015180NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  

7894789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894789 NON-EXPEDITED N US-
BAYER-201015824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

7894791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894791 NON-EXPEDITED N US-
BAYER-201014387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAINFUL DEFAECATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
7894792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894792 NON-EXPEDITED Y US-
BAYER-201041016NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 170 DAY BAYER

7894795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894795 NON-EXPEDITED N US-
BAYER-201015031NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7894800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894800 NON-EXPEDITED N US-
BAYER-201015191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7894802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894802 NON-EXPEDITED N US-
BAYER-201014302NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7894803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894803 NON-EXPEDITED N US-
BAYER-201013851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7894806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894806 NON-EXPEDITED N US-
BAYER-201014159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
MUSCLE SPASMS  
POST PROCEDURAL HAEMORRHAGE  

7894807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894807 NON-EXPEDITED Y US-
BAYER-201015032NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 89 DAY BAYER

MIRENA S INTRAUTERINE FRQUENCY:
CONTINUOUS

 BAYER

7894914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894914 EXPEDITED (15-DAY) N OT US-TEVA-241818USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

Page: 5,393 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7894937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894937 NON-EXPEDITED N US-
BAYER-201014137NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7894938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894938 NON-EXPEDITED N US-
BAYER-201015549NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7894957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894957 NON-EXPEDITED N US-TEVA-275607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7894969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894969 NON-EXPEDITED N US-TEVA-275597USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7894978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7894978 NON-EXPEDITED N US-
BAYER-201041014NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER
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Detailed Report
7895012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895012 NON-EXPEDITED N US-TEVA-275619USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING ABNORMAL  

7895092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895092 NON-EXPEDITED N US-TEVA-275667USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7895136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895136 NON-EXPEDITED N US-TEVA-275522USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7895162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895162 EXPEDITED (15-DAY) Y OT DE-PFIZER
INC-2011076753

39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY LEVONORGESTREL S UNK  PFIZER

KEPPRA S 500 mg, 2x/day  
KEPPRA S 750 mg, 2x/day  

7895202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895202 NON-EXPEDITED N US-TEVA-275668USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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7895207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895207 EXPEDITED (15-DAY) Y HO,DS FR-PFIZER INC-FR-
WYE-G06342610

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL CORD INFARCTION TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
PARESIS HUMIRA S SUBCUTANEOUS 40 mg twice a week  
PARAPLEGIA  

7895217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895217 NON-EXPEDITED N US-TEVA-275672USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CYMBALTA C ORAL 30 Milligram;  
CYMBALTA C  

7895298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895298 NON-EXPEDITED N US-TEVA-275633USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7895333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895333 NON-EXPEDITED N US-TEVA-275567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

7895360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895360 NON-EXPEDITED N US-TEVA-275548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7895444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895444 NON-EXPEDITED N US-TEVA-275557USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

7895465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895465 NON-EXPEDITED Y US-
BAYER-201014368NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENOMETRORRHAGIA TETRACYCLINE C UNK  

7895468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895468 NON-EXPEDITED Y US-
BAYER-201013950NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7895474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895474 NON-EXPEDITED N US-
BAYER-201022489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BONE PAIN  
MYALGIA  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7895477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895477 NON-EXPEDITED N US-
BAYER-201014370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7895478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895478 NON-EXPEDITED Y US-BAYER-2011-013052 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 171 DAY BAYER

7895479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895479 NON-EXPEDITED Y US-BAYER-2011-014386 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 222 DAY BAYER

7895480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895480 NON-EXPEDITED N US-BAYER-2011-013214 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

7895482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895482 NON-EXPEDITED N US-BAYER-2011-027438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7895484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895484 NON-EXPEDITED N US-BAYER-2011-029326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7895490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895490 NON-EXPEDITED Y OT FR-BAYER-2011-015596 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 59 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
MALAISE  
UTERINE PERFORATION  

7895492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895492 NON-EXPEDITED N OT US-BAYER-2011-028196 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE FAILURE  
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Detailed Report
7895599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895599 NON-EXPEDITED N US-TEVA-275545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7895683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2011 7895683 NON-EXPEDITED N US-TEVA-275883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7896282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896282 NON-EXPEDITED N US-
BAYER-201015476NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 398 DAY BAYER

7896283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896283 NON-EXPEDITED N US-
BAYER-201014129NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7896289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896289 NON-EXPEDITED N HO,OT US-BAYER-2011-028882 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  

7896301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896301 NON-EXPEDITED N US-
BAYER-201015657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
METRORRHAGIA  
WEIGHT INCREASED  

7896316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896316 NON-EXPEDITED N US-TEVA-275916USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

7896328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896328 NON-EXPEDITED N US-TEVA-275964USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

Page: 5,401 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7896347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896347 NON-EXPEDITED N US-TEVA-275957USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7896462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896462 NON-EXPEDITED N US-
BAYER-201014237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ANTIBIOTICS C  

7896463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896463 NON-EXPEDITED Y US-
BAYER-201015023NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 387 DAY BAYER

7896464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896464 NON-EXPEDITED Y US-
BAYER-201015029NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7896467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896467 NON-EXPEDITED N US-TEVA-275927USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL TABLET C ORAL  
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Detailed Report
7896486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7896486 NON-EXPEDITED N US-TEVA-275901USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897213 NON-EXPEDITED N US-TEVA-275979USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897221 NON-EXPEDITED N US-TEVA-275992USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897240 NON-EXPEDITED N US-TEVA-275961USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897241 NON-EXPEDITED N US-TEVA-275985USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897259 NON-EXPEDITED N US-TEVA-275999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7897279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897279 NON-EXPEDITED N US-TEVA-275950USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLONAZEPAM C ORAL .5 Milligram;  
LEXAPRO C ORAL 10 Milligram;  

7897297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897297 EXPEDITED (15-DAY) N OT US-BAYER-2011-028503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 µg, CONT 17 DAY BAYER
ABASIA  
BLOOD PRESSURE INCREASED  
HYPOAESTHESIA  

7897307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897307 NON-EXPEDITED N US-
BAYER-201015621NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 414 DAY BAYER

7897308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897308 NON-EXPEDITED Y US-BAYER-2011-014373 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7897309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897309 NON-EXPEDITED Y US-BAYER-2011-014424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

MIRENA S  BAYER

7897310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897310 NON-EXPEDITED Y US-BAYER-2011-014935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7897311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897311 NON-EXPEDITED N US-
BAYER-201015240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7897314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897314 NON-EXPEDITED N US-BAYER-2011-014847 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7897334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897334 NON-EXPEDITED N US-TEVA-276002USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897337 NON-EXPEDITED N US-TEVA-275915USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7897353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897353 NON-EXPEDITED N US-TEVA-275859USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  
NAUSEA  
VOMITING  

7897354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897354 NON-EXPEDITED N US-TEVA-276017USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897386 NON-EXPEDITED N US-BAYER-2011-014844 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

7897388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897388 NON-EXPEDITED N US-TEVA-275820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897419 NON-EXPEDITED N US-TEVA-275774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7897458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897458 NON-EXPEDITED N US-TEVA-276268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897587 NON-EXPEDITED N US-TEVA-275980USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897636 NON-EXPEDITED N US-TEVA-275988USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  

7897637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897637 NON-EXPEDITED N US-TEVA-276027USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897762 NON-EXPEDITED N US-TEVA-276022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897773 NON-EXPEDITED N US-TEVA-276003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7897779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897779 NON-EXPEDITED N US-TEVA-276058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897802 NON-EXPEDITED N US-TEVA-276053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897805 NON-EXPEDITED N US-TEVA-276014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7897841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897841 NON-EXPEDITED N US-TEVA-276044USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897865 NON-EXPEDITED N US-TEVA-276032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7897867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897867 NON-EXPEDITED N US-TEVA-276034USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  

7897908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897908 NON-EXPEDITED N US-TEVA-276263USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Maternal exposure during pregnancy SYNTHROID C  
KLONOPIN C  

7897995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7897995 EXPEDITED (15-DAY) OT HK-PFIZER
INC-2011075761

Female HKG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE NORDETTE S  PFIZER

7898256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7898256 NON-EXPEDITED N US-BAYER-2011-030113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mg/24hr, QD  BAYER
DEVICE EXPULSION  
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Detailed Report
7917983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7917983 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE PREGNANCY MIRENA S  
ECONOMIC PROBLEM  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7918425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7918425 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 MCG PER DAY

INTRA-UTERINE
 BAYER

DEVICE DISLOCATION  

7919801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2011 7919801 DIRECT N CA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRISOMY 21 MIRENA S INTRAUTERINE INTRA-UTERINE  
ATRIOVENTRICULAR SEPTAL DEFECT  
DUODENAL ATRESIA  
MATERNAL EXPOSURE BEFORE PREGNANCY  

7878097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7878097 NON-EXPEDITED N US-TEVA-273565USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7890199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7890199 EXPEDITED (15-DAY) Y OT CHPA2011GB04942 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION NICOTINE S TRANSDERMAL Unk, Unk  
UNINTENDED PREGNANCY NORDETTE S UNKNOWN Unk, Unk  

7892660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7892660 NON-EXPEDITED N US-TEVA-275307USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  

7894409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7894409 NON-EXPEDITED N US-TEVA-275584USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7895031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7895031 NON-EXPEDITED N US-TEVA-275515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
AMOXICILLIN C  
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Detailed Report
7898627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898627 NON-EXPEDITED N US-TEVA-276152USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING COLD PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HOT FLUSH METHSCOPOLAMINE C  
DIZZINESS  
HEADACHE  
VOMITING  

7898640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898640 NON-EXPEDITED N US-TEVA-276184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898651 NON-EXPEDITED N US-TEVA-276194USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

7898709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898709 NON-EXPEDITED N US-TEVA-276239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898737 NON-EXPEDITED N US-
BAYER-201015028NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
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Detailed Report
7898738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898738 NON-EXPEDITED N US-
BAYER-201015538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7898744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898744 NON-EXPEDITED N US-
BAYER-201015616NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7898746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898746 NON-EXPEDITED Y US-BAYER-2011-016522 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 178 DAY BAYER

7898747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898747 NON-EXPEDITED N US-BAYER-2011-016513 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

7898751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898751 NON-EXPEDITED Y US-BAYER-2011-029095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S Daily dose 20 µg  BAYER
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Detailed Report
7898752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898752 NON-EXPEDITED N US-BAYER-2011-029288 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
NAUSEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISTENSION  
DEVICE DISLOCATION  
DEVICE EXPULSION  
INCREASED APPETITE  

7898767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898767 NON-EXPEDITED N US-TEVA-276287USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7898783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898783 NON-EXPEDITED N US-TEVA-276295USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898795 NON-EXPEDITED N US-TEVA-276313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898836 NON-EXPEDITED N US-TEVA-276352USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7898869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898869 NON-EXPEDITED N US-TEVA-276347USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898873 NON-EXPEDITED N US-TEVA-276298USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7898889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898889 NON-EXPEDITED N US-TEVA-276244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898895 NON-EXPEDITED N US-TEVA-276346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898896 NON-EXPEDITED N US-TEVA-276196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898922 NON-EXPEDITED N US-TEVA-276341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7898935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898935 NON-EXPEDITED N US-TEVA-276329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7898939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898939 NON-EXPEDITED N US-TEVA-276304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7898997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7898997 NON-EXPEDITED N US-TEVA-276353USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C ORAL 20 Milligram;  

7899002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899002 NON-EXPEDITED N US-TEVA-276363USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C ORAL  

7899028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899028 NON-EXPEDITED Y US-BAYER-2011-016847 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7899030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899030 NON-EXPEDITED N US-BAYER-2011-018191 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER

7899045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899045 NON-EXPEDITED N US-TEVA-276375USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7899078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899078 NON-EXPEDITED N US-TEVA-276388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7899177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899177 NON-EXPEDITED N US-TEVA-276396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7899178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899178 NON-EXPEDITED N US-TEVA-276360USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR HFA C  
ALBUTEROL C  
CLONIDINE TRANSDERMAL
SYSTEM

C  

TRINESSA C  
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Detailed Report
7899386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899386 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20110401971

37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION NICOTINE S TRANSDERMAL  
UNINTENDED PREGNANCY NICOTINE S TRANSDERMAL  

NORDETTE S UNKNOWN  

7899394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899394 NON-EXPEDITED N US-TEVA-276467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7899441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899441 NON-EXPEDITED N US-TEVA-276527USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7899535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899535 NON-EXPEDITED N US-TEVA-276571USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRISTIQ EXTENDED RELEASE C  

7899575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899575 NON-EXPEDITED N US-
BAYER-201015184NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
PROCEDURAL DIZZINESS  
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Detailed Report
7899576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899576 NON-EXPEDITED N US-
BAYER-201015192NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  
POST PROCEDURAL HAEMORRHAGE  

7899698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899698 NON-EXPEDITED N US-TEVA-276464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  

7899802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899802 NON-EXPEDITED Y US-
BAYER-201040607NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 83 DAY BAYER

7899803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2011 7899803 NON-EXPEDITED Y US-
BAYER-201015056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  
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Detailed Report
7734848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7734848 EXPEDITED (15-DAY) Y DK-BAYER-2010-005587 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S UNK  BAYER
POST PROCEDURAL HAEMORRHAGE CYKLOKAPRON C  
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Detailed Report
7792862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7792862 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-006692 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE UNK 51 DAY BAYER
ACNE  
ALOPECIA  
ARTHRALGIA  
BREAST ENGORGEMENT  
CONNECTIVE TISSUE DISORDER  
DEPRESSION  
DYSGEUSIA  
ECZEMA  
FEELING ABNORMAL  
GASTROINTESTINAL PAIN  
HIRSUTISM  
LISTLESS  
LOSS OF LIBIDO  
LYMPHADENOPATHY  
MALAISE  
NAUSEA  
NIGHT SWEATS  
OVARIAN INFECTION  
PALPITATIONS  
SKIN ODOUR ABNORMAL  
THROAT TIGHTNESS  
UTERINE INFECTION  
VAGINAL HAEMORRHAGE  
VISUAL IMPAIRMENT  
WEIGHT BEARING DIFFICULTY  
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Detailed Report
7805294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7805294 NON-EXPEDITED Y HO,OT US-BAYER-2011-011918 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE METROGEL C VAGINAL 0.75 %, HS 5 DAY
UTERINE PERFORATION  

7814024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7814024 EXPEDITED (15-DAY) Y OT US-BAYER-2011-012154 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE continuously  BAYER

7824492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7824492 NON-EXPEDITED N US-BAYER-2011-016022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg/d, CONT  BAYER
BREAST TENDERNESS  
NAUSEA  

7876942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7876942 EXPEDITED (15-DAY) N OT GB-BAYER-2011-025581 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER MIRENA S INTRAUTERINE UNK 457 DAY BAYER

7883684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7883684 NON-EXPEDITED N US-TEVA-274175USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA MULTI-VITAMIN C  
PELVIC PAIN DEPO-PROVERA C  
MENSTRUATION IRREGULAR  
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Detailed Report
7891282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7891282 NON-EXPEDITED N US-TEVA-275275USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900400 NON-EXPEDITED N US-TEVA-276585USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR YAZ C ORAL  

7900401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900401 NON-EXPEDITED N US-
BAYER-201015197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7900414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900414 NON-EXPEDITED Y US-
BAYER-201015230NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 46 DAY BAYER

7900415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900415 NON-EXPEDITED N US-
BAYER-201026040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
7900417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900417 NON-EXPEDITED N US-
BAYER-201015651NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

7900418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900418 NON-EXPEDITED N US-
BAYER-201040417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER

7900419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900419 NON-EXPEDITED N US-
BAYER-201014229NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL INFECTION FUNGAL VITAMINS C  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

7900420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900420 NON-EXPEDITED Y US-
BAYER-201015588NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MENSTRUATION DELAYED  
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Detailed Report
7900421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900421 NON-EXPEDITED N US-
BAYER-201015625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 µg/d, CONT  BAYER
METRORRHAGIA  

7900441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900441 NON-EXPEDITED N US-TEVA-276560USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900459 NON-EXPEDITED N US-TEVA-276666USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900551 NON-EXPEDITED N US-TEVA-276665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900582 NON-EXPEDITED N US-TEVA-276660USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900610 NON-EXPEDITED N US-TEVA-276641USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,425 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7900621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900621 NON-EXPEDITED N US-
BAYER-201015614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7900622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900622 NON-EXPEDITED N US-
BAYER-201015228NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 918 DAY BAYER

7900639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900639 NON-EXPEDITED N US-TEVA-276624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7900658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900658 NON-EXPEDITED N US-TEVA-276615USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE PAIN  
PELVIC PAIN  

7900719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900719 NON-EXPEDITED N US-TEVA-276584USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7900784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900784 NON-EXPEDITED N US-TEVA-276578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900790 NON-EXPEDITED N US-BAYER-2011-023760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
PAIN  

7900791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900791 NON-EXPEDITED Y US-BAYER-2011-030027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7900793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900793 NON-EXPEDITED Y US-BAYER-2011-023525 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT 245 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
FATIGUE  

7900794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900794 NON-EXPEDITED Y US-BAYER-2011-030015 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
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Detailed Report
7900795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900795 NON-EXPEDITED N US-BAYER-2011-027225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

7900825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900825 NON-EXPEDITED N US-TEVA-276573USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7900859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900859 NON-EXPEDITED N US-
BAYER-201015038NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 664 DAY BAYER

7900860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900860 NON-EXPEDITED N US-
BAYER-201037138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
NO ADVERSE EVENT  

7900861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900861 NON-EXPEDITED N US-BAYER-2010-006080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7900901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7900901 NON-EXPEDITED N US-TEVA-276568USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7901014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901014 NON-EXPEDITED N US-TEVA-276664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7901049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901049 NON-EXPEDITED N US-TEVA-276646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7901064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901064 NON-EXPEDITED N US-TEVA-276630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7901133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901133 NON-EXPEDITED N US-TEVA-276614USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7901236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901236 NON-EXPEDITED N US-TEVA-276594USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SWELLING FACE UNKNOWN NAME C ORAL  
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Detailed Report
7901322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901322 NON-EXPEDITED N US-TEVA-276668USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7901329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901329 NON-EXPEDITED Y US-BAYER-2011-022777 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

7901331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901331 NON-EXPEDITED N US-BAYER-2011-017831 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

7901333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901333 EXPEDITED (15-DAY) N OT US-BAYER-2011-029621 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLOUR BLINDNESS ACQUIRED MIRENA S INTRAUTERINE UNK  BAYER
HYPOAESTHESIA  
MIGRAINE  
VISUAL IMPAIRMENT  
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Detailed Report
7901347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901347 EXPEDITED (15-DAY) N OT BR-BAYER-2011-030080 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BURNING SENSATION  
FLUID RETENTION  
GAIT DISTURBANCE  
HYPERSENSITIVITY  
LOSS OF CONSCIOUSNESS  
PRURITUS  
STRESS  
SWELLING  
TREMOR  
WEIGHT INCREASED  

7901359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901359 NON-EXPEDITED N US-TEVA-276728USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

7901478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901478 NON-EXPEDITED N OT US-BAYER-2011-030900 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, CONT 106 DAY BAYER

7901492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901492 NON-EXPEDITED N US-TEVA-276726USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7901513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901513 NON-EXPEDITED N US-BAYER-2011-029816 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  

7901515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901515 NON-EXPEDITED N US-BAYER-2011-029742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

7901518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901518 NON-EXPEDITED Y OT NL-BAYER-2011-029045 21 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK  BAYER
PROCEDURAL COMPLICATION  

7901524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 7901524 NON-EXPEDITED N OT US-BAYER-2011-029709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  

7902092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902092 NON-EXPEDITED N US-TEVA-276758USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7902097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902097 NON-EXPEDITED N US-TEVA-276853USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902247 NON-EXPEDITED N US-TEVA-276851USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902260 NON-EXPEDITED Y US-TEVA-276832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902271 NON-EXPEDITED N US-TEVA-276840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902284 NON-EXPEDITED N US-TEVA-276837USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902318 NON-EXPEDITED N US-TEVA-276824USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7902342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902342 NON-EXPEDITED N US-TEVA-276817USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902378 NON-EXPEDITED N US-TEVA-276786USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902415 NON-EXPEDITED N US-TEVA-276776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7902493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902493 NON-EXPEDITED N US-TEVA-276766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902606 NON-EXPEDITED N US-TEVA-276747USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7902643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902643 NON-EXPEDITED N US-
BAYER-201015683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

7902644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902644 NON-EXPEDITED Y US-
BAYER-201015026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 271 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7902645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902645 NON-EXPEDITED N US-
BAYER-201015593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S 20 µg/d, CONT  BAYER
OVARIAN TORSION  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

7902646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902646 NON-EXPEDITED Y US-
BAYER-201015722NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
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Detailed Report
7902649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902649 NON-EXPEDITED N US-BAYER-2011-002080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7902662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902662 NON-EXPEDITED N US-TEVA-276731USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902810 NON-EXPEDITED N US-TEVA-276869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902883 NON-EXPEDITED N US-TEVA-276867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7902888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902888 NON-EXPEDITED N US-TEVA-276863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902896 NON-EXPEDITED N US-TEVA-276858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7902913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902913 NON-EXPEDITED N US-TEVA-276856USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902921 NON-EXPEDITED N US-TEVA-276855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7902983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7902983 NON-EXPEDITED N US-TEVA-276842USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7903022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903022 NON-EXPEDITED N US-TEVA-277038USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7903076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903076 NON-EXPEDITED N US-TEVA-277030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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Detailed Report
7903136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903136 NON-EXPEDITED N US-TEVA-276829USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7903157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903157 NON-EXPEDITED N US-TEVA-276825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7903180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903180 NON-EXPEDITED N US-TEVA-276821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7903226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903226 NON-EXPEDITED N US-TEVA-276850USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7903274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903274 NON-EXPEDITED N US-TEVA-276729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7903279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903279 NON-EXPEDITED N US-TEVA-277036USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7903286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903286 NON-EXPEDITED N US-TEVA-276772USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7903316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903316 NON-EXPEDITED N US-TEVA-276808USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7903387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903387 NON-EXPEDITED N US-TEVA-277097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BLOOD PRESSURE MEDICATION C ORAL  

7903461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7903461 NON-EXPEDITED N US-TEVA-276991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7924304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2011 7924304 DIRECT N RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S  BAYER
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Detailed Report
7876907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7876907 EXPEDITED (15-DAY) N OT US-BAYER-2011-023495 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIOPSY ENDOMETRIUM MIRENA S INTRAUTERINE UNK 250 DAY BAYER

7877194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7877194 EXPEDITED (15-DAY) Y US-BAYER-2011-023762 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEMICAL POISONING MIRENA S UNK  BAYER

7878676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7878676 EXPEDITED (15-DAY) Y DE,CA FR-BAYER-2011-027386 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL MALFORMATION MIRENA S TRANSPLACENTAL 20 µg, CONT  BAYER
ANOMALY OF EXTERNAL EAR CONGENITAL  
CONGENITAL GENITAL MALFORMATION  
LIMB MALFORMATION  
RETROGNATHIA  

7880073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7880073 NON-EXPEDITED N US-TEVA-273797USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7883328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7883328 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-026042 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S 20 mcg/24hr, CONT  BAYER
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7894418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7894418 NON-EXPEDITED N US-TEVA-275581USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7895082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7895082 NON-EXPEDITED N US-TEVA-275666USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR NUVARING C VAGINAL  

LAMICTAL C ORAL 300 Milligram;  
KLONOPIN C ORAL 2 Milligram;  

7903640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7903640 NON-EXPEDITED Y US-BAYER-2011-002091 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

7903641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7903641 NON-EXPEDITED Y US-BAYER-2011-004470 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7903642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7903642 NON-EXPEDITED N US-BAYER-2011-017920 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
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Detailed Report
7904152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904152 NON-EXPEDITED N US-TEVA-277086USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904174 NON-EXPEDITED N US-TEVA-277081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7904247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904247 NON-EXPEDITED N US-TEVA-277075USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904311 NON-EXPEDITED N US-TEVA-277069USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904337 NON-EXPEDITED N US-TEVA-277066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
7904355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904355 NON-EXPEDITED N US-TEVA-277064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C ORAL 20 Milligram;  

7904398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904398 NON-EXPEDITED N US-TEVA-277057USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C ORAL  

7904400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904400 EXPEDITED (15-DAY) Y OT JP-
BAYER-201015085BYL

42 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VITH NERVE PARALYSIS LEVONORGESTREL S ORAL  BAYER
INTRACRANIAL PRESSURE INCREASED  
PAPILLOEDEMA  

7904409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904409 NON-EXPEDITED N US-
BAYER-201015828NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

7904413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904413 NON-EXPEDITED Y US-
BAYER-201015731NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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Detailed Report
7904417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904417 NON-EXPEDITED N US-
BAYER-201015737NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  

7904425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904425 NON-EXPEDITED Y US-
BAYER-201015034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

7904428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904428 NON-EXPEDITED Y US-
BAYER-201015764NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7904436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904436 NON-EXPEDITED Y US-
BAYER-201024965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 75 DAY BAYER

7904437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904437 NON-EXPEDITED N US-
BAYER-201022464NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  
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Detailed Report
7904587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904587 NON-EXPEDITED Y US-BAYER-2011-012715 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
DEVICE EXPULSION  

7904589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904589 NON-EXPEDITED N US-BAYER-2011-012175 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 165 DAY BAYER
ABDOMINAL PAIN  

7904597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904597 NON-EXPEDITED N US-TEVA-277110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7904625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904625 NON-EXPEDITED N US-TEVA-277109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904644 NON-EXPEDITED N US-TEVA-277108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
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Detailed Report
7904660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904660 NON-EXPEDITED N US-TEVA-277096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904693 NON-EXPEDITED N US-TEVA-277203USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7904694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904694 NON-EXPEDITED N US-TEVA-277211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7904877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904877 NON-EXPEDITED N US-TEVA-277076USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904899 NON-EXPEDITED N US-TEVA-277071USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7904907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904907 NON-EXPEDITED Y US-
BAYER-201019823NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7904912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904912 NON-EXPEDITED Y US-
BAYER-201040609NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7904916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7904916 NON-EXPEDITED N US-BAYER-2010-007435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7905292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905292 NON-EXPEDITED N US-TEVA-259628USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS BACTERIAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL PILL C  

7905298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905298 NON-EXPEDITED N US-TEVA-231237USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7905299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905299 NON-EXPEDITED N US-TEVA-234746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7905300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905300 NON-EXPEDITED N US-TEVA-236294USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7905301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905301 NON-EXPEDITED N US-TEVA-238301USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7905302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905302 NON-EXPEDITED N US-TEVA-253694USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7905303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905303 NON-EXPEDITED N US-TEVA-256432USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URINARY TRACT INFECTION CEPHALEXIN S  BARR
DEPRESSED MOOD  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7905305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905305 NON-EXPEDITED N US-TEVA-257338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
VOMITING  

7905306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905306 NON-EXPEDITED N US-TEVA-258727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905308 NON-EXPEDITED N US-TEVA-258782USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS NOS C  
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Detailed Report
7905309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905309 NON-EXPEDITED N US-TEVA-259458USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C ORAL  
TOPROL XL C 25 Milligram;  

7905310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905310 NON-EXPEDITED N US-TEVA-259485USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASAL CONGESTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INCREASED UPPER AIRWAY SECRETION  
MENSTRUATION IRREGULAR  

7905312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905312 NON-EXPEDITED N US-TEVA-259594USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7905313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905313 NON-EXPEDITED N US-TEVA-259676USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  
PREGNANCY TEST FALSE POSITIVE  
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Detailed Report
7905314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905314 NON-EXPEDITED N US-TEVA-259716USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905316 NON-EXPEDITED N US-TEVA-259824USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  

7905317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905317 NON-EXPEDITED N US-TEVA-259836USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LORAZEPAM C ORAL  
BREAST PAIN  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7905410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905410 NON-EXPEDITED N US-TEVA-259948USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7905411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905411 NON-EXPEDITED N US-TEVA-260382USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

7905412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905412 NON-EXPEDITED N US-TEVA-260385USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VOMITING  

7905413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905413 NON-EXPEDITED N US-TEVA-260390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905414 NON-EXPEDITED N US-TEVA-260559USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7905415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905415 NON-EXPEDITED N US-TEVA-260571USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7905416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905416 NON-EXPEDITED N US-TEVA-260698USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN VITAMIN B12 C ORAL  

E-COMPLEX FOLIC ACID C ORAL  
PANTOPRAZOLE C ORAL 80 Milligram;  

7905417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905417 NON-EXPEDITED N US-TEVA-260711USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905418 NON-EXPEDITED N US-TEVA-261033USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905419 NON-EXPEDITED N US-TEVA-261051USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7905420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905420 NON-EXPEDITED N US-TEVA-261181USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7905421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905421 NON-EXPEDITED N US-TEVA-261189USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7905422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905422 NON-EXPEDITED N US-TEVA-261198USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS NUVARING C VAGINAL  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7905423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905423 NON-EXPEDITED N US-TEVA-261199USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED CELEXA C  

7905424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905424 NON-EXPEDITED N US-TEVA-261202USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VULVOVAGINAL PAIN  

Page: 5,454 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7905425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905425 NON-EXPEDITED N US-TEVA-261204USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT  
BREAST TENDERNESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

7905426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905426 NON-EXPEDITED N US-TEVA-261315USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ZOLOFT C 50 Milligram;  
PELVIC PAIN  

7905427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905427 NON-EXPEDITED N US-TEVA-259855USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DRUG INEFFECTIVE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7905428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905428 NON-EXPEDITED N US-TEVA-259944USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7905587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905587 EXPEDITED (15-DAY) Y OT FI-BAYER-2011-029988 42 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7905588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905588 EXPEDITED (15-DAY) N OT US-BAYER-2011-030672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7905589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905589 EXPEDITED (15-DAY) N OT SE-BAYER-2011-030352 34 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL CONISATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7905591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905591 EXPEDITED (15-DAY) N OT US-BAYER-2011-030648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S 20 µg, CONT 915 DAY BAYER
DIZZINESS  
FALL  
MUSCLE SPASMS  
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7905592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905592 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-030563 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ATROPHIC VULVOVAGINITIS MIRENA S INTRAUTERINE  BAYER

7905593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905593 EXPEDITED (15-DAY) Y OT FI-BAYER-2011-030845 40 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT 119 DAY BAYER

7905595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905595 EXPEDITED (15-DAY) N OT US-BAYER-2011-031078 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7905596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2011 7905596 EXPEDITED (15-DAY) N OT US-BAYER-2011-031100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT 18 DAY BAYER
DIZZINESS  
URINARY TRACT INFECTION  
WHITE BLOOD CELL COUNT INCREASED  

7842875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7842875 EXPEDITED (15-DAY) Y US-BAYER-2011-017908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER CLIMARA PRO S  BAYER
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Detailed Report
7882370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7882370 NON-EXPEDITED N US-TEVA-274003USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7884819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7884819 EXPEDITED (15-DAY) N US-BAYER-2011-026496 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE RELATED INFECTION MIRENA S 20 mcg/24hr, CONT 549 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7886173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7886173 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-026514 35 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE EXPULSION  

7895691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7895691 NON-EXPEDITED N US-TEVA-275943USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7897196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7897196 NON-EXPEDITED N US-TEVA-275889USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VOMITING  

7905854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7905854 NON-EXPEDITED N US-BAYER-2010-006078 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL RIGIDITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7906063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906063 NON-EXPEDITED N US-TEVA-277254USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  

7906111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906111 NON-EXPEDITED N US-TEVA-277244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 1.5/30 21 DAY C  

7906153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906153 NON-EXPEDITED N US-TEVA-277236USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PRENATAL VITAMINS C  
PELVIC PAIN  
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7906197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906197 NON-EXPEDITED N US-TEVA-277218USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906218 NON-EXPEDITED N US-TEVA-277208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906241 NON-EXPEDITED N US-TEVA-277202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

7906315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906315 NON-EXPEDITED N US-TEVA-277280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906346 NON-EXPEDITED N US-TEVA-277269USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7906369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906369 NON-EXPEDITED N US-TEVA-277251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7906396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906396 NON-EXPEDITED N US-TEVA-277243USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906431 NON-EXPEDITED N US-TEVA-277241USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906469 NON-EXPEDITED N US-TEVA-277228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906584 NON-EXPEDITED N US-TEVA-277214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906623 NON-EXPEDITED N US-TEVA-277198USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

7906670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906670 NON-EXPEDITED N US-TEVA-262096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
7906673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906673 NON-EXPEDITED N US-TEVA-262100USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906674 NON-EXPEDITED N US-TEVA-262104USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ARTHRALGIA  
BACK PAIN  
BREAST PAIN  
BREAST TENDERNESS  
DIARRHOEA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7906675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906675 NON-EXPEDITED N US-TEVA-262105USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906676 NON-EXPEDITED N US-TEVA-262110USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906677 NON-EXPEDITED N US-TEVA-262112USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906678 NON-EXPEDITED N US-TEVA-261353USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY TEST POSITIVE  

7906687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906687 NON-EXPEDITED N US-TEVA-261439USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906690 NON-EXPEDITED N US-TEVA-261444USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  

7906692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906692 NON-EXPEDITED N US-TEVA-261447USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906693 NON-EXPEDITED N US-TEVA-261472USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

7906694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906694 NON-EXPEDITED N US-TEVA-261508USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7906695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906695 NON-EXPEDITED N US-TEVA-261509USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  

7906696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906696 NON-EXPEDITED N US-TEVA-261518USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906697 NON-EXPEDITED N US-TEVA-261681USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7906698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906698 NON-EXPEDITED N US-TEVA-261686USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7906699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906699 NON-EXPEDITED N US-TEVA-261741USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

7906700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906700 NON-EXPEDITED N US-TEVA-261744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7906701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906701 NON-EXPEDITED N US-TEVA-261919USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

7906702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906702 NON-EXPEDITED N US-TEVA-262037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7906703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906703 NON-EXPEDITED N US-TEVA-262046USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906705 NON-EXPEDITED N US-TEVA-262050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906706 NON-EXPEDITED N US-TEVA-262053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7906707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906707 NON-EXPEDITED N US-TEVA-262063USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906708 NON-EXPEDITED N US-TEVA-262068USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7906709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906709 NON-EXPEDITED N US-TEVA-262070USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906710 NON-EXPEDITED N US-TEVA-262071USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SINGULAIR C  
FATIGUE AMBIEN C  

TRAZODONE HYDROCHLORIDE C  
ZOLOFT C  
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7906711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906711 NON-EXPEDITED N US-TEVA-262074USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7906712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906712 NON-EXPEDITED N US-TEVA-262077USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906713 NON-EXPEDITED N US-TEVA-262082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7906714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906714 NON-EXPEDITED N US-TEVA-262088USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906715 NON-EXPEDITED N US-TEVA-262090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906716 NON-EXPEDITED N US-TEVA-262092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,468 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7906717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906717 NON-EXPEDITED N US-TEVA-262094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906725 NON-EXPEDITED N US-TEVA-277169USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906766 NON-EXPEDITED N US-TEVA-262113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906767 NON-EXPEDITED N US-TEVA-262114USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C ORAL .5 Milligram;  

7906768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906768 NON-EXPEDITED N US-TEVA-262117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906769 NON-EXPEDITED N US-TEVA-262120USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C ORAL  

7906770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906770 NON-EXPEDITED N US-TEVA-262129USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906771 NON-EXPEDITED N US-TEVA-262134USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C ORAL  
AMOXICILLIN C  

7906772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906772 NON-EXPEDITED N US-TEVA-262136USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906773 NON-EXPEDITED N US-TEVA-262137USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906774 NON-EXPEDITED N US-TEVA-262138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906778 NON-EXPEDITED N US-TEVA-262139USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NYQUIL C ORAL  

7906779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906779 NON-EXPEDITED N US-TEVA-262140USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906780 NON-EXPEDITED N US-TEVA-262141USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906781 NON-EXPEDITED N US-TEVA-262142USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
DECREASED APPETITE  
NAUSEA  
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Detailed Report
7906782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906782 NON-EXPEDITED N US-TEVA-262210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7906783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906783 NON-EXPEDITED N US-TEVA-262226USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
XANAX C ORAL  
CLONAZEPAM C ORAL 3 Milligram;  
TOPAMAX C ORAL 50 Milligram;  
TRILEPTAL C ORAL 1800 Milligram; 1 tablet

in AM and 2 tablets in
PM

 

7906784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906784 NON-EXPEDITED N US-TEVA-262227USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906785 NON-EXPEDITED N US-TEVA-262228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906786 NON-EXPEDITED N US-TEVA-262229USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906797 NON-EXPEDITED N US-TEVA-262230USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C ORAL  

7906798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906798 NON-EXPEDITED N US-TEVA-262280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7906799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906799 NON-EXPEDITED N US-TEVA-262243USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906800 NON-EXPEDITED N US-TEVA-262246USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906801 NON-EXPEDITED N US-TEVA-262247USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  

7906802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906802 NON-EXPEDITED N US-TEVA-262276USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

7906803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906803 NON-EXPEDITED N US-TEVA-262279USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
REGURGITATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7906804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906804 NON-EXPEDITED N US-TEVA-262282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906805 NON-EXPEDITED N US-TEVA-262288USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906806 NON-EXPEDITED N US-TEVA-262290USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906807 NON-EXPEDITED N US-TEVA-262304USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7906808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906808 NON-EXPEDITED N US-TEVA-262358USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  
HEADACHE  
NAUSEA  
PELVIC PAIN  
VOMITING  
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Detailed Report
7906809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906809 NON-EXPEDITED N US-TEVA-262367USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ENERGY INCREASED  
FATIGUE  
MENSTRUATION IRREGULAR  
MUSCLE STRAIN  
MUSCULOSKELETAL PAIN  
NECK PAIN  
PAIN IN EXTREMITY  

7906810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906810 NON-EXPEDITED N US-TEVA-262369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906811 NON-EXPEDITED N US-TEVA-262371USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7906812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906812 NON-EXPEDITED N US-TEVA-262393USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906813 NON-EXPEDITED N US-TEVA-262395USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7906814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906814 NON-EXPEDITED N US-TEVA-262408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906815 NON-EXPEDITED N US-TEVA-262410USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906816 NON-EXPEDITED N US-TEVA-262411USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906832 NON-EXPEDITED N US-TEVA-277397USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906866 NON-EXPEDITED N US-
BAYER-201015484NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 154 DAY BAYER
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Detailed Report
7906867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906867 NON-EXPEDITED Y US-
BAYER-201015478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7906868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906868 NON-EXPEDITED N US-
BAYER-201015830NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

7906917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906917 NON-EXPEDITED N US-TEVA-277294USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906937 NON-EXPEDITED N US-TEVA-277274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN ORAL
CONTRACEPTIVES

C  

7906944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906944 NON-EXPEDITED N US-TEVA-277289USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7906950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906950 NON-EXPEDITED N US-TEVA-277260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF PRESSURE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906968 NON-EXPEDITED N US-TEVA-277267USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906969 NON-EXPEDITED N US-TEVA-277287USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN BIRTH CONTROL PILL C  

7906978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7906978 NON-EXPEDITED N US-TEVA-277297USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907006 NON-EXPEDITED N US-TEVA-277399USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907008 NON-EXPEDITED N US-TEVA-277295USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7907031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907031 NON-EXPEDITED N US-TEVA-262419USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907032 NON-EXPEDITED N US-TEVA-262421USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7907033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907033 NON-EXPEDITED N US-TEVA-262424USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C ORAL  

7907034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907034 NON-EXPEDITED N US-TEVA-262425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907035 NON-EXPEDITED N US-TEVA-262427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907036 NON-EXPEDITED N US-TEVA-262429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907037 NON-EXPEDITED N US-TEVA-262430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907038 NON-EXPEDITED N US-TEVA-277466USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALLERCLEAR C  

7907042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907042 NON-EXPEDITED N US-TEVA-262431USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASAL CONGESTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INCREASED UPPER AIRWAY SECRETION PREVACID C ORAL  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7907043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907043 NON-EXPEDITED N US-TEVA-262432USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

7907044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907044 NON-EXPEDITED N US-TEVA-262505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907045 NON-EXPEDITED N US-TEVA-262544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7907046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907046 NON-EXPEDITED N US-TEVA-262549USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7907047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907047 NON-EXPEDITED N US-TEVA-262563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907048 NON-EXPEDITED N US-TEVA-262564USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN CLONAZEPAM C ORAL  

7907049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907049 NON-EXPEDITED N US-TEVA-262573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907050 NON-EXPEDITED N US-TEVA-262574USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907051 NON-EXPEDITED N US-TEVA-262575USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907053 NON-EXPEDITED N US-TEVA-262579USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907054 NON-EXPEDITED N US-TEVA-262583USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ADDERALL C  

7907055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907055 NON-EXPEDITED N US-TEVA-262584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907056 NON-EXPEDITED N US-TEVA-262587USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7907057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907057 NON-EXPEDITED N US-TEVA-262592USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7907058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907058 NON-EXPEDITED N US-TEVA-262593USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907059 NON-EXPEDITED N US-TEVA-262594USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C ORAL 20 Milligram;  
KLONOPIN C  
CLINDAMYCIN C ORAL  

7907060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907060 NON-EXPEDITED N US-TEVA-262595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907061 NON-EXPEDITED N US-TEVA-262604USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907062 NON-EXPEDITED N US-TEVA-262605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7907063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907063 NON-EXPEDITED N US-TEVA-262684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907064 NON-EXPEDITED N US-TEVA-262694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907065 NON-EXPEDITED N US-TEVA-262711USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7907066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907066 NON-EXPEDITED N US-TEVA-262723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907067 NON-EXPEDITED N US-TEVA-262730USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7907068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907068 NON-EXPEDITED N US-TEVA-262731USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907069 NON-EXPEDITED N US-TEVA-262736USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SINGULAIR C  
BREAST TENDERNESS  

7907070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907070 NON-EXPEDITED N US-TEVA-262739USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ADIPEX-P C ORAL  

7907071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907071 NON-EXPEDITED N US-TEVA-262749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,486 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7907072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907072 NON-EXPEDITED N US-TEVA-262750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907075 NON-EXPEDITED N US-TEVA-277300USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907095 NON-EXPEDITED N US-TEVA-277453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907107 NON-EXPEDITED N US-TEVA-262763USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907108 NON-EXPEDITED N US-TEVA-262764USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907109 NON-EXPEDITED N US-TEVA-262765USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RECLIPSEN C ORAL  
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Detailed Report
7907110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907110 NON-EXPEDITED N US-TEVA-262767USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907111 NON-EXPEDITED N US-TEVA-262768USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907112 NON-EXPEDITED N US-TEVA-262771USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7907113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907113 NON-EXPEDITED N US-TEVA-262775USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR HFA C  

7907114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907114 NON-EXPEDITED N US-TEVA-262777USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907115 NON-EXPEDITED N US-TEVA-262778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907116 NON-EXPEDITED N US-TEVA-262779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907117 NON-EXPEDITED N US-TEVA-262780USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907118 NON-EXPEDITED N US-TEVA-262781USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907119 NON-EXPEDITED N US-TEVA-262782USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907120 NON-EXPEDITED N US-TEVA-262783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907121 NON-EXPEDITED N US-TEVA-262784USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  

7907122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907122 NON-EXPEDITED N US-TEVA-262785USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907123 NON-EXPEDITED N US-TEVA-262787USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROTEIN URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907124 NON-EXPEDITED N US-TEVA-262788USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA NOVOLOG C  
HEADACHE NOVOLIN N C  
ABDOMINAL PAIN UPPER  

7907125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907125 NON-EXPEDITED N US-TEVA-262789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7907126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907126 NON-EXPEDITED N US-TEVA-262790USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907127 NON-EXPEDITED N US-TEVA-262791USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7907128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907128 NON-EXPEDITED N US-TEVA-262792USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7907130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907130 NON-EXPEDITED N US-TEVA-262794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907131 NON-EXPEDITED N US-TEVA-262795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
NAUSEA  
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Detailed Report
7907132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907132 NON-EXPEDITED N US-TEVA-262796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907133 NON-EXPEDITED N US-TEVA-262837USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMATURIA  
HEADACHE  
VULVOVAGINAL PRURITUS  

7907134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907134 NON-EXPEDITED N US-TEVA-262844USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN BIRTH CONTROL PILLS C ORAL  

7907135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907135 NON-EXPEDITED N US-TEVA-262859USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7907136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907136 NON-EXPEDITED N US-TEVA-262861USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7907137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907137 NON-EXPEDITED N US-TEVA-262874USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7907138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907138 NON-EXPEDITED N US-TEVA-262887USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907143 NON-EXPEDITED N US-TEVA-262897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907144 NON-EXPEDITED N US-TEVA-262906USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907145 NON-EXPEDITED N US-TEVA-262909USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7907146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907146 NON-EXPEDITED N US-TEVA-262927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

7907147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907147 NON-EXPEDITED N US-TEVA-262930USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7907148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907148 NON-EXPEDITED N US-TEVA-262933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907149 NON-EXPEDITED N US-TEVA-277450USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907167 NON-EXPEDITED N US-TEVA-277404USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SULFAMETH C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7907168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907168 NON-EXPEDITED N US-TEVA-277444USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907170 NON-EXPEDITED N US-TEVA-277413USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7907187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907187 NON-EXPEDITED N US-TEVA-277409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907189 NON-EXPEDITED N US-TEVA-277429USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM C ORAL 20 Milligram;  

7907235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907235 NON-EXPEDITED N US-TEVA-277403USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907323 NON-EXPEDITED N US-TEVA-277496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,495 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7907324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907324 NON-EXPEDITED N US-TEVA-277495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7907329 NON-EXPEDITED N US-TEVA-277492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 7929746 DIRECT RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER SEASONALE S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7820284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7820284 EXPEDITED (15-DAY) N HO,LT US-ROCHE-760387 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM ACTEMRA S INTRAVENOUS INFUSION  ROCHE

ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
ACTEMRA S INTRAVENOUS  ROCHE
SEASONIQUE S ORAL DRUG:LO-SEASONIC  
METHOTREXATE C ORAL  
PREDNISONE C ORAL  
ZOLOFT C  
FOLIC ACID C ORAL  
TRAMADOL HYDROCHLORIDE C  
CALCIUM C  
ETODOLAC C ORAL  
VICODIN C VICODIN 5 500; 1-2

TABLETS; AS NEEDED
 

7878090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7878090 NON-EXPEDITED N US-TEVA-273541USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7890792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7890792 EXPEDITED (15-DAY) N OT DE-BAYER-2011-028140 36 YR Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7894934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7894934 NON-EXPEDITED N US-TEVA-275591USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7897506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7897506 NON-EXPEDITED N US-TEVA-276043USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7898963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7898963 NON-EXPEDITED N US-TEVA-276348USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  

7902513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7902513 NON-EXPEDITED N US-TEVA-276762USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ALPRAZOLAM C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7904539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7904539 NON-EXPEDITED N US-TEVA-277019USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7907593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7907593 NON-EXPEDITED N US-
BAYER-201015829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
BREAST TENDERNESS  
FUNGAL INFECTION  
LOSS OF LIBIDO  
MOOD SWINGS  

7907594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7907594 NON-EXPEDITED N US-
BAYER-201015787NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER
CONSTIPATION  
HEADACHE  

7907595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7907595 NON-EXPEDITED N US-
BAYER-201015832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7907651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7907651 NON-EXPEDITED N US-
BAYER-201015060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  

7908039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908039 NON-EXPEDITED N US-TEVA-277486USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908052 NON-EXPEDITED N US-TEVA-277479USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
CHEST PAIN  
PELVIC PAIN  

7908069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908069 NON-EXPEDITED N US-
BAYER-201015762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7908077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908077 NON-EXPEDITED Y OT IL-BAYER-2011-019333 41 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7908080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908080 NON-EXPEDITED N US-
BAYER-201015608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7908095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908095 NON-EXPEDITED N US-TEVA-277475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NEXIUM C  

7908174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908174 NON-EXPEDITED N US-TEVA-277473USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908256 NON-EXPEDITED N US-TEVA-277451USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
PELVIC PAIN  
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Freedom of Information Act (FOIA) 

Detailed Report
7908263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908263 NON-EXPEDITED N US-TEVA-277441USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C  

7908288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908288 NON-EXPEDITED N US-TEVA-277502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908315 NON-EXPEDITED N US-TEVA-277501USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908334 NON-EXPEDITED N US-TEVA-277500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SYNTHROID C ORAL  

7908345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908345 NON-EXPEDITED N US-TEVA-277498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7908426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908426 NON-EXPEDITED Y US-
BAYER-201015872NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 387 DAY BAYER

7908430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908430 NON-EXPEDITED N US-
BAYER-201015775NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL DIZZINESS  

7908432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908432 NON-EXPEDITED Y US-
BAYER-201015825NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7908434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908434 NON-EXPEDITED Y US-
BAYER-201031070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
7908442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908442 NON-EXPEDITED Y US-
BAYER-201040479NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1003 DAY BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  

7908443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908443 NON-EXPEDITED Y US-BAYER-2010-007430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7908447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908447 NON-EXPEDITED N US-TEVA-277493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  

7908466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908466 NON-EXPEDITED N US-TEVA-277480USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908489 NON-EXPEDITED N US-TEVA-263192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908490 NON-EXPEDITED N US-TEVA-263200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908491 NON-EXPEDITED N US-TEVA-262937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908493 NON-EXPEDITED N US-TEVA-262939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7908494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908494 NON-EXPEDITED N US-TEVA-262942USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ACIDOPHILUS C ORAL  

7908495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908495 NON-EXPEDITED N US-TEVA-263047USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7908497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908497 NON-EXPEDITED N US-TEVA-262943USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908498 NON-EXPEDITED N US-TEVA-262948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY  
OVULATION DISORDER  
VULVOVAGINAL DRYNESS  

7908499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908499 NON-EXPEDITED N US-TEVA-262950USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY  

7908500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908500 NON-EXPEDITED N US-TEVA-262951USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7908501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908501 NON-EXPEDITED N US-TEVA-262954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908502 NON-EXPEDITED N US-TEVA-262957USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908503 NON-EXPEDITED N US-TEVA-262962USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COUGH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PAIN  

7908504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908504 NON-EXPEDITED N US-TEVA-262964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908505 NON-EXPEDITED N US-TEVA-262970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908506 NON-EXPEDITED N US-TEVA-262972USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
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Detailed Report
7908507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908507 NON-EXPEDITED N US-TEVA-262974USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7908517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908517 NON-EXPEDITED N US-TEVA-263041USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7908522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908522 NON-EXPEDITED N US-TEVA-263058USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED XANAX C  

7908532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908532 NON-EXPEDITED N US-TEVA-263061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908534 NON-EXPEDITED N US-TEVA-263062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7908535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908535 NON-EXPEDITED N US-TEVA-263067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908536 NON-EXPEDITED N US-TEVA-263087USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAINFUL RESPIRATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
MENSTRUATION IRREGULAR  

7908537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908537 NON-EXPEDITED N US-TEVA-263088USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908538 NON-EXPEDITED N US-TEVA-263102USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

7908539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908539 NON-EXPEDITED N US-TEVA-263108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7908540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908540 NON-EXPEDITED N US-TEVA-263111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908541 NON-EXPEDITED N US-TEVA-263117USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908542 NON-EXPEDITED N US-TEVA-263119USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908543 NON-EXPEDITED N US-TEVA-263120USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908544 NON-EXPEDITED N US-TEVA-263121USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  
VOMITING  
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Detailed Report
7908545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908545 NON-EXPEDITED N US-TEVA-263122USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7908546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908546 NON-EXPEDITED N US-TEVA-263126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908547 NON-EXPEDITED N US-TEVA-263134USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908548 NON-EXPEDITED N US-TEVA-263184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908549 NON-EXPEDITED N US-TEVA-263186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7908550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908550 NON-EXPEDITED N US-TEVA-263187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER NUVARING C  
DIZZINESS  
HEADACHE  
NAUSEA  

7908683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908683 NON-EXPEDITED N US-TEVA-263216USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908684 NON-EXPEDITED N US-TEVA-263218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908685 NON-EXPEDITED N US-TEVA-263219USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7908686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908686 NON-EXPEDITED N US-TEVA-263221USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908687 NON-EXPEDITED N US-TEVA-263227USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908688 NON-EXPEDITED N US-TEVA-263228USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

7908693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908693 NON-EXPEDITED N US-TEVA-263466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908694 NON-EXPEDITED N US-TEVA-263467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908695 NON-EXPEDITED N US-TEVA-263469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908696 NON-EXPEDITED N US-TEVA-263501USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN TRI-SPRINTEC C ORAL  
FATIGUE TRI-SPRINTEC C  

7908698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908698 NON-EXPEDITED N US-TEVA-263505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908699 NON-EXPEDITED N US-TEVA-263513USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7908700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908700 NON-EXPEDITED N US-TEVA-263525USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908701 NON-EXPEDITED N US-TEVA-263547USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,514 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7908702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908702 NON-EXPEDITED N US-TEVA-263550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908703 NON-EXPEDITED N US-TEVA-263248USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908704 NON-EXPEDITED N US-TEVA-263249USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
HEADACHE  
NASOPHARYNGITIS  
SALIVARY HYPERSECRETION  

7908705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908705 NON-EXPEDITED N US-TEVA-263254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908706 NON-EXPEDITED N US-TEVA-263355USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908707 NON-EXPEDITED N US-TEVA-263368USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

7908708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908708 NON-EXPEDITED N US-TEVA-263392USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CYCLESSA C  

7908709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908709 NON-EXPEDITED N US-TEVA-263400USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908711 NON-EXPEDITED N US-TEVA-263413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7908712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908712 NON-EXPEDITED N US-TEVA-263414USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7908713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908713 NON-EXPEDITED N US-TEVA-263427USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908714 NON-EXPEDITED N US-TEVA-263439USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7908715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908715 NON-EXPEDITED N US-TEVA-263434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7908716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908716 NON-EXPEDITED N US-TEVA-263437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7908717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908717 NON-EXPEDITED N US-TEVA-263445USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908718 NON-EXPEDITED N US-TEVA-263457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908719 NON-EXPEDITED N US-TEVA-263458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908720 NON-EXPEDITED N US-TEVA-263465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908912 NON-EXPEDITED N US-TEVA-277696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7908913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908913 NON-EXPEDITED Y US-
BAYER-201041070NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 276 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7908934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908934 NON-EXPEDITED N US-TEVA-263553USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908935 NON-EXPEDITED N US-TEVA-263554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRILOSEC C  
ZOLOFT C  
SINGULAIR C  

7908936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908936 NON-EXPEDITED N US-TEVA-263559USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908937 NON-EXPEDITED N US-TEVA-263561USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908938 NON-EXPEDITED N US-TEVA-263572USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908940 NON-EXPEDITED N US-TEVA-263575USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  

7908941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908941 NON-EXPEDITED N US-TEVA-263578USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C ORAL 600 Milligram;  

7908943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908943 NON-EXPEDITED N US-TEVA-263583USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908947 NON-EXPEDITED N US-TEVA-263584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908948 NON-EXPEDITED N US-TEVA-263585USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 1.5/30 21 DAY C  

Page: 5,520 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7908949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908949 NON-EXPEDITED N US-TEVA-263586USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908950 NON-EXPEDITED N US-TEVA-263587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7908951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908951 NON-EXPEDITED N US-TEVA-263588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7908953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908953 NON-EXPEDITED N US-TEVA-263590USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7908955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908955 NON-EXPEDITED N US-TEVA-263592USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7908956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908956 NON-EXPEDITED N US-TEVA-263593USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C  

7908958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908958 NON-EXPEDITED N US-TEVA-263594USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908960 NON-EXPEDITED N US-TEVA-263596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908962 NON-EXPEDITED N US-TEVA-263598USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908964 NON-EXPEDITED N US-TEVA-263600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908965 NON-EXPEDITED N US-TEVA-263604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7908967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908967 NON-EXPEDITED N US-TEVA-263608USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908969 NON-EXPEDITED N US-TEVA-263609USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908970 NON-EXPEDITED N US-TEVA-263611USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN VALTREX C ORAL  
NAUSEA  
PELVIC PAIN  
VOMITING  

7908972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908972 NON-EXPEDITED N US-TEVA-263612USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908974 NON-EXPEDITED N US-TEVA-263610USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908975 NON-EXPEDITED N US-TEVA-263613USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7908976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908976 NON-EXPEDITED N US-TEVA-263615USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908978 NON-EXPEDITED N US-TEVA-263616USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7908980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908980 NON-EXPEDITED N US-TEVA-263618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

7908982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908982 NON-EXPEDITED N US-TEVA-263619USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908983 NON-EXPEDITED N US-TEVA-263620USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908984 NON-EXPEDITED N US-TEVA-263623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7908985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908985 NON-EXPEDITED N US-TEVA-263624USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

7908986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908986 NON-EXPEDITED N US-TEVA-263625USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS SEROQUEL S ORAL 100 Milligram;  

7908987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908987 NON-EXPEDITED N US-TEVA-263680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908988 NON-EXPEDITED N US-TEVA-263685USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

7908989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908989 NON-EXPEDITED N US-TEVA-263687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7908990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908990 NON-EXPEDITED N US-TEVA-263693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  

7908991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908991 NON-EXPEDITED N US-TEVA-263694USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LAMICTAL C ORAL  
FATIGUE  
MENSTRUATION IRREGULAR  
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Detailed Report
7908992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908992 NON-EXPEDITED N US-TEVA-263695USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7908993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908993 NON-EXPEDITED N US-TEVA-263697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908995 NON-EXPEDITED N US-TEVA-263589USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908996 NON-EXPEDITED N US-TEVA-263698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7908997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908997 NON-EXPEDITED N US-TEVA-263699USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7908998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908998 NON-EXPEDITED N US-TEVA-263707USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7908999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7908999 NON-EXPEDITED N US-TEVA-263737USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7909000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909000 NON-EXPEDITED N US-TEVA-263742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909001 NON-EXPEDITED N US-TEVA-263743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
PELVIC PAIN  

7909002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909002 NON-EXPEDITED N US-TEVA-263745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 5,528 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7909003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909003 NON-EXPEDITED N US-TEVA-263746USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7909620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909620 NON-EXPEDITED N US-TEVA-263747USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION DELAYED  
PELVIC PAIN  

7909621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909621 NON-EXPEDITED N US-TEVA-263748USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909622 NON-EXPEDITED N US-TEVA-263749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909623 NON-EXPEDITED N US-TEVA-263827USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7909624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909624 NON-EXPEDITED N US-TEVA-263834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909625 NON-EXPEDITED N US-TEVA-263750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909626 NON-EXPEDITED N US-TEVA-263751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909628 NON-EXPEDITED N US-TEVA-263752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

7909629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909629 NON-EXPEDITED N US-TEVA-263754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7909630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909630 NON-EXPEDITED N US-TEVA-263757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7909631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909631 NON-EXPEDITED N US-TEVA-263815USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

7909632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909632 NON-EXPEDITED N US-TEVA-263822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909633 NON-EXPEDITED N US-TEVA-263852USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909635 NON-EXPEDITED N US-TEVA-263905USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7909638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909638 NON-EXPEDITED N US-TEVA-263840USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909639 NON-EXPEDITED N US-TEVA-263860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909640 NON-EXPEDITED N US-TEVA-263865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7909641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909641 NON-EXPEDITED N US-TEVA-263923USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909642 NON-EXPEDITED N US-TEVA-263881USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ANTIBIOTIC C  
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Detailed Report
7909643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909643 NON-EXPEDITED N US-TEVA-263904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909644 NON-EXPEDITED N US-TEVA-263916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

7909645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909645 NON-EXPEDITED N US-TEVA-263917USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

7909654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909654 NON-EXPEDITED N US-TEVA-263918USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7909655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909655 NON-EXPEDITED N US-TEVA-263919USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FEELING HOT  
HEADACHE  
NAUSEA  
VAGINAL DISCHARGE  

7909656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909656 NON-EXPEDITED N US-TEVA-263920USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909658 NON-EXPEDITED N US-TEVA-263921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

7909659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909659 NON-EXPEDITED N US-TEVA-263924USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7909661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909661 NON-EXPEDITED N US-TEVA-263927USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7909662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909662 NON-EXPEDITED N US-TEVA-263928USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909663 NON-EXPEDITED N US-TEVA-263931USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

7909664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909664 NON-EXPEDITED N US-TEVA-263933USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7909665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909665 NON-EXPEDITED N US-TEVA-263936USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7909666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909666 NON-EXPEDITED N US-TEVA-263938USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PAXIL C ORAL 10 Milligram;  
MENSTRUATION IRREGULAR MULTI-VITAMIN C ORAL  
VOMITING  

7909667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909667 NON-EXPEDITED N US-TEVA-263983USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHILLS  
VOMITING  

7909668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909668 NON-EXPEDITED N US-TEVA-263990USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909669 NON-EXPEDITED N US-TEVA-264001USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7909670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909670 NON-EXPEDITED N US-TEVA-264023USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIARRHOEA  
MENSTRUATION IRREGULAR  

7909671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7909671 NON-EXPEDITED N US-TEVA-264048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910060 NON-EXPEDITED N US-TEVA-264108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910061 NON-EXPEDITED N US-TEVA-264119USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
MENSTRUATION IRREGULAR  

7910062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910062 NON-EXPEDITED N US-TEVA-264124USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910063 NON-EXPEDITED N US-TEVA-264126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  
HEADACHE  
NAUSEA  

7910064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910064 NON-EXPEDITED N US-TEVA-264132USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION URGENCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910065 NON-EXPEDITED N US-TEVA-264282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910066 NON-EXPEDITED N US-TEVA-264059USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
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7910067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910067 NON-EXPEDITED N US-TEVA-264075USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTICS C  

7910068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910068 NON-EXPEDITED N US-TEVA-264078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIARRHOEA  

7910069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910069 NON-EXPEDITED N US-TEVA-264085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910070 NON-EXPEDITED N US-TEVA-264105USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910071 NON-EXPEDITED N US-TEVA-264109USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

Page: 5,539 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7910072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910072 NON-EXPEDITED N US-TEVA-264131USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

7910073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910073 NON-EXPEDITED N US-TEVA-264116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910074 NON-EXPEDITED N US-TEVA-264122USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

7910075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910075 NON-EXPEDITED N US-TEVA-264127USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ZYRTEC C ORAL  

MULTI-VITAMIN C ORAL  
HERBAL EQUILIBRIUM C ORAL  
ESTRACE C ORAL  
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7910076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910076 NON-EXPEDITED N US-TEVA-264133USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PENICILLIN C ORAL  

7910077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910077 NON-EXPEDITED N US-TEVA-264134USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910078 NON-EXPEDITED N US-TEVA-264245USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  
ORTHO TRI CYCLEN C  

7910079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910079 NON-EXPEDITED N US-TEVA-264269USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910080 NON-EXPEDITED N US-TEVA-264303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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7910081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910081 NON-EXPEDITED N US-TEVA-264319USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KARIVA C ORAL  

7910082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910082 NON-EXPEDITED N US-TEVA-264322USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PERCOCET C  

7910083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910083 NON-EXPEDITED N US-TEVA-264305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ALBUTEROL INHALER C  
ABDOMINAL PAIN  

7910084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910084 NON-EXPEDITED N US-TEVA-264307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910085 NON-EXPEDITED N US-TEVA-264310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7910086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910086 NON-EXPEDITED N US-TEVA-264312USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ADDERALL C ORAL  

ABDOMINAL PAIN UPPER  

7910087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910087 NON-EXPEDITED N US-TEVA-264323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910088 NON-EXPEDITED N US-TEVA-264324USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910089 NON-EXPEDITED N US-TEVA-264325USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910090 NON-EXPEDITED N US-TEVA-264326USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7910091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910091 NON-EXPEDITED N US-TEVA-264330USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910092 NON-EXPEDITED N US-TEVA-264335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

7910093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910093 NON-EXPEDITED N US-TEVA-264338USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7910094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910094 NON-EXPEDITED N US-TEVA-264339USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS RISPERIDONE C ORAL  

CYMBALTA C ORAL  
TOPAMAX C ORAL  
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Detailed Report
7910095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910095 NON-EXPEDITED N US-TEVA-264344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VICODIN C  
STEROID SHOT C  

7910096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910096 NON-EXPEDITED N US-TEVA-264345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

7910097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910097 NON-EXPEDITED N US-TEVA-264346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910098 NON-EXPEDITED N US-TEVA-264348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910099 NON-EXPEDITED N US-TEVA-264353USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910100 NON-EXPEDITED N US-TEVA-264354USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
FATIGUE  
NAUSEA  
VOMITING  

7910101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910101 NON-EXPEDITED N US-TEVA-264355USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MOTRIN C ORAL  

7910102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910102 NON-EXPEDITED N US-TEVA-264405USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910103 NON-EXPEDITED N US-TEVA-264415USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910104 NON-EXPEDITED N US-TEVA-264419USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910105 NON-EXPEDITED N US-TEVA-264426USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910106 NON-EXPEDITED N US-TEVA-264451USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910107 NON-EXPEDITED N US-TEVA-264468USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7910108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910108 NON-EXPEDITED N US-TEVA-264473USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910109 NON-EXPEDITED N US-TEVA-264474USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910110 NON-EXPEDITED N US-TEVA-264499USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910111 NON-EXPEDITED N US-TEVA-264503USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7910112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910112 NON-EXPEDITED N US-TEVA-264519USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN STEROIDS C ORAL  
MENSTRUATION IRREGULAR  

7910113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910113 NON-EXPEDITED N US-TEVA-264520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910114 NON-EXPEDITED N US-TEVA-264514USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
VAGINAL DISCHARGE  

7910115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910115 NON-EXPEDITED N US-TEVA-264530USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910116 NON-EXPEDITED N US-TEVA-264531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910117 NON-EXPEDITED N US-TEVA-264532USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910118 NON-EXPEDITED N US-TEVA-264536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910119 NON-EXPEDITED N US-TEVA-264537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910120 NON-EXPEDITED N US-TEVA-264538USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910121 NON-EXPEDITED N US-TEVA-264539USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910122 NON-EXPEDITED N US-TEVA-264540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910123 NON-EXPEDITED N US-TEVA-264541USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7910124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910124 NON-EXPEDITED N US-TEVA-264542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

7910125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910125 NON-EXPEDITED N US-TEVA-264543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910126 NON-EXPEDITED N US-TEVA-264544USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MIGRAINE  

7910127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910127 NON-EXPEDITED N US-TEVA-264545USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910128 NON-EXPEDITED N US-TEVA-264546USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910129 NON-EXPEDITED N US-TEVA-264593USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MIGRAINE ROCEPHIN C  
MENSTRUATION IRREGULAR XANAX C  

ANTIBIOTICS C  
ANTIFUNGAL MEDICATION C  

7910130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910130 NON-EXPEDITED N US-TEVA-264598USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHILLS  
DIARRHOEA  
DIZZINESS  
NAUSEA  
PELVIC PAIN  
VOMITING  

7910131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910131 NON-EXPEDITED N US-TEVA-264603USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7910132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910132 NON-EXPEDITED N US-TEVA-264606USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910133 NON-EXPEDITED N US-TEVA-264607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910134 NON-EXPEDITED N US-TEVA-264612USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZITHROMAX C  

7910135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910135 NON-EXPEDITED N US-TEVA-264614USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PYREXIA LEVONORGESTREL S ORAL  
ABDOMINAL PAIN UPPER  
DIZZINESS  

7910136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910136 NON-EXPEDITED N US-TEVA-264615USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE  
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7910137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910137 NON-EXPEDITED N US-TEVA-264619USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7910138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910138 NON-EXPEDITED N US-TEVA-264624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910139 NON-EXPEDITED N US-TEVA-264649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910140 NON-EXPEDITED N US-TEVA-264659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7910141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910141 NON-EXPEDITED Y US-TEVA-264660USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URTICARIA  
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7910142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910142 NON-EXPEDITED N US-TEVA-264661USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910143 NON-EXPEDITED N US-TEVA-264662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910144 NON-EXPEDITED N US-TEVA-264684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

7910145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910145 NON-EXPEDITED N US-TEVA-264685USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910146 NON-EXPEDITED N US-TEVA-264686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910147 NON-EXPEDITED N US-TEVA-264687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910148 NON-EXPEDITED N US-TEVA-264688USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910149 NON-EXPEDITED N US-TEVA-264689USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910150 NON-EXPEDITED N US-TEVA-264523USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

7910151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910151 NON-EXPEDITED N US-TEVA-264524USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910152 NON-EXPEDITED N US-TEVA-264526USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA CLARITIN C ORAL  
MENSTRUATION IRREGULAR  
VOMITING  

7910153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7910153 NON-EXPEDITED N US-TEVA-264529USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2011 7930344 DIRECT OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S  BAYER
ACNE  
BACK PAIN  
IRRITABILITY  
WEIGHT INCREASED  

7898985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7898985 NON-EXPEDITED N US-TEVA-276291USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910154 NON-EXPEDITED N US-TEVA-264690USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910155 NON-EXPEDITED N US-TEVA-264691USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910156 NON-EXPEDITED N US-TEVA-264692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910157 NON-EXPEDITED N US-TEVA-264693USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910158 NON-EXPEDITED N US-TEVA-264759USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7910159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910159 NON-EXPEDITED N US-TEVA-264764USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910160 NON-EXPEDITED N US-TEVA-264823USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7910161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910161 NON-EXPEDITED N US-TEVA-264824USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

7910162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910162 NON-EXPEDITED N US-TEVA-264825USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910163 NON-EXPEDITED N US-TEVA-264826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910164 NON-EXPEDITED N US-TEVA-264827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910165 NON-EXPEDITED N US-TEVA-264828USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910166 NON-EXPEDITED N US-TEVA-264829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RAMIPRIL C ORAL 10 Milligram;  

7910167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910167 NON-EXPEDITED N US-TEVA-264830USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910168 NON-EXPEDITED N US-TEVA-264831USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910169 NON-EXPEDITED N US-TEVA-264832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7910170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910170 NON-EXPEDITED N US-TEVA-264833USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910171 NON-EXPEDITED N US-TEVA-264835USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910172 NON-EXPEDITED N US-TEVA-264836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910173 NON-EXPEDITED N US-TEVA-264869USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ASPIRIN C ORAL  
SYNTHROID C ORAL  

7910174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910174 NON-EXPEDITED N US-TEVA-264876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910175 NON-EXPEDITED N US-TEVA-264880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910176 NON-EXPEDITED N US-TEVA-264881USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910177 NON-EXPEDITED N US-TEVA-264882USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910178 NON-EXPEDITED N US-TEVA-264891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910179 NON-EXPEDITED N US-TEVA-264893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7910180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910180 NON-EXPEDITED N US-TEVA-264898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910181 NON-EXPEDITED N US-TEVA-264926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910182 NON-EXPEDITED N US-TEVA-264933USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  

7910183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910183 NON-EXPEDITED N US-TEVA-264946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910184 NON-EXPEDITED N US-TEVA-264944USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910185 NON-EXPEDITED N US-TEVA-264947USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910186 NON-EXPEDITED N US-TEVA-264949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910187 NON-EXPEDITED N US-TEVA-264950USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910188 NON-EXPEDITED N US-TEVA-264952USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED SYNTHROID C ORAL  
BREAST TENDERNESS  
NAUSEA  
PELVIC PAIN  

7910189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910189 NON-EXPEDITED N US-TEVA-264953USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910190 NON-EXPEDITED N US-TEVA-264954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910191 NON-EXPEDITED N US-TEVA-264955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910192 NON-EXPEDITED N US-TEVA-264956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910193 NON-EXPEDITED N US-TEVA-264957USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910194 NON-EXPEDITED N US-TEVA-265071USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910195 NON-EXPEDITED N US-TEVA-265099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910196 NON-EXPEDITED N US-TEVA-265101USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910197 NON-EXPEDITED N US-TEVA-265135USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910198 NON-EXPEDITED N US-TEVA-265139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910199 NON-EXPEDITED N US-TEVA-265143USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910200 NON-EXPEDITED N US-TEVA-265162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910201 NON-EXPEDITED N US-TEVA-265170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7910202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910202 NON-EXPEDITED N US-TEVA-265172USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910203 NON-EXPEDITED N US-TEVA-265180USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910204 NON-EXPEDITED N US-TEVA-265141USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
MENSTRUATION IRREGULAR  
SENSATION OF PRESSURE  

7910205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910205 NON-EXPEDITED N US-TEVA-265181USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910206 NON-EXPEDITED N US-TEVA-265182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910207 NON-EXPEDITED N US-TEVA-265193USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7910208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910208 NON-EXPEDITED N US-TEVA-265197USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910209 NON-EXPEDITED N US-TEVA-265200USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910210 NON-EXPEDITED N US-TEVA-265202USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C  
METFORMIN C  
VITAMIN B12 C  

7910211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910211 NON-EXPEDITED N US-TEVA-265203USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN MULTI-VITAMIN C  

7910212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910212 NON-EXPEDITED N US-TEVA-265204USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910213 NON-EXPEDITED N US-TEVA-265205USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DEPRESSION  
MENSTRUATION IRREGULAR  

7910214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910214 NON-EXPEDITED N US-TEVA-265206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910215 NON-EXPEDITED N US-TEVA-265207USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
BREAST SWELLING  
FOOD CRAVING  
NAUSEA  

7910216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910216 NON-EXPEDITED N US-TEVA-265293USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910217 NON-EXPEDITED N US-TEVA-265313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910218 NON-EXPEDITED N US-TEVA-265328USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
VOMITING  

7910219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910219 NON-EXPEDITED N US-TEVA-265335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910220 NON-EXPEDITED N US-TEVA-265359USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910221 NON-EXPEDITED N US-TEVA-265371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
INFERTILITY  
MENSTRUATION IRREGULAR  
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Detailed Report
7910222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910222 NON-EXPEDITED N US-TEVA-265372USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910223 NON-EXPEDITED N US-TEVA-265381USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7910224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910224 NON-EXPEDITED N US-TEVA-265382USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910225 NON-EXPEDITED N US-TEVA-265392USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSGEUSIA  
FATIGUE  

7910226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910226 NON-EXPEDITED N US-TEVA-265397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,571 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7910227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910227 NON-EXPEDITED N US-TEVA-265399USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910228 NON-EXPEDITED N US-TEVA-265184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910229 NON-EXPEDITED N US-TEVA-265191USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910230 NON-EXPEDITED N US-TEVA-265338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7910231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910231 NON-EXPEDITED N US-TEVA-265301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
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Detailed Report
7910232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910232 NON-EXPEDITED N US-TEVA-265333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910233 NON-EXPEDITED N US-TEVA-265367USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910234 NON-EXPEDITED N US-TEVA-265368USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910235 NON-EXPEDITED N US-TEVA-265401USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910236 NON-EXPEDITED N US-TEVA-265402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

7910237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910237 NON-EXPEDITED N US-TEVA-265403USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,573 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7910238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910238 NON-EXPEDITED N US-TEVA-265404USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910239 NON-EXPEDITED N US-TEVA-265408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SKIN EXFOLIATION  

7910240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910240 NON-EXPEDITED N US-TEVA-265413USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910241 NON-EXPEDITED N US-TEVA-265414USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT  
DYSURIA  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910242 NON-EXPEDITED N US-TEVA-265416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910243 NON-EXPEDITED N US-TEVA-265417USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

7910244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910244 NON-EXPEDITED N US-TEVA-265419USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910245 NON-EXPEDITED N US-TEVA-265421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910247 NON-EXPEDITED N US-TEVA-265686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910248 NON-EXPEDITED N US-TEVA-265688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910249 NON-EXPEDITED N US-TEVA-265692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910250 NON-EXPEDITED N US-TEVA-265693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910251 NON-EXPEDITED N US-TEVA-265695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910252 NON-EXPEDITED N US-TEVA-265697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910253 NON-EXPEDITED N US-TEVA-265705USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910254 NON-EXPEDITED N US-TEVA-265709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910255 NON-EXPEDITED N US-TEVA-265723USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

7910256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910256 NON-EXPEDITED N US-TEVA-265725USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910257 NON-EXPEDITED N US-TEVA-265867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910258 NON-EXPEDITED N US-TEVA-265726USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
PYREXIA  
VOMITING  

7910259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910259 NON-EXPEDITED N US-TEVA-265767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,577 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7910260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910260 NON-EXPEDITED N US-TEVA-265808USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA HIGH BLOOD PRESSURE

MEDICATION
C  

VOMITING  

7910261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910261 NON-EXPEDITED N US-TEVA-265819USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910262 NON-EXPEDITED N US-TEVA-265841USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910263 NON-EXPEDITED N US-TEVA-265843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910264 NON-EXPEDITED N US-TEVA-265845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910265 NON-EXPEDITED N US-TEVA-265861USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URINE ODOUR ABNORMAL  

7910266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910266 NON-EXPEDITED N US-TEVA-265862USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910267 NON-EXPEDITED N US-TEVA-265866USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910268 NON-EXPEDITED N US-TEVA-265868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910269 NON-EXPEDITED N US-TEVA-265869USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7910270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910270 NON-EXPEDITED N US-TEVA-265870USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910271 NON-EXPEDITED N US-TEVA-265871USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910272 NON-EXPEDITED N US-TEVA-265872USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910273 NON-EXPEDITED N US-TEVA-265873USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910274 NON-EXPEDITED N US-TEVA-265874USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910275 NON-EXPEDITED N US-TEVA-265979USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910276 NON-EXPEDITED N US-TEVA-266004USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910277 NON-EXPEDITED N US-TEVA-266009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910278 NON-EXPEDITED N US-TEVA-266012USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910279 NON-EXPEDITED N US-TEVA-266031USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
PREMENSTRUAL SYNDROME  

7910280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910280 NON-EXPEDITED N US-TEVA-266034USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
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7910281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910281 NON-EXPEDITED N US-TEVA-266035USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

7910282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910282 NON-EXPEDITED N US-TEVA-266036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910283 NON-EXPEDITED N US-TEVA-266051USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910284 NON-EXPEDITED N US-TEVA-266053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910285 NON-EXPEDITED N US-TEVA-266054USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7910286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910286 NON-EXPEDITED N US-TEVA-266056USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910287 NON-EXPEDITED N US-TEVA-266057USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910288 NON-EXPEDITED N US-TEVA-266059USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910289 NON-EXPEDITED N US-TEVA-266060USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910290 NON-EXPEDITED N US-TEVA-266061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910291 NON-EXPEDITED N US-TEVA-266115USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910292 NON-EXPEDITED N US-TEVA-266122USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7910293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910293 NON-EXPEDITED N US-TEVA-266137USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PYREXIA  

7910294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910294 NON-EXPEDITED N US-TEVA-266154USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ADVAIR HFA C  

7910295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910295 NON-EXPEDITED N US-TEVA-266191USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAROSMIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA DEPO-PROVERA C  
DIZZINESS  
MENSTRUATION IRREGULAR  
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Detailed Report
7910296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910296 NON-EXPEDITED N US-TEVA-266216USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORTHO TRI CYCLEN C  

7910297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910297 NON-EXPEDITED N US-TEVA-266251USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910298 NON-EXPEDITED N US-TEVA-266278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910299 NON-EXPEDITED N US-TEVA-266261USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910300 NON-EXPEDITED N US-TEVA-266263USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910301 NON-EXPEDITED N US-TEVA-266264USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7910302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910302 NON-EXPEDITED N US-TEVA-266266USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910303 NON-EXPEDITED N US-TEVA-266269USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910304 NON-EXPEDITED N US-TEVA-266270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910305 NON-EXPEDITED N US-TEVA-265422USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910306 NON-EXPEDITED N US-TEVA-265423USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910307 NON-EXPEDITED N US-TEVA-265424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910308 NON-EXPEDITED N US-TEVA-265426USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910309 NON-EXPEDITED N US-TEVA-265429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910310 NON-EXPEDITED N US-TEVA-265430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910311 NON-EXPEDITED N US-TEVA-265428USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910312 NON-EXPEDITED N US-TEVA-265431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910313 NON-EXPEDITED Y US-TEVA-265469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910314 NON-EXPEDITED N US-TEVA-265473USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

7910315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910315 NON-EXPEDITED N US-TEVA-265477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910316 NON-EXPEDITED N US-TEVA-265487USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPRESSION MEDICATION C  

7910317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910317 NON-EXPEDITED N US-TEVA-265511USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910318 NON-EXPEDITED N US-TEVA-265515USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRY MOUTH LAMICTAL C  
NAUSEA  

7910319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910319 NON-EXPEDITED N US-TEVA-265525USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7910320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910320 NON-EXPEDITED N US-TEVA-265526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7910321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910321 NON-EXPEDITED N US-TEVA-265543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910322 NON-EXPEDITED N US-TEVA-265553USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7910323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910323 NON-EXPEDITED N US-TEVA-265557USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910324 NON-EXPEDITED N US-TEVA-265560USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910325 NON-EXPEDITED N US-TEVA-265563USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AZITHROMYCIN C  

7910326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910326 NON-EXPEDITED N US-TEVA-265565USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  
PRESYNCOPE  

7910327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910327 NON-EXPEDITED N US-TEVA-265569USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910328 NON-EXPEDITED N US-TEVA-265570USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910329 NON-EXPEDITED N US-TEVA-265638USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C  

7910330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910330 NON-EXPEDITED N US-TEVA-265644USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910331 NON-EXPEDITED N US-TEVA-265685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910332 NON-EXPEDITED N US-TEVA-265536USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910333 NON-EXPEDITED N US-TEVA-265542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910336 NON-EXPEDITED N US-TEVA-266291USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910337 NON-EXPEDITED N US-TEVA-266293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

7910338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910338 NON-EXPEDITED N US-TEVA-266294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910339 NON-EXPEDITED N US-TEVA-266296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910340 NON-EXPEDITED N US-TEVA-266298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910341 NON-EXPEDITED N US-TEVA-266299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7910342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910342 NON-EXPEDITED N US-TEVA-266302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910343 NON-EXPEDITED N US-TEVA-266303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910344 NON-EXPEDITED N US-TEVA-266306USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910345 NON-EXPEDITED N US-TEVA-267008USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910346 NON-EXPEDITED N US-TEVA-267009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910347 NON-EXPEDITED N US-TEVA-267010USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910348 NON-EXPEDITED N US-TEVA-267011USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910349 NON-EXPEDITED N US-TEVA-267012USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910350 NON-EXPEDITED N US-TEVA-267067USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910351 NON-EXPEDITED N US-TEVA-267101USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910352 NON-EXPEDITED N US-TEVA-267111USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910353 NON-EXPEDITED N US-TEVA-267121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910354 NON-EXPEDITED N US-TEVA-267124USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910355 NON-EXPEDITED N US-TEVA-267125USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION INSULIN PUMP C  
ABDOMINAL PAIN  
GASTROINTESTINAL SOUNDS ABNORMAL  
MENSTRUATION IRREGULAR  

7910356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910356 NON-EXPEDITED N US-TEVA-267133USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910357 NON-EXPEDITED N US-TEVA-267140USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910358 NON-EXPEDITED N US-TEVA-267142USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910359 NON-EXPEDITED N US-TEVA-267167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910360 NON-EXPEDITED N US-TEVA-267175USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910361 NON-EXPEDITED N US-TEVA-267179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910362 NON-EXPEDITED N US-TEVA-267180USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910363 NON-EXPEDITED N US-TEVA-267181USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7910364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910364 NON-EXPEDITED N US-TEVA-267182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910365 NON-EXPEDITED N US-TEVA-267183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910366 NON-EXPEDITED N US-TEVA-267184USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910367 NON-EXPEDITED N US-TEVA-267189USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  
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Detailed Report
7910368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910368 NON-EXPEDITED N US-TEVA-267200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910369 NON-EXPEDITED N US-TEVA-267204USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910370 NON-EXPEDITED N US-TEVA-266994USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7910371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910371 NON-EXPEDITED N US-TEVA-266995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910372 NON-EXPEDITED N US-TEVA-266997USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910373 NON-EXPEDITED N US-TEVA-267000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN CONTRACEPTIVE C  

7910374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910374 NON-EXPEDITED N US-TEVA-267004USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7910375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910375 NON-EXPEDITED N US-TEVA-267212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910376 NON-EXPEDITED N US-TEVA-267213USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910377 NON-EXPEDITED N US-TEVA-267214USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910378 NON-EXPEDITED N US-TEVA-267215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910379 NON-EXPEDITED N US-TEVA-267216USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910380 NON-EXPEDITED N US-TEVA-267291USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910381 NON-EXPEDITED N US-TEVA-267342USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910382 NON-EXPEDITED N US-TEVA-267378USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910383 NON-EXPEDITED N US-TEVA-267392USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910384 NON-EXPEDITED N US-TEVA-267396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910385 NON-EXPEDITED N US-TEVA-267399USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910386 NON-EXPEDITED N US-TEVA-267403USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910387 NON-EXPEDITED N US-TEVA-267404USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910388 NON-EXPEDITED N US-TEVA-267406USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910389 NON-EXPEDITED N US-TEVA-267408USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910390 NON-EXPEDITED N US-TEVA-267410USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910391 NON-EXPEDITED N US-TEVA-267425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910392 NON-EXPEDITED N US-TEVA-267427USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910393 NON-EXPEDITED N US-TEVA-267429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

7910394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910394 NON-EXPEDITED N US-TEVA-267435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910395 NON-EXPEDITED N US-TEVA-267517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910396 NON-EXPEDITED N US-TEVA-267532USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  

7910397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910397 NON-EXPEDITED N US-TEVA-267608USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910398 NON-EXPEDITED N US-TEVA-267616USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALIVARY HYPERSECRETION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

7910399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910399 NON-EXPEDITED N US-TEVA-267625USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7910400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910400 NON-EXPEDITED N US-TEVA-267693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7910401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910401 NON-EXPEDITED N US-TEVA-266316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910402 NON-EXPEDITED N US-TEVA-266317USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7910403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910403 NON-EXPEDITED N US-TEVA-266318USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL  DURAMED
ABDOMINAL PAIN  

7910404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910404 NON-EXPEDITED N US-TEVA-266370USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910405 NON-EXPEDITED N US-TEVA-266389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
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Detailed Report
7910406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910406 NON-EXPEDITED N US-TEVA-266413USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910407 NON-EXPEDITED N US-TEVA-266417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910408 NON-EXPEDITED N US-TEVA-266418USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER ZOLOFT C ORAL 50 Milligram;  
FATIGUE ZOLOFT C  
DIZZINESS ASMANEX C  

FORADIL C  

7910409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910409 NON-EXPEDITED N US-TEVA-266426USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910410 NON-EXPEDITED N US-TEVA-266430USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910411 NON-EXPEDITED N US-TEVA-266436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIARRHOEA  
NAUSEA  

7910412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910412 NON-EXPEDITED N US-TEVA-266437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910413 NON-EXPEDITED N US-TEVA-266447USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONCERTA C  

7910414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910414 NON-EXPEDITED N US-TEVA-266450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910415 NON-EXPEDITED N US-TEVA-266451USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
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Detailed Report
7910416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910416 NON-EXPEDITED N US-TEVA-266471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910417 NON-EXPEDITED N US-TEVA-266474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910418 NON-EXPEDITED N US-TEVA-266477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910419 NON-EXPEDITED N US-TEVA-266478USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7910420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910420 NON-EXPEDITED N US-TEVA-267538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910421 NON-EXPEDITED N US-TEVA-267588USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
PROVENTIL C  

7910422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910422 NON-EXPEDITED N US-TEVA-267602USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910423 NON-EXPEDITED N US-TEVA-267619USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7910424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910424 NON-EXPEDITED N US-TEVA-267629USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7910425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910425 NON-EXPEDITED N US-TEVA-266307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910426 NON-EXPEDITED N US-TEVA-266308USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910427 NON-EXPEDITED N US-TEVA-266310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910428 NON-EXPEDITED N US-TEVA-266311USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910429 NON-EXPEDITED N US-TEVA-266312USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DOXYCYCLINE C ORAL  
TRIMALINE CREAM C  

7910430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910430 NON-EXPEDITED N US-TEVA-266314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910431 NON-EXPEDITED N US-TEVA-266315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910432 NON-EXPEDITED N US-TEVA-266482USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910433 NON-EXPEDITED N US-TEVA-266479USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910434 NON-EXPEDITED N US-TEVA-266486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910435 NON-EXPEDITED N US-TEVA-266490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910436 NON-EXPEDITED N US-TEVA-266492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910437 NON-EXPEDITED N US-TEVA-266494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7910438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910438 NON-EXPEDITED N US-TEVA-266586USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7910439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910439 NON-EXPEDITED N US-TEVA-266646USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VAGINAL ITCHING MEDICATION C  

7910440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910440 NON-EXPEDITED N US-TEVA-266588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7910441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910441 NON-EXPEDITED N US-TEVA-266603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910442 NON-EXPEDITED N US-TEVA-266606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910443 NON-EXPEDITED N US-TEVA-266635USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910444 NON-EXPEDITED N US-TEVA-266636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7910445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910445 NON-EXPEDITED N US-TEVA-266651USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
PAIN  
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Detailed Report
7910446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910446 NON-EXPEDITED N US-TEVA-266661USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910447 NON-EXPEDITED N US-TEVA-266662USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910448 NON-EXPEDITED N US-TEVA-266665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910449 NON-EXPEDITED N US-TEVA-266666USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7910450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910450 NON-EXPEDITED N US-TEVA-266642USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7910451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910451 NON-EXPEDITED N US-TEVA-266643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910452 NON-EXPEDITED N US-TEVA-266672USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910453 NON-EXPEDITED N US-TEVA-266673USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910454 NON-EXPEDITED N US-TEVA-266674USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ERYTHEMA  

7910455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910455 NON-EXPEDITED N US-TEVA-266675USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910456 NON-EXPEDITED N US-TEVA-266677USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7910457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910457 NON-EXPEDITED N US-TEVA-266678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910458 NON-EXPEDITED N US-TEVA-266709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910459 NON-EXPEDITED N US-TEVA-266735USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7910460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910460 NON-EXPEDITED N US-TEVA-266737USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910462 NON-EXPEDITED N US-TEVA-266744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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7910463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910463 NON-EXPEDITED N US-TEVA-266748USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NEXIUM C  

7910464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910464 NON-EXPEDITED N US-TEVA-266765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910465 NON-EXPEDITED N US-TEVA-266776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910466 NON-EXPEDITED N US-TEVA-266778USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7910467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910467 NON-EXPEDITED N US-TEVA-266782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910468 NON-EXPEDITED N US-TEVA-266788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910469 NON-EXPEDITED N US-TEVA-266789USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN XANAX C  

7910470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910470 NON-EXPEDITED N US-TEVA-266795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910471 NON-EXPEDITED N US-TEVA-266917USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910472 NON-EXPEDITED N US-TEVA-266919USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7910473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910473 NON-EXPEDITED N US-TEVA-266920USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7910474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910474 NON-EXPEDITED N US-TEVA-266929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910475 NON-EXPEDITED N US-TEVA-266949USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910476 NON-EXPEDITED N US-TEVA-266982USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7910477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910477 NON-EXPEDITED N US-TEVA-266984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7910478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910478 NON-EXPEDITED N US-TEVA-266988USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910479 NON-EXPEDITED N US-TEVA-266993USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7910848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910848 NON-EXPEDITED N US-TEVA-277757USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7910931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7910931 NON-EXPEDITED N US-TEVA-277753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911015 NON-EXPEDITED N US-TEVA-277750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7911053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911053 NON-EXPEDITED N US-TEVA-277733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911059 NON-EXPEDITED N US-TEVA-277723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7911067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911067 NON-EXPEDITED N US-TEVA-277701USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911120 NON-EXPEDITED N US-TEVA-277662USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VULVOVAGINAL PRURITUS  

7911283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911283 NON-EXPEDITED N US-TEVA-277752USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

S ORAL  
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Detailed Report
7911291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911291 NON-EXPEDITED N US-TEVA-277828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7911467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911467 NON-EXPEDITED N US-TEVA-277601USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911476 NON-EXPEDITED N US-TEVA-277762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911477 NON-EXPEDITED N US-TEVA-277731USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7911479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911479 NON-EXPEDITED N US-TEVA-277788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
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7911504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911504 NON-EXPEDITED N US-TEVA-277782USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911517 NON-EXPEDITED N US-TEVA-277729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911522 NON-EXPEDITED N US-TEVA-277766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7911555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911555 NON-EXPEDITED N US-TEVA-277708USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYPREXA C  

7911576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911576 NON-EXPEDITED N US-TEVA-277805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN SEROQUEL C  
ABDOMINAL PAIN  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7911802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2011 7911802 EXPEDITED (15-DAY) N OT US-
WATSON-2011-05409

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGEAL OEDEMA LEVONORGESTREL S ORAL 1st tab taken within 72

hrs. of intercourse, 2nd
tab taken a little over 12
hrs.

2 DAY WATSON

DRUG HYPERSENSITIVITY  
EYE SWELLING  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

7776864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7776864 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-005663 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7892728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7892728 NON-EXPEDITED N US-TEVA-275324USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

7901106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7901106 NON-EXPEDITED N US-TEVA-276622USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7903109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7903109 NON-EXPEDITED N US-TEVA-276834USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7904793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7904793 NON-EXPEDITED US-TEVA-277089USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7906982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7906982 NON-EXPEDITED N US-TEVA-277354USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7907330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7907330 NON-EXPEDITED N US-TEVA-277378USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PHERMINETMINE C ORAL 30 Milligram;  
MENSTRUATION IRREGULAR  

7912431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912431 NON-EXPEDITED N US-TEVA-277859USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7912446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912446 NON-EXPEDITED N US-TEVA-277858USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7912473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912473 NON-EXPEDITED N US-TEVA-277855USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912483 NON-EXPEDITED N US-BAYER-2011-002273 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

7912489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912489 NON-EXPEDITED N US-TEVA-277843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912512 NON-EXPEDITED N US-TEVA-277840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7912634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912634 NON-EXPEDITED N US-TEVA-277836USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT OCELLA C  

TRAZODONE HYDROCHLORIDE C  

7912842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912842 NON-EXPEDITED N US-TEVA-277806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7912874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912874 NON-EXPEDITED N US-TEVA-277799USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912905 NON-EXPEDITED N US-TEVA-277863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912914 NON-EXPEDITED N US-TEVA-277864USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,626 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7912927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912927 NON-EXPEDITED N US-TEVA-277780USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912928 NON-EXPEDITED N US-TEVA-277860USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7912978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7912978 NON-EXPEDITED N US-TEVA-277791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
THROMBOSIS  

7913155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913155 NON-EXPEDITED N US-TEVA-277935USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7913438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913438 NON-EXPEDITED N US-TEVA-277868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  
NAUSEA  
OROPHARYNGEAL PAIN  

7913815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913815 NON-EXPEDITED N US-TEVA-277954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7913828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913828 NON-EXPEDITED N US-TEVA-277947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7913849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913849 NON-EXPEDITED N US-TEVA-277921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORAL CONTRACEPTIVE C ORAL  

7913860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7913860 NON-EXPEDITED N US-TEVA-277995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7934240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2011 7934240 DIRECT Y DS,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
BLINDNESS  

7071614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7071614 NON-EXPEDITED Y US-
BAYER-200927698NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 425 DAY BAYER

7777558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7777558 NON-EXPEDITED Y US-BAYER-2010-003888 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
WEIGHT DECREASED MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7777753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7777753 EXPEDITED (15-DAY) N HO,OT US-BAYER-2010-004467 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE UNK  BAYER
ALOPECIA  
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7820414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7820414 NON-EXPEDITED Y US-BAYER-2010-003679 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S UNK 188 DAY BAYER
ALOPECIA  
DANDRUFF  
HEADACHE  
PRURITUS  
RASH  

7825158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7825158 NON-EXPEDITED Y OT US-BAYER-2011-015876 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Daily dose 20 µg/d 138 DAY BAYER

PELVIC PAIN  

7852540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7852540 NON-EXPEDITED N US-BAYER-2011-021296 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 81 DAY BAYER

7855480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7855480 NON-EXPEDITED Y OT US-BAYER-2011-020646 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg, CONT 1353 DAY BAYER

ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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7895469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7895469 EXPEDITED (15-DAY) Y HO FR-BAYER-2011-028723 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMENORRHOEA  
PAIN  
PERITONEAL HAEMORRHAGE  

7908584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7908584 NON-EXPEDITED N US-TEVA-277616USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

7908591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7908591 NON-EXPEDITED N US-TEVA-277685USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7909007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7909007 NON-EXPEDITED N US-TEVA-277472USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7911044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7911044 NON-EXPEDITED N US-TEVA-277740USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7911110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7911110 NON-EXPEDITED N US-TEVA-277669USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING MIFEPRISTONE S  
Maternal exposure during pregnancy  
MENSTRUATION IRREGULAR  

7911140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7911140 NON-EXPEDITED N US-TEVA-277761USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7914332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914332 NON-EXPEDITED N US-TEVA-277944USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMPHETAMINE C ORAL  
FAT BURNER MEDICATION C ORAL  

7914364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914364 NON-EXPEDITED N US-TEVA-277956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7914415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914415 NON-EXPEDITED N US-
BAYER-201014365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7914424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914424 EXPEDITED (15-DAY) N OT US-BAYER-2011-032451 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE INFECTION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
GLAUCOMA  
INFECTION  
OVARIAN CYST  
THYROID DISORDER  
VAGINAL DISCHARGE  
VAGINAL ODOUR  
VULVOVAGINAL PRURITUS  

7914429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914429 NON-EXPEDITED Y US-
BAYER-201014290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

7914430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914430 NON-EXPEDITED N US-
BAYER-201014374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7914456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914456 EXPEDITED (15-DAY) N OT US-BAYER-2011-032349 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ACNE  
AFFECT LABILITY  
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

 

CRYING  
DEPRESSION  
FATIGUE  
HYPERTRICHOSIS  
IRRITABILITY  
MENOPAUSAL SYMPTOMS  
NERVOUSNESS  
NIGHT SWEATS  
UNEVALUABLE EVENT  

7914459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914459 NON-EXPEDITED Y US-BAYER-2011-026805 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7914466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914466 NON-EXPEDITED N US-TEVA-277975USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
7914475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914475 NON-EXPEDITED Y US-BAYER-2011-028536 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7914476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914476 NON-EXPEDITED N US-BAYER-2011-027390 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE REMOVAL  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

7914676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914676 NON-EXPEDITED N US-TEVA-277977USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ALLEGRA C ORAL  

LO/OVRAL C ORAL  

7914742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914742 NON-EXPEDITED N US-TEVA-278000USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7914760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914760 NON-EXPEDITED N US-TEVA-277996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CLONAZEPAM C ORAL .5 ;  
PELVIC PAIN ALLEGRA C ORAL  

7914993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7914993 NON-EXPEDITED N US-TEVA-277934USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
MENSTRUATION DELAYED  

7915018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915018 NON-EXPEDITED N US-TEVA-277939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7915293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915293 NON-EXPEDITED N US-TEVA-278169USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7915314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915314 NON-EXPEDITED N US-TEVA-278131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7915342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915342 NON-EXPEDITED N US-
BAYER-201032983NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7915364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915364 NON-EXPEDITED Y OT US-BAYER-2010-003998 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE Daily dose 20 µg 45 DAY BAYER
DEVICE DISLOCATION  

7915366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915366 NON-EXPEDITED N US-TEVA-278136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7915450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915450 NON-EXPEDITED N US-TEVA-278097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7915488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915488 NON-EXPEDITED N US-TEVA-278002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7915570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2011 7915570 NON-EXPEDITED N US-TEVA-278172USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7032023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7032023 EXPEDITED (15-DAY) Y HO,LT,OT US-
BAYER-200923634NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL ABSCESS MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
152 DAY BAYER

ABASIA  
ABDOMINAL PAIN  
APHAGIA  
COMPLICATION OF DEVICE INSERTION  
DECREASED APPETITE  
FATIGUE  
GASTROINTESTINAL DISORDER  
INFREQUENT BOWEL MOVEMENTS  
MEDICAL DEVICE COMPLICATION  
MOBILITY DECREASED  
OVARIAN CYST  
PAIN  
POLYMENORRHOEA  
SYNCOPE  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VOMITING  
WEIGHT DECREASED  

7757886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7757886 NON-EXPEDITED Y OT US-BAYER-2011-003061 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
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7808478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7808478 NON-EXPEDITED N US-BAYER-2011-012683 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

YAZ S UNK  BAYER

SOMNOLENCE LEVONORGESTREL S UNK  

7820406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7820406 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-011734 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg, CONT 11 DAY BAYER
URTICARIA MIRENA S  BAYER
RESTLESSNESS MIRENA S  BAYER
TACHYCARDIA  

7836659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7836659 EXPEDITED (15-DAY) N HO NL-BAYER-2011-018605 43 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
UTERINE CONTRACTIONS ABNORMAL  

7916037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916037 NON-EXPEDITED N US-
BAYER-201036851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7916247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916247 NON-EXPEDITED N OT US-BAYER-2011-031095 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER

CERVICAL DYSPLASIA  

7916249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916249 NON-EXPEDITED Y US-BAYER-2011-030532 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PRODUCT SHAPE ISSUE  

7916250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916250 NON-EXPEDITED Y OT GB-BAYER-2011-033141 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE  BAYER

7916251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916251 NON-EXPEDITED N US-BAYER-2011-030554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7916259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916259 NON-EXPEDITED N OT US-BAYER-2011-031585 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 43 DAY BAYER
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7916477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916477 NON-EXPEDITED N US-TEVA-278209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916765 NON-EXPEDITED N US-TEVA-278170USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

7916766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916766 NON-EXPEDITED N US-TEVA-278171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916769 NON-EXPEDITED N US-TEVA-278181USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7916770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916770 NON-EXPEDITED N US-TEVA-278202USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7916772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916772 NON-EXPEDITED N US-TEVA-278215USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916841 NON-EXPEDITED N US-TEVA-278213USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916864 NON-EXPEDITED N US-TEVA-278206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916914 NON-EXPEDITED N US-TEVA-278149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  

7916959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916959 NON-EXPEDITED N US-TEVA-278165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7916985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916985 NON-EXPEDITED N US-TEVA-278155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7916990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7916990 NON-EXPEDITED N US-TEVA-278166USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7917123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917123 NON-EXPEDITED N US-TEVA-278129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7917137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917137 NON-EXPEDITED Y OT US-BAYER-2011-034970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
ABORTION  

7917153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917153 NON-EXPEDITED Y OT DK-
BAYER-201022060GPV

40 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
523 DAY BAYER

7917168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917168 NON-EXPEDITED N US-TEVA-278173USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
REGURGITATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
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Detailed Report
7917182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917182 NON-EXPEDITED N US-TEVA-278200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7917196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917196 NON-EXPEDITED N US-TEVA-278205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7917209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917209 NON-EXPEDITED N US-TEVA-278208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7917236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917236 NON-EXPEDITED N US-TEVA-278210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7917250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917250 NON-EXPEDITED N US-TEVA-278214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7917252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7917252 NON-EXPEDITED N US-TEVA-278216USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7938350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7938350 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  
HAEMORRHAGE  

7941892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2011 7941892 DIRECT N HO,DS,LT,OT,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S IUD  BAYER
ABDOMINAL PAIN UPPER  
BLOOD PRESSURE ABNORMAL  
CONFUSIONAL STATE  
DIZZINESS  
FALL  
FATIGUE  
HYPOAESTHESIA  
INSOMNIA  
MENORRHAGIA  
MUSCULOSKELETAL STIFFNESS  
NERVE INJURY  
PAIN  
PARAESTHESIA  
TREMOR  
VISUAL ACUITY REDUCED  
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Detailed Report
7825834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7825834 NON-EXPEDITED Y US-BAYER-2011-016161 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

7855478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7855478 NON-EXPEDITED Y OT US-BAYER-2011-020663 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S UNK  BAYER

PELVIC PAIN  
VAGINAL HAEMORRHAGE  

7913805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7913805 NON-EXPEDITED N US-TEVA-277964USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

APRI C  

7914310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7914310 NON-EXPEDITED N US-TEVA-277918USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7914647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7914647 NON-EXPEDITED N US-TEVA-277992USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7917885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7917885 NON-EXPEDITED N US-TEVA-278475USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918189 NON-EXPEDITED Y US-
BAYER-201040611NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

7918191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918191 NON-EXPEDITED N US-
BAYER-201040688NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7918197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918197 NON-EXPEDITED Y US-
BAYER-201040480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7918286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918286 NON-EXPEDITED Y OT US-BAYER-2011-034352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
7918473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918473 NON-EXPEDITED Y US-TEVA-278167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918474 NON-EXPEDITED N US-TEVA-278455USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918475 NON-EXPEDITED N US-TEVA-278369USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918477 NON-EXPEDITED N US-TEVA-278168USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918478 NON-EXPEDITED N US-TEVA-278247USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918483 NON-EXPEDITED N US-TEVA-278495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAIN KILLER C  
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Detailed Report
7918484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918484 NON-EXPEDITED N US-TEVA-278492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918485 NON-EXPEDITED N US-TEVA-278494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918487 NON-EXPEDITED N US-TEVA-278480USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C  

7918488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918488 NON-EXPEDITED N US-TEVA-278453USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
VOMITING  

7918490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918490 NON-EXPEDITED N US-TEVA-278254USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7918492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918492 NON-EXPEDITED N US-TEVA-278454USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN TOPAMAX C  

FOLIC ACID C  

7918496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918496 NON-EXPEDITED N US-TEVA-278396USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  

7918500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918500 NON-EXPEDITED N US-TEVA-278457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918507 NON-EXPEDITED N US-TEVA-278380USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DRUG INEFFECTIVE  
HEADACHE  
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7918537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918537 NON-EXPEDITED N US-TEVA-278478USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918553 NON-EXPEDITED N US-TEVA-278485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7918599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918599 NON-EXPEDITED N US-
BAYER-201016215NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7918604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918604 NON-EXPEDITED Y US-
BAYER-201019198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

7918610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918610 NON-EXPEDITED N US-
BAYER-201036997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER
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Detailed Report
7918611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918611 NON-EXPEDITED N US-
BAYER-201040412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
DYSPAREUNIA  

7918658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918658 NON-EXPEDITED N US-TEVA-278250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918682 NON-EXPEDITED Y OT US-BAYER-2011-034583 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER

VAGINAL HAEMORRHAGE  

7918739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918739 NON-EXPEDITED N US-TEVA-278266USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7918777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918777 NON-EXPEDITED N US-TEVA-278325USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7918840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918840 NON-EXPEDITED N US-TEVA-278463USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL  

7918877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7918877 NON-EXPEDITED N US-TEVA-278359USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7919008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919008 NON-EXPEDITED N US-TEVA-278393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7919014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919014 NON-EXPEDITED N US-TEVA-278416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHINORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7919028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919028 NON-EXPEDITED N US-TEVA-278382USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING TRI-SPRINTEC C  
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Detailed Report
7919030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919030 NON-EXPEDITED Y OT US-BAYER-2011-032717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
OVARIAN CYST  

7919032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919032 NON-EXPEDITED Y OT US-BAYER-2011-032715 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
ARTHRALGIA  
PROCEDURAL PAIN  

7919123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919123 NON-EXPEDITED N US-TEVA-278569USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7919139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919139 NON-EXPEDITED N US-TEVA-278412USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE UNSPECIFIED BIRTH CONTROL C ORAL  

7919148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919148 NON-EXPEDITED Y US-BAYER-2011-027573 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
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Detailed Report
7919149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919149 NON-EXPEDITED Y US-BAYER-2011-027407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7919150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919150 NON-EXPEDITED N US-BAYER-2011-028549 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

7919151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919151 NON-EXPEDITED Y US-BAYER-2011-028245 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7919152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919152 NON-EXPEDITED Y US-BAYER-2011-027544 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7919153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919153 NON-EXPEDITED Y US-BAYER-2011-023667 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

7919157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919157 NON-EXPEDITED N US-BAYER-2011-027527 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
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Detailed Report
7919272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7919272 NON-EXPEDITED N US-TEVA-278371USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CLONAZEPAM C ORAL  
BREAST PAIN  
BREAST SWELLING  
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  
VOMITING  

7938375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7938375 DIRECT N HO,DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ILL-DEFINED DISORDER MIRENA S  
ABDOMINAL DISTENSION  
CHLOASMA  
DEPRESSION  
EMOTIONAL DISORDER  
LETHARGY  
MOOD SWINGS  
NIGHT SWEATS  
POSTPARTUM DEPRESSION  
VAGINAL ODOUR  
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Detailed Report
7942163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2011 7942163 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
PRODUCT QUALITY ISSUE  

7806864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7806864 NON-EXPEDITED N OT US-BAYER-2011-012006 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 17 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

MOTRIN C 600 mg, UNK  

7808945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7808945 NON-EXPEDITED Y HO,OT US-BAYER-2011-012424 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, CONT 747 DAY BAYER
ABDOMINAL PAIN IBUPROFEN C 600 mg, QID  BAYER
DEVICE DISLOCATION VICODIN C 500 mg, QID 10 DAY
PROCEDURAL PAIN  

7825784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7825784 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2011-014110 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ARTHRALGIA  
PARAESTHESIA  
SENSORIMOTOR DISORDER  
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Detailed Report
7854130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7854130 NON-EXPEDITED N US-BAYER-2010-008813 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

7859650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7859650 EXPEDITED (15-DAY) Y LT,OT CO-BAYER-2011-020596 52 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S UNK 1662 DAY BAYER

PROVERA C  
PRIMOSISTON C  

7919637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919637 NON-EXPEDITED N US-
BAYER-201037156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7919639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919639 NON-EXPEDITED Y US-
BAYER-201024364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7919642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919642 NON-EXPEDITED N US-BAYER-2011-023833 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 61 DAY BAYER
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7919643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919643 NON-EXPEDITED N US-BAYER-2011-014350 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 171 DAY BAYER

7919646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919646 NON-EXPEDITED N US-BAYER-2011-004223 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7919647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919647 NON-EXPEDITED Y US-BAYER-2011-002158 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 198 DAY BAYER

7919784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919784 NON-EXPEDITED N OT US-BAYER-2011-032821 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BLIGHTED OVUM  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7919811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919811 NON-EXPEDITED N US-
BAYER-201019101NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA YAZ S ORAL UNK  BAYER
MENSTRUATION DELAYED PLAN B S ORAL 1.5 mg, ONCE  

PLAN B S ORAL 1.5 mg, ONCE 1 DAY
ORTHO TRI CYCLEN S ORAL UNK  
ANTIBIOTICS FOR TOPICAL USE C  
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7919821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919821 NON-EXPEDITED N US-BAYER-2011-027990 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 201 DAY BAYER

7919825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919825 NON-EXPEDITED Y US-BAYER-2011-028541 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

7919827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919827 NON-EXPEDITED N US-BAYER-2011-028553 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 330 DAY BAYER

7919828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919828 NON-EXPEDITED N US-BAYER-2011-030060 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 884 DAY BAYER

7919829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919829 NON-EXPEDITED N US-BAYER-2011-035559 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 216 DAY BAYER

7919830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919830 NON-EXPEDITED N US-BAYER-2011-028248 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
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Detailed Report
7919832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919832 NON-EXPEDITED Y US-BAYER-2011-028232 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

7919847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919847 EXPEDITED (15-DAY) N LT US-BAYER-2011-034648 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7919849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7919849 EXPEDITED (15-DAY) N OT US-BAYER-2011-035719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION YAZ S UNK  BAYER
MENSTRUATION DELAYED LEVONORGESTREL S ORAL UNK 1 DAY

7920044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920044 NON-EXPEDITED Y HO US-BAYER-2011-033000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
DEVICE DISLOCATION  
PAIN  

7920045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920045 NON-EXPEDITED Y OT CA-BAYER-2011-033124 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7920079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920079 NON-EXPEDITED N US-TEVA-278673USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

7920184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920184 NON-EXPEDITED N US-TEVA-278666USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORVASC C ORAL 10 Milligram;  
WATER PILL C ORAL 25 Milligram;  

7920192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920192 NON-EXPEDITED Y OT US-BAYER-2011-033727 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 272 DAY BAYER
PAIN  

7920197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920197 NON-EXPEDITED N OT US-BAYER-2011-033651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7920244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920244 NON-EXPEDITED N US-TEVA-278662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7920312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920312 NON-EXPEDITED N US-TEVA-278660USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7920336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920336 NON-EXPEDITED Y OT US-BAYER-2011-034141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION INDUCED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7920347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920347 NON-EXPEDITED N US-TEVA-278656USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7920369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920369 NON-EXPEDITED N US-TEVA-278650USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7920429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920429 EXPEDITED (15-DAY) Y OT RU-BAYER-2011-034605 54 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE III MIRENA S INTRAUTERINE UNK  BAYER

Page: 5,664 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7920432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920432 NON-EXPEDITED N US-BAYER-2011-027991 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7920443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920443 NON-EXPEDITED N US-TEVA-278646USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ANTIBIOTICS C  
PELVIC PAIN  

7920518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920518 NON-EXPEDITED N US-TEVA-278628USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7920528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920528 NON-EXPEDITED N US-TEVA-278622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7920571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920571 NON-EXPEDITED N US-TEVA-278619USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7920585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920585 NON-EXPEDITED N US-TEVA-278605USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7920606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920606 NON-EXPEDITED N US-TEVA-278609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7920667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920667 NON-EXPEDITED N US-TEVA-278635USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
GASTROENTERITIS VIRAL LITHIUM CARBONATE C  
DIARRHOEA RISPERDAL C  
ABDOMINAL DISCOMFORT  
NAUSEA  

7920682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920682 NON-EXPEDITED N US-TEVA-278604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7920688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920688 NON-EXPEDITED N US-TEVA-278624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7920711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7920711 NON-EXPEDITED N US-TEVA-278572USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
VAGINAL DISCHARGE  

7921478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7921478 NON-EXPEDITED N US-TEVA-278595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7921901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7921901 NON-EXPEDITED N US-TEVA-278590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7921914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2011 7921914 NON-EXPEDITED N US-TEVA-278576USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7814023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7814023 EXPEDITED (15-DAY) N OT US-BAYER-2011-012551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
METRORRHAGIA  

7848070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7848070 NON-EXPEDITED Y HO,OT 260701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC STROKE LOSEASONIQUE S ORAL ORAL  

7860773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7860773 NON-EXPEDITED Y OT US-BAYER-2011-020932 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 30 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7876925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7876925 EXPEDITED (15-DAY) Y DS GB-BAYER-2011-025312 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE  BAYER

PROGESTOGENS C  

7880042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7880042 NON-EXPEDITED N US-TEVA-273789USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED TRAZODONE C  

CITALOPRAM C  
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Detailed Report
7882369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7882369 NON-EXPEDITED N US-TEVA-274006USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7906290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7906290 NON-EXPEDITED N US-TEVA-277199USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7917046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7917046 NON-EXPEDITED N US-TEVA-278146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7918491 NON-EXPEDITED N US-TEVA-278423USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7918796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7918796 NON-EXPEDITED N US-TEVA-278468USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADHD MEDICATION C ORAL  
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Detailed Report
7923760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7923760 EXPEDITED (15-DAY) Y OT FI-BAYER-2011-036187 40 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7923816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7923816 NON-EXPEDITED N US-BAYER-2011-028024 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

7923983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7923983 EXPEDITED (15-DAY) N OT US-BAYER-2011-034742 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION UNSPECIFIED INGREDIENT S  
PATIENT-DEVICE INCOMPATIBILITY XANAX C UNK  
NAUSEA BUSPAR C UNK  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANXIETY  
HEADACHE  
WEIGHT INCREASED  

7924026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924026 NON-EXPEDITED Y OT AT-BAYER-2011-019983 29 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 214 DAY BAYER
ABDOMINAL PAIN LOWER  
MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  
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7924027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924027 NON-EXPEDITED N US-BAYER-2011-032483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

7924055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924055 NON-EXPEDITED N OT US-BAYER-2011-034954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

7924062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924062 NON-EXPEDITED N OT US-BAYER-2011-034810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7924065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924065 NON-EXPEDITED N OT US-BAYER-2011-034712 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
DIZZINESS  
DYSPAREUNIA  
HEADACHE  

7924075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924075 NON-EXPEDITED N OT US-BAYER-2011-034360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGITIS MIRENA S INTRAUTERINE 20 µg, CONT 85 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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7924082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924082 NON-EXPEDITED Y OT US-BAYER-2011-034958 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7924132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924132 NON-EXPEDITED N US-TEVA-278794USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7924168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924168 NON-EXPEDITED N US-BAYER-2011-027917 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

7924169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924169 NON-EXPEDITED Y US-BAYER-2011-022456 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 35 DAY BAYER

7924188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924188 NON-EXPEDITED N OT US-BAYER-2011-034797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

7924221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924221 NON-EXPEDITED N US-TEVA-278790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7924232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924232 NON-EXPEDITED N US-BAYER-2011-023281 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

7924240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924240 NON-EXPEDITED N US-TEVA-278782USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924246 NON-EXPEDITED Y US-BAYER-2010-007282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7924249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924249 NON-EXPEDITED N US-TEVA-278769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924258 NON-EXPEDITED N US-BAYER-2010-006807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

7924355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924355 NON-EXPEDITED Y US-BAYER-2010-009174 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7924432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924432 NON-EXPEDITED N US-TEVA-278715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ERYTHEMA  
PAPULE  

7924494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924494 NON-EXPEDITED N US-TEVA-278801USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924518 NON-EXPEDITED Y US-
BAYER-201017615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7924525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924525 NON-EXPEDITED Y US-
BAYER-201041335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7924587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924587 NON-EXPEDITED N US-TEVA-278798USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7924608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924608 NON-EXPEDITED N US-BAYER-2011-028323 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

7924610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924610 NON-EXPEDITED N US-BAYER-2011-010814 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 357 DAY BAYER

7924611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924611 NON-EXPEDITED Y US-
BAYER-201025773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7924612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924612 NON-EXPEDITED N US-BAYER-2010-006041 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 20 DAY BAYER

MIRENA S  BAYER

7924614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924614 NON-EXPEDITED N US-
BAYER-201028514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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7924617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924617 NON-EXPEDITED Y US-
BAYER-201027770NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

7924620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924620 NON-EXPEDITED Y US-
BAYER-201041128NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

7924622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924622 NON-EXPEDITED N US-BAYER-2011-002565 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 6 DAY BAYER

7924644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924644 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-034750 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S 20 µg, CONT  BAYER
HALLUCINATION, AUDITORY  

7924793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924793 NON-EXPEDITED N US-TEVA-278727USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7924798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924798 NON-EXPEDITED N US-TEVA-278797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924880 NON-EXPEDITED N US-
BAYER-201041272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7924884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924884 NON-EXPEDITED Y US-
BAYER-201031957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7924886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924886 NON-EXPEDITED N US-
BAYER-201015461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7924887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924887 NON-EXPEDITED N US-
BAYER-201015761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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7924894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924894 NON-EXPEDITED N US-TEVA-278754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NECK PAIN  

7924909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924909 NON-EXPEDITED Y US-
BAYER-201024355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7924910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924910 NON-EXPEDITED N US-BAYER-2010-006072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7924911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924911 NON-EXPEDITED N US-BAYER-2011-033628 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 399 DAY BAYER

7924916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924916 NON-EXPEDITED Y US-BAYER-2011-017944 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER
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7924926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7924926 NON-EXPEDITED N US-BAYER-2011-036246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA YAZ S ORAL UNK  BAYER

LEVONORGESTREL S ORAL 1.5 mg, NA  

7925353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925353 NON-EXPEDITED N US-TEVA-278961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7925384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925384 NON-EXPEDITED N US-TEVA-278713USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7925448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925448 NON-EXPEDITED N US-TEVA-278766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7925471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925471 NON-EXPEDITED N US-TEVA-278951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7925512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925512 NON-EXPEDITED N US-TEVA-278955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7925556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925556 NON-EXPEDITED Y US-
BAYER-201041067NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7925558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2011 7925558 NON-EXPEDITED Y US-
BAYER-201026569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7805318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7805318 NON-EXPEDITED Y OT US-BAYER-2011-011860 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
CERVICAL CYST  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  
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Detailed Report
7807208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7807208 NON-EXPEDITED N OT US-BAYER-2011-012569 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT 502 DAY BAYER

ABDOMINAL PAIN  

7814062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7814062 NON-EXPEDITED N OT US-BAYER-2011-012623 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
DEVICE EXPULSION  

7881062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7881062 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-026599 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSKINESIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
SYNCOPE CLONIDINE TRANSDERMAL

SYSTEM
C UNK  

7917034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7917034 NON-EXPEDITED N US-TEVA-278151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,681 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7918849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7918849 NON-EXPEDITED N US-TEVA-278459USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

7920597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7920597 NON-EXPEDITED N US-TEVA-278594USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927422 NON-EXPEDITED N US-
BAYER-201041082NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

7927436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927436 NON-EXPEDITED N US-TEVA-278926USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HYPOTHYROIDISM MEDICATION C  

7927456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927456 NON-EXPEDITED Y US-BAYER-2011-033089 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
7927457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927457 NON-EXPEDITED N US-BAYER-2011-029982 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

7927458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927458 NON-EXPEDITED N US-BAYER-2011-029075 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

7927460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927460 EXPEDITED (15-DAY) N OT BR-BAYER-2011-035591 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7927461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927461 NON-EXPEDITED N US-BAYER-2011-028895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ACNE  
VAGINAL HAEMORRHAGE  

7927466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927466 NON-EXPEDITED N US-TEVA-278923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7927483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927483 NON-EXPEDITED N US-TEVA-278917USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7927523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927523 NON-EXPEDITED N US-
BAYER-201015068NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
INCREASED APPETITE  
MEDICAL DEVICE COMPLICATION  
WEIGHT INCREASED  

7927524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927524 NON-EXPEDITED N US-
BAYER-201015530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  
VOMITING  

7927534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927534 NON-EXPEDITED N US-TEVA-279013USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FEXOFENADINE C ORAL  
AMOXICILLIN C ORAL 500 Milligram;  
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Detailed Report
7927539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927539 NON-EXPEDITED N US-TEVA-279017USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927559 NON-EXPEDITED N US-TEVA-278991USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927572 NON-EXPEDITED N US-TEVA-278965USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927590 NON-EXPEDITED N US-TEVA-278959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927664 NON-EXPEDITED N US-BAYER-2011-036311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7927679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927679 NON-EXPEDITED N US-TEVA-278930USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7927803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927803 NON-EXPEDITED N US-TEVA-278920USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927830 NON-EXPEDITED N OT US-PFIZER
INC-2010067408

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA DEPO-PROVERA S UNK  PFIZER
METRORRHAGIA LEVONORGESTREL S ORAL 1.5 mg, 1x/day 1 DAY

7927883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927883 NON-EXPEDITED N US-PFIZER
INC-2010060300

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA DEPO-PROVERA S UNK  PFIZER

PLAN B S ORAL 1.5 mg, single (1 in 1
Day)

1 DAY

7927885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927885 NON-EXPEDITED N OT US-PFIZER
INC-2010067436

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA DEPO-PROVERA S UNK  PFIZER
METRORRHAGIA PLAN B S ORAL 1.5 mg, 1x/day 1 DAY

7927915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927915 NON-EXPEDITED N US-TEVA-279058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7927925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927925 NON-EXPEDITED N US-TEVA-279048USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7927929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927929 NON-EXPEDITED Y US-
BAYER-201024984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 147 DAY BAYER

7927931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927931 NON-EXPEDITED N US-
BAYER-201041265NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7927941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927941 NON-EXPEDITED N US-BAYER-2011-002227 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

7927942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7927942 NON-EXPEDITED Y US-
BAYER-201041061NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7928024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928024 NON-EXPEDITED N US-TEVA-279039USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7928032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928032 NON-EXPEDITED N US-BAYER-2011-034377 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 72 DAY BAYER

7928045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928045 NON-EXPEDITED N US-TEVA-279026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7928050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928050 NON-EXPEDITED N US-TEVA-279036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7928068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928068 NON-EXPEDITED N US-
BAYER-201015765NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
7928071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928071 NON-EXPEDITED Y US-
BAYER-201032950NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

7928072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928072 NON-EXPEDITED Y US-
BAYER-201039015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7928073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928073 NON-EXPEDITED N US-
BAYER-201028061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 641 DAY BAYER

7928074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928074 NON-EXPEDITED Y US-
BAYER-201041091NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

7928080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928080 NON-EXPEDITED N US-BAYER-2011-001111 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 251 DAY BAYER
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Detailed Report
7928081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928081 NON-EXPEDITED N US-BAYER-2010-008573 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 213 DAY BAYER

7928085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928085 NON-EXPEDITED N US-BAYER-2011-018490 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

7928089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928089 NON-EXPEDITED N US-TEVA-279044USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7928259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928259 NON-EXPEDITED N US-TEVA-279065USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7928316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928316 NON-EXPEDITED N US-TEVA-279062USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
7928343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928343 NON-EXPEDITED N US-
BAYER-201025048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIRSUTISM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7928346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928346 NON-EXPEDITED N US-
BAYER-201015243NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  

7928350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928350 NON-EXPEDITED N US-
BAYER-201021485NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

7928352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928352 NON-EXPEDITED N US-
BAYER-201015466NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7928353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928353 NON-EXPEDITED Y US-
BAYER-201021337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
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Detailed Report
7928363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928363 NON-EXPEDITED Y US-
BAYER-201041220NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

MIRENA S  BAYER

7928368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928368 NON-EXPEDITED Y US-
BAYER-201040613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7928370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928370 NON-EXPEDITED N US-
BAYER-201031790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 118 DAY BAYER

7928374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928374 NON-EXPEDITED N US-TEVA-279060USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7928381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928381 NON-EXPEDITED Y US-BAYER-2011-029063 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER
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Detailed Report
7928465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928465 NON-EXPEDITED N US-TEVA-279054USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7928910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928910 NON-EXPEDITED Y US-BAYER-2011-029323 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
DECREASED APPETITE  
HEADACHE  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
UTERINE DISORDER  

7928922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928922 NON-EXPEDITED Y OT US-
BAYER-201040706NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

7928925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 7928925 NON-EXPEDITED N US-BAYER-2011-012584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
MUSCLE SPASMS  
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Detailed Report
7890631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7890631 NON-EXPEDITED N US-TEVA-275127USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
MUSCLE STRAIN  
NAUSEA  

7924114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7924114 NON-EXPEDITED N US-TEVA-278796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7924904 NON-EXPEDITED N US-TEVA-278738USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  
NAUSEA  

7929317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929317 NON-EXPEDITED N US-
BAYER-201015726NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
CYSTITIS  
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Detailed Report
7929336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929336 NON-EXPEDITED N US-TEVA-279187USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929350 NON-EXPEDITED N US-TEVA-279233USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929362 NON-EXPEDITED N US-TEVA-279533USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929372 NON-EXPEDITED N US-TEVA-279453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929377 NON-EXPEDITED N US-TEVA-279351USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929409 NON-EXPEDITED N US-TEVA-279317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
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Detailed Report
7929513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929513 NON-EXPEDITED N US-TEVA-279300USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929534 NON-EXPEDITED N US-TEVA-279263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929569 NON-EXPEDITED N US-TEVA-279430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929717 NON-EXPEDITED N US-TEVA-279534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7929837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929837 NON-EXPEDITED N US-TEVA-279064USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE LOW-OGESTREL S  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
7929877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929877 NON-EXPEDITED Y US-
BAYER-201015833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GINGIVAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7929879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929879 NON-EXPEDITED N US-TEVA-279426USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7929890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929890 NON-EXPEDITED N US-BAYER-2011-020172 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 75 DAY BAYER

7929906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929906 NON-EXPEDITED N HO US-BAYER-2011-037578 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER
ABDOMINAL PAIN LOWER  
CHILLS  
PYREXIA  
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Detailed Report
7929965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7929965 NON-EXPEDITED N US-TEVA-279394USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7930110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930110 NON-EXPEDITED N US-TEVA-279288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED LOSEASONIQUE C ORAL  

7930133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930133 NON-EXPEDITED N US-TEVA-279499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930188 NON-EXPEDITED N US-TEVA-279520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7930208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930208 NON-EXPEDITED N US-TEVA-279511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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7930218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930218 NON-EXPEDITED N US-TEVA-279455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930264 NON-EXPEDITED N US-TEVA-279467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  
HEADACHE  
NAUSEA  

7930272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930272 NON-EXPEDITED N US-TEVA-279549USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930320 NON-EXPEDITED N US-TEVA-279532USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS GENERIC BIRTH CONTROL PILL C ORAL  
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7930432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930432 NON-EXPEDITED N US-TEVA-279424USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7930434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930434 NON-EXPEDITED N US-
BAYER-201014112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7930440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930440 NON-EXPEDITED N US-TEVA-279530USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN HYDROXYZINE C 25 Milligram;  

ACYCLOVIR C 800 Milligram;  

7930450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930450 NON-EXPEDITED N US-TEVA-279388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930464 NON-EXPEDITED N US-TEVA-279525USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
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7930523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7930523 NON-EXPEDITED N US-TEVA-279832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7944596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2011 7944596 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S  BAYER

7880043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7880043 NON-EXPEDITED N US-TEVA-273817USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LEVOTHYROXINE SODIUM C  
MENSTRUATION IRREGULAR VITAMINS NOS C  

7918489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7918489 NON-EXPEDITED N US-TEVA-278470USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7924846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7924846 NON-EXPEDITED N US-TEVA-278772USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7928199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7928199 NON-EXPEDITED N US-TEVA-279051USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7931051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931051 NON-EXPEDITED N US-TEVA-280053USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7931062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931062 NON-EXPEDITED N US-TEVA-280070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931086 NON-EXPEDITED N US-TEVA-280080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931095 NON-EXPEDITED N US-TEVA-280092USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931116 NON-EXPEDITED N US-TEVA-280112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931252 NON-EXPEDITED N US-TEVA-279869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7931260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931260 NON-EXPEDITED N US-TEVA-279892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931275 NON-EXPEDITED N US-TEVA-279903USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931298 NON-EXPEDITED N US-TEVA-279838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931315 NON-EXPEDITED N US-TEVA-279907USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931366 NON-EXPEDITED N US-TEVA-279939USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MOTRIN C  

7931417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931417 NON-EXPEDITED N US-TEVA-280041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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7931459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931459 NON-EXPEDITED N US-TEVA-280102USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7931479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931479 NON-EXPEDITED N US-
BAYER-201019301NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

7931530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931530 NON-EXPEDITED N US-TEVA-280203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN CELEXA C  

7931574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931574 NON-EXPEDITED N US-BAYER-2011-024237 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7931670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931670 NON-EXPEDITED N US-TEVA-279771USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE ORTHO TRI CYCLEN C  
ABDOMINAL PAIN  
BREAST PAIN  
DIZZINESS  
VOMITING  
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7931722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931722 NON-EXPEDITED N US-TEVA-279474USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS METADATE CD C  

7931771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7931771 NON-EXPEDITED N US-TEVA-279486USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7949013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2011 7949013 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S 14 MTH
BACTERIAL INFECTION  
MENORRHAGIA  

6556725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 6556725 NON-EXPEDITED Y OT US-
BAYER-200813807NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg, CONT 1004 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 1260 DAY BAYER
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7026560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7026560 EXPEDITED (15-DAY) N HO US-
BAYER-200923334NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE CELEXA C UNKNOWN 20 mg (Daily Dose), QD,

unknown
 

INJURY ADIPEX-P C UNKNOWN BID  
EMOTIONAL DISTRESS NUBAIN C INTRAVENOUS  

FENTANYL C INTRAVENOUS EVERY 10 MIN  
DEMEROL C INTRAVENOUS 1 DAY
SCOPOLAMINE C TOPICAL  
BETAMETHASONE
DIPROPIONATE
\BETAMETHASONE SODIUM
PHOSPHATE

C UNKNOWN  

LORATADINE C  
BETAMETHASONE
DIPROPIONATE
\BETAMETHASONE SODIUM
PHOSPHATE

C UNKNOWN  

7075373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7075373 NON-EXPEDITED Y HO US-
BAYER-200928550NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

DEVICE EXPULSION ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  
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7673631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7673631 EXPEDITED (15-DAY) N OT BR-
BAYER-201020809LA

33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
DEVICE DIFFICULT TO USE  
PAIN  
PRURITUS GENERALISED  
PYREXIA  
SYNCOPE  
URTICARIA  
VAGINAL HAEMORRHAGE  

7825835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7825835 NON-EXPEDITED N OT US-BAYER-2011-013906 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

7840517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7840517 NON-EXPEDITED N HO US-BAYER-2011-018883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S Daily dose 20 µg 772 DAY BAYER
VAGINAL HAEMORRHAGE  
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7852544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7852544 NON-EXPEDITED N OT US-BAYER-2011-020843 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
DEVICE DISLOCATION  

7884784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7884784 NON-EXPEDITED Y US-BAYER-2011-026150 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  

7898736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7898736 EXPEDITED (15-DAY) N HO BR-BAYER-2011-029199 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST PAIN  

7907028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7907028 NON-EXPEDITED N US-TEVA-277296USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7913327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7913327 NON-EXPEDITED N US-TEVA-277867USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7928787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7928787 NON-EXPEDITED N US-TEVA-278933USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7930046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7930046 NON-EXPEDITED N US-TEVA-279785USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FUNGAL INFECTION  

7932711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932711 NON-EXPEDITED N US-TEVA-279993USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7932718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932718 NON-EXPEDITED N US-TEVA-280216USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932719 NON-EXPEDITED N US-TEVA-280222USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7932724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932724 NON-EXPEDITED N US-TEVA-280244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932735 NON-EXPEDITED N US-TEVA-280278USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

7932739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932739 NON-EXPEDITED N US-TEVA-280303USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932756 NON-EXPEDITED N US-TEVA-280322USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932761 NON-EXPEDITED N US-TEVA-280335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7932766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932766 NON-EXPEDITED N US-TEVA-280283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7932775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932775 NON-EXPEDITED N US-TEVA-280273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932792 NON-EXPEDITED Y US-BAYER-2011-029549 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7932799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932799 NON-EXPEDITED Y US-BAYER-2011-021308 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 532 DAY BAYER

7932830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932830 NON-EXPEDITED N US-BAYER-2011-019345 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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7932845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932845 NON-EXPEDITED N US-BAYER-2011-021172 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER

7932848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932848 NON-EXPEDITED Y US-BAYER-2011-021177 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 211 DAY BAYER

7932850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932850 NON-EXPEDITED N US-TEVA-280253USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7932860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932860 NON-EXPEDITED N US-
BAYER-201040117NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 80 DAY BAYER

MIRENA S 20 µg/d, CONT 29 DAY BAYER

7932863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932863 NON-EXPEDITED N US-BAYER-2011-030006 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
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Detailed Report
7932873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932873 NON-EXPEDITED Y US-BAYER-2011-019550 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER

7932889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932889 NON-EXPEDITED Y US-
BAYER-201019230NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 304 DAY BAYER

7932890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932890 NON-EXPEDITED N US-BAYER-2011-018487 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7932895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932895 NON-EXPEDITED N US-BAYER-2011-019236 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7932902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932902 NON-EXPEDITED N US-
BAYER-201014373NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER
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Detailed Report
7932924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932924 NON-EXPEDITED N US-TEVA-280223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7932928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932928 NON-EXPEDITED N US-BAYER-2011-035797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S UNK  BAYER
BLOOD PRESSURE INCREASED  
DIARRHOEA  
ECZEMA  
HAEMORRHOIDS  
LIBIDO DECREASED  
NAUSEA  
VOMITING  
WEIGHT INCREASED  

7932943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932943 NON-EXPEDITED N US-BAYER-2011-036903 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 438 DAY BAYER

7932958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932958 NON-EXPEDITED N US-BAYER-2011-018872 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7932972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932972 NON-EXPEDITED Y OT DE-BAYER-2011-000304 33 YR Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE UNK 189 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

7932974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932974 NON-EXPEDITED N US-BAYER-2010-007276 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 180 DAY BAYER

7932975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932975 NON-EXPEDITED N US-BAYER-2010-006828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

7932976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7932976 NON-EXPEDITED Y US-BAYER-2010-006927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7933020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933020 NON-EXPEDITED N US-
BAYER-201015216NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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Detailed Report
7933021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933021 NON-EXPEDITED Y US-
BAYER-201017270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 56 DAY BAYER

7933023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933023 NON-EXPEDITED N US-
BAYER-201015865NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7933035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933035 NON-EXPEDITED N US-
BAYER-201016236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 424 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933041 NON-EXPEDITED N US-
BAYER-201015770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
7933069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933069 NON-EXPEDITED Y OT US-BAYER-2011-036913 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7933074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933074 NON-EXPEDITED Y US-BAYER-2011-033629 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER
DYSMENORRHOEA  
MUSCLE SPASMS  

7933081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933081 NON-EXPEDITED N US-BAYER-2011-021344 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7933092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933092 NON-EXPEDITED N US-
BAYER-201015627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE CERVIX STENOSIS  
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Detailed Report
7933115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933115 NON-EXPEDITED Y US-BAYER-2011-018422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933133 NON-EXPEDITED Y US-BAYER-2011-022415 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

7933156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933156 NON-EXPEDITED N US-BAYER-2011-036422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
COITAL BLEEDING  
INJURY  
MENSTRUATION IRREGULAR  
SWELLING  
UNEVALUABLE EVENT  
UTERINE PAIN  
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Detailed Report
7933178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933178 EXPEDITED (15-DAY) N OT CA-
BAYER-201014518NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
120 DAY BAYER

ACNE  
BACK PAIN  
BREAST CANCER  
BREAST MASS  
BREAST PAIN  
DYSPAREUNIA  
LIBIDO DECREASED  
MIGRAINE  
NAUSEA  
ORAL HERPES  
PAIN  
VAGINAL HAEMORRHAGE  

7933205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933205 NON-EXPEDITED N US-TEVA-280219USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7933258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933258 NON-EXPEDITED N US-BAYER-2010-007239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL DISCOMFORT  
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Detailed Report
7933273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933273 NON-EXPEDITED N US-
BAYER-201040477NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933300 NON-EXPEDITED N US-
BAYER-201028368NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN YASMIN S ORAL  BAYER
HEADACHE PLAN B S ONE-STEP 1 DAY
NAUSEA  

7933303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933303 NON-EXPEDITED N US-
BAYER-201015488NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 729 DAY BAYER

7933314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933314 NON-EXPEDITED N US-
BAYER-201015849NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  
BACK PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7933330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933330 NON-EXPEDITED Y US-BAYER-2011-021153 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

7933331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933331 NON-EXPEDITED Y US-BAYER-2011-021314 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933332 NON-EXPEDITED Y US-BAYER-2011-021112 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

7933334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933334 NON-EXPEDITED Y US-BAYER-2011-021676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 241 DAY BAYER

MIRENA S  BAYER

7933335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933335 NON-EXPEDITED N US-BAYER-2011-021284 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 338 DAY BAYER

7933345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933345 NON-EXPEDITED Y US-BAYER-2011-021099 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
7933348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933348 NON-EXPEDITED N US-BAYER-2011-021713 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7933349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933349 NON-EXPEDITED N US-BAYER-2011-021674 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER

7933352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933352 NON-EXPEDITED N US-BAYER-2011-021361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

7933353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933353 NON-EXPEDITED N US-BAYER-2011-028772 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933369 NON-EXPEDITED N US-TEVA-280252USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN EFFEXOR C  
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Detailed Report
7933386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933386 NON-EXPEDITED Y US-BAYER-2011-029758 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7933448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933448 NON-EXPEDITED Y US-BAYER-2011-020839 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

7933463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933463 NON-EXPEDITED Y OT US-BAYER-2011-036915 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

7933470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933470 NON-EXPEDITED N US-BAYER-2011-021156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933476 NON-EXPEDITED N US-TEVA-280380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7933478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933478 NON-EXPEDITED N US-BAYER-2011-029088 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
7933524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933524 EXPEDITED (15-DAY) N OT US-BAYER-2011-036907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEAR OF DEATH MIRENA S  BAYER
ANXIETY  
CARDIAC DISORDER  
DEPRESSION  
MALAISE  
MOOD SWINGS  
PALPITATIONS  
POST-TRAUMATIC STRESS DISORDER  
PROCEDURAL PAIN  

7933554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933554 NON-EXPEDITED N OT US-BAYER-2011-036909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
MENORRHAGIA  

7933567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933567 NON-EXPEDITED Y US-
BAYER-201039016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7933685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933685 NON-EXPEDITED N US-
BAYER-201015776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
BACK PAIN  
MIGRAINE  
MOOD ALTERED  
NAUSEA  

7933690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933690 NON-EXPEDITED N US-
BAYER-201013754NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING NEXIUM C  
AMENORRHOEA MECLIZINE C  

7933819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933819 NON-EXPEDITED N US-TEVA-280177USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7933841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933841 NON-EXPEDITED Y US-
BAYER-201015218NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 2 DAY BAYER

7933843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933843 NON-EXPEDITED Y US-
BAYER-201015839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7933844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7933844 NON-EXPEDITED N US-
BAYER-201015848NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7934025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7934025 EXPEDITED (15-DAY) N OT US-
WATSON-2011-06000

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM LEVONORGESTREL S ORAL took both tablets at the

same time
 WATSON

ABDOMINAL DISTENSION  
DYSMENORRHOEA  
HORMONE LEVEL ABNORMAL  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

Maternal exposure during pregnancy  
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Detailed Report
7934110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7934110 NON-EXPEDITED Y US-BAYER-2011-022471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER
DEVICE DISLOCATION  

7934111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7934111 NON-EXPEDITED Y US-BAYER-2011-021746 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 27 DAY BAYER

7950042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2011 7950042 DIRECT N LT,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S  
ABDOMINAL PAIN UPPER  
DYSURIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SWELLING  

7736820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7736820 NON-EXPEDITED N OT US-BAYER-2010-006083 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 20 µg, CONT 725 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7857370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7857370 EXPEDITED (15-DAY) N DS,OT US-BAYER-2011-020605 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S UNK  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
DEPRESSION  
FATIGUE  
MOOD SWINGS  

7866556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7866556 NON-EXPEDITED Y HO FR-BAYER-2011-022902 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALPINGITIS MIRENA S INTRAUTERINE 20 µg, CONT 376 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
BACK PAIN  
PELVIC PAIN  
PYREXIA  

7934567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934567 NON-EXPEDITED N US-TEVA-280420USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7934574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934574 NON-EXPEDITED N US-TEVA-280419USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DAILY VITAMINS C  
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Detailed Report
7934585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934585 NON-EXPEDITED N US-TEVA-280401USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
VOMITING  

7934595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934595 NON-EXPEDITED N US-TEVA-280400USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  

7934699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934699 NON-EXPEDITED N US-TEVA-280398USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7934797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934797 NON-EXPEDITED N US-
BAYER-201015779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,729 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7934805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934805 NON-EXPEDITED N US-
BAYER-201015784NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 µg/d, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  

7934827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934827 NON-EXPEDITED N US-
BAYER-201040753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7934852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934852 NON-EXPEDITED Y US-BAYER-2011-028818 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 2 DAY BAYER

7934865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934865 NON-EXPEDITED N US-
BAYER-201016458NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7934901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934901 EXPEDITED (15-DAY) N HO US-BAYER-2011-036756 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7934930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934930 NON-EXPEDITED Y US-BAYER-2011-036910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

7934945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934945 EXPEDITED (15-DAY) Y DS GB-BAYER-2011-037542 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
EYE IRRITATION  
VISUAL IMPAIRMENT  

7934953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934953 EXPEDITED (15-DAY) N OT US-BAYER-2011-036912 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7934977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934977 NON-EXPEDITED N US-
BAYER-201015782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
ADNEXA UTERI PAIN  
ALOPECIA  
INSOMNIA  
NAUSEA  
PELVIC PAIN  
VISION BLURRED  
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Detailed Report
7934981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934981 EXPEDITED (15-DAY) Y OT US-BAYER-2011-036797 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDE ATTEMPT MIRENA S INTRAUTERINE 20 µg, CONT 464 DAY BAYER
ABNORMAL BEHAVIOUR CYMBALTA C  

FEXOFENADINE C  
OMEPRAZOLE C  
ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  

GLUCOSAMINE C  
CHONDROITIN SULFATE C  
PHENAZOPYRIDINE
HYDROCHLORIDE

C  

CIPROFLOXACIN C  

7934982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934982 NON-EXPEDITED N US-
BAYER-201015238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
RASH  

7934988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934988 NON-EXPEDITED N US-
BAYER-201039014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7934989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934989 NON-EXPEDITED N US-BAYER-2011-022450 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

7934990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934990 NON-EXPEDITED Y US-BAYER-2011-022026 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

7934991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934991 NON-EXPEDITED Y US-BAYER-2011-026914 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7934992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934992 NON-EXPEDITED N US-BAYER-2011-023476 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 209 DAY BAYER

7934993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934993 NON-EXPEDITED Y US-BAYER-2011-028774 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7934994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934994 NON-EXPEDITED N US-BAYER-2011-022850 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
7934995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934995 NON-EXPEDITED N US-
BAYER-201040610NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST RUPTURED  
PELVIC PAIN  

7934999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7934999 NON-EXPEDITED N US-BAYER-2011-023497 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

7935002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935002 NON-EXPEDITED N US-BAYER-2011-037222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK 865 DAY BAYER

7935026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935026 NON-EXPEDITED N US-TEVA-280376USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

7935070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935070 NON-EXPEDITED N US-BAYER-2011-023629 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

Page: 5,734 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7935071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935071 NON-EXPEDITED Y US-BAYER-2011-023439 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7935082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935082 NON-EXPEDITED N US-BAYER-2011-023277 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 456 DAY BAYER

7935087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935087 NON-EXPEDITED N US-BAYER-2011-023496 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

7935093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935093 NON-EXPEDITED N US-TEVA-280375USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7935187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935187 NON-EXPEDITED N US-TEVA-280374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
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Detailed Report
7935269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935269 NON-EXPEDITED N US-
BAYER-201015853NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER
GENITAL HAEMORRHAGE  

7935342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935342 NON-EXPEDITED N US-TEVA-280421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7935347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935347 NON-EXPEDITED N US-TEVA-280370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7935635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935635 NON-EXPEDITED N US-TEVA-280418USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7935977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7935977 NON-EXPEDITED N US-TEVA-280662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7936212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936212 NON-EXPEDITED N US-TEVA-280402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7936358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936358 NON-EXPEDITED N US-TEVA-280382USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7936401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936401 NON-EXPEDITED N US-
BAYER-201040388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HYPERTONUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7936447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936447 NON-EXPEDITED N US-TEVA-280383USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
HEADACHE  

7936543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936543 NON-EXPEDITED N US-TEVA-280399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,737 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7936816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936816 NON-EXPEDITED N US-BAYER-2011-039173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 170 DAY BAYER
GENITAL HAEMORRHAGE  

7936842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7936842 NON-EXPEDITED N OT US-BAYER-2011-036906 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 171 DAY BAYER
DEVICE DISLOCATION  

7937247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937247 NON-EXPEDITED N US-TEVA-280658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7937256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937256 NON-EXPEDITED N US-TEVA-280670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7937264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937264 NON-EXPEDITED N US-TEVA-280675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7937314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937314 NON-EXPEDITED N US-TEVA-280423USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7937332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937332 NON-EXPEDITED N US-TEVA-280590USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR NEURONTIN C  
ABDOMINAL PAIN LOWER  

7937364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937364 NON-EXPEDITED N US-TEVA-280695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7937367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2011 7937367 NON-EXPEDITED N US-TEVA-280690USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
7855690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7855690 NON-EXPEDITED N OT US-BAYER-2011-020661 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 123 DAY BAYER

RUPTURED ECTOPIC PREGNANCY  

7876938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7876938 EXPEDITED (15-DAY) Y HO,LT CA-BAYER-2011-024618 46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE UNK  BAYER
ACTINOMYCES TEST POSITIVE  
BACTEROIDES TEST POSITIVE  
PEPTOSTREPTOCOCCUS TEST POSITIVE  

7877204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7877204 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-024511 15 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  

7916065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7916065 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-032423 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 69 DAY BAYER
DEVICE DISLOCATION  
GASTRIC PERFORATION  
PROCEDURAL PAIN  
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Detailed Report
7931822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7931822 NON-EXPEDITED N US-TEVA-279806USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ABILIFY C  
TRAZODONE HYDROCHLORIDE C  
SONATA C  

7937759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937759 NON-EXPEDITED N US-TEVA-280653USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C ORAL  

7937791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937791 NON-EXPEDITED N US-TEVA-280709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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7937859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937859 EXPEDITED (15-DAY) N OT US-BAYER-2011-036745 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
DEHYDRATION  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  
SHOCK HAEMORRHAGIC  
SPEECH DISORDER  

7937878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937878 NON-EXPEDITED N US-TEVA-280705USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7937885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937885 NON-EXPEDITED N US-
BAYER-201015858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

7937887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937887 NON-EXPEDITED N US-
BAYER-201015796NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7937901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7937901 NON-EXPEDITED N US-BAYER-2011-024948 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

7938010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938010 NON-EXPEDITED N US-
BAYER-201016290NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 11 DAY BAYER
ABDOMINAL PAIN  

7938013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938013 NON-EXPEDITED N US-BAYER-2011-024819 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 217 DAY BAYER

7938014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938014 NON-EXPEDITED N US-BAYER-2011-024231 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7938015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938015 NON-EXPEDITED Y US-
BAYER-201026924NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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7938016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938016 NON-EXPEDITED Y US-BAYER-2011-023783 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7938053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938053 NON-EXPEDITED Y US-BAYER-2011-024369 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

7938055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938055 NON-EXPEDITED Y US-
BAYER-201040147NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7938089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938089 NON-EXPEDITED N US-TEVA-280631USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C ORAL  
ORTHO TRI CYCLEN C  

7938176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938176 NON-EXPEDITED N US-TEVA-280629USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7938260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938260 NON-EXPEDITED N US-TEVA-280706USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7938263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938263 NON-EXPEDITED N US-TEVA-280698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7938265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938265 NON-EXPEDITED N US-TEVA-280701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7938268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938268 NON-EXPEDITED N US-TEVA-280702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7938277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938277 NON-EXPEDITED N US-TEVA-280699USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHILLS  
COUGH  
FATIGUE  
HEADACHE  
NAUSEA  
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Detailed Report
7938316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938316 NON-EXPEDITED Y US-BAYER-2011-024474 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MUSCLE SPASMS  

7938317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938317 NON-EXPEDITED Y US-
BAYER-201015856NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7938321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938321 NON-EXPEDITED N US-
BAYER-201015851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7938322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938322 NON-EXPEDITED N US-
BAYER-201040604NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7938328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938328 NON-EXPEDITED Y OT US-BAYER-2011-036904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7938353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938353 NON-EXPEDITED N US-BAYER-2011-025662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 119 DAY BAYER

7938384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938384 NON-EXPEDITED N US-TEVA-280613USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA TRI-SPRINTEC C  

ERYTHROMYCIN C  

7938520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938520 EXPEDITED (15-DAY) N OT US-TEVA-280634USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7938521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938521 NON-EXPEDITED N US-TEVA-280713USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7938621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938621 NON-EXPEDITED N US-TEVA-280636USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7938688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938688 NON-EXPEDITED N US-
BAYER-201015837NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

7938689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938689 EXPEDITED (15-DAY) N OT US-BAYER-2011-037227 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE SITE REACTION MIRENA S INTRAUTERINE UNK, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

7938692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938692 NON-EXPEDITED N US-
BAYER-201016617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
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7938700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938700 NON-EXPEDITED N OT US-BAYER-2011-037413 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg, CONT 472 DAY BAYER
DEVICE EXPULSION  
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7938783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7938783 NON-EXPEDITED N US-TEVA-280580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

7939125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7939125 NON-EXPEDITED N US-TEVA-280876USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7939190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7939190 NON-EXPEDITED N US-TEVA-280882USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSKINESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
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7939210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7939210 NON-EXPEDITED N US-TEVA-280881USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7939239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7939239 NON-EXPEDITED N US-TEVA-280883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2011 7947956 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM AVIANE S ORAL PILL DAILY PO  BARR
HYPERTENSION LABETALOL C  
MULTIPLE SCLEROSIS COPAXONE C  

7511337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7511337 NON-EXPEDITED Y OT FR-
JNJFOC-20100706778

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE REMICADE S INTRAVENOUS  
Maternal exposure before pregnancy REMICADE S INTRAVENOUS  

ISONIAZID\RIFAMPIN S ORAL  
NORDETTE S ORAL  

Page: 5,750 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7845602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7845602 NON-EXPEDITED Y OT NO-BAYER-2011-015746 38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE BREAKAGE  
PROCEDURAL PAIN  

7916944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7916944 NON-EXPEDITED N OT US-BAYER-2011-015974 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DYSMENORRHOEA  
MENORRHAGIA  
METRORRHAGIA  
OEDEMA PERIPHERAL  
OVARIAN CYST RUPTURED  

7936797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7936797 NON-EXPEDITED N US-TEVA-280372USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED SYNTHROID C  

7939492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7939492 NON-EXPEDITED N US-
BAYER-201015729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7939493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7939493 NON-EXPEDITED N US-
BAYER-201015864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
NAUSEA  

7939500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7939500 NON-EXPEDITED N US-
BAYER-201016241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7939509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7939509 NON-EXPEDITED N US-TEVA-280785USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
VOMITING  

7939567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7939567 NON-EXPEDITED N US-TEVA-280753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940065 NON-EXPEDITED N US-TEVA-280766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7940086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940086 NON-EXPEDITED N US-TEVA-280769USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940167 NON-EXPEDITED N US-TEVA-280788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940191 NON-EXPEDITED Y OT US-BAYER-2011-019791 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

7940192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940192 NON-EXPEDITED Y US-BAYER-2011-024644 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7940193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940193 NON-EXPEDITED Y US-BAYER-2011-024914 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7940195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940195 NON-EXPEDITED Y US-BAYER-2011-024529 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 421 DAY BAYER
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Detailed Report
7940271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940271 NON-EXPEDITED N US-TEVA-280862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940299 NON-EXPEDITED N US-TEVA-280823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

7940305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940305 NON-EXPEDITED N US-TEVA-280865USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940335 NON-EXPEDITED N US-TEVA-280834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940344 NON-EXPEDITED N US-TEVA-280826USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7940347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940347 NON-EXPEDITED N US-TEVA-280824USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
PELVIC PAIN  

7940386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940386 NON-EXPEDITED N US-TEVA-280786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940419 NON-EXPEDITED N US-TEVA-280768USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7940421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940421 EXPEDITED (15-DAY) N OT CA-BAYER-2011-020835 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S UNK 72 DAY BAYER
BEDRIDDEN  

7940445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940445 NON-EXPEDITED N US-TEVA-280837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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7940457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940457 NON-EXPEDITED Y US-BAYER-2011-024663 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

7940458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940458 NON-EXPEDITED N US-BAYER-2011-025605 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

7940459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940459 NON-EXPEDITED Y US-BAYER-2011-024538 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 662 DAY BAYER

7940460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940460 NON-EXPEDITED N US-BAYER-2011-024621 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7940617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940617 NON-EXPEDITED N US-TEVA-280836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVOXYL C ORAL 35 Microgram;  

7940711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940711 NON-EXPEDITED N US-TEVA-280793USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
7940756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940756 NON-EXPEDITED N US-TEVA-240415USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ZOLOFT C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

VICODIN C  

7940763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940763 NON-EXPEDITED N US-TEVA-244112USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MENSTRUATION IRREGULAR  

7940857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940857 NON-EXPEDITED N US-TEVA-281017USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA YAZ B-FOLATE C ORAL  

SOLODYN C ORAL  

7940909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940909 NON-EXPEDITED N US-TEVA-281042USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS BIRTH CONTROL PILL C ORAL  
ABDOMINAL PAIN UPPER  
HEADACHE  
NAUSEA  
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Detailed Report
7940934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940934 NON-EXPEDITED N US-
BAYER-201015061NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
FEELING ABNORMAL  
PAIN IN EXTREMITY  
SENSATION OF HEAVINESS  

7940943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940943 NON-EXPEDITED N US-
BAYER-201015672NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

7940954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7940954 NON-EXPEDITED N US-TEVA-281012USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BUPROPION C  

7941013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7941013 NON-EXPEDITED Y US-BAYER-2011-026489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 88 DAY BAYER
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Detailed Report
7941014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7941014 NON-EXPEDITED Y HO,OT CA-BAYER-2011-013551 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE  BAYER
CHILLS  
MICROSCOPY  
PYREXIA  

7941015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7941015 NON-EXPEDITED Y US-BAYER-2011-025219 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 449 DAY BAYER
WEIGHT DECREASED  

7941216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7941216 NON-EXPEDITED N US-TEVA-281070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7956992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7956992 DIRECT Y DS,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  
CYST  
HYSTERECTOMY  
VISUAL IMPAIRMENT  
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Detailed Report
7958173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2011 7958173 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ONE TAB DAILY PO  

MUSCLE SPASMS  

7698582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7698582 EXPEDITED (15-DAY) Y OT FI-BAYER-2010-000038 44 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 181 DAY BAYER

7754957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7754957 NON-EXPEDITED Y OT US-BAYER-2011-000940 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 96 DAY BAYER
PROCEDURAL PAIN MIRENA S  BAYER
PELVIC PAIN CITALOPRAM HYDROBROMIDE C 10 mg, QD  
DYSMENORRHOEA LOESTRIN FE 1/20 28 DAY C  

CYTOTEC C  

7941532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941532 NON-EXPEDITED N US-TEVA-280960USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7941576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941576 NON-EXPEDITED N US-TEVA-280968USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7941587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941587 NON-EXPEDITED Y OT US-BAYER-2011-038213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

7941600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941600 NON-EXPEDITED N US-
BAYER-201018242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7941604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941604 NON-EXPEDITED N US-TEVA-281014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7941659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941659 NON-EXPEDITED N US-
BAYER-201016685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7941809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941809 NON-EXPEDITED N US-TEVA-281086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7941852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941852 NON-EXPEDITED N US-
BAYER-201015225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7941853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941853 NON-EXPEDITED N US-
BAYER-201015911NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PENILE PAIN  

7941854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941854 NON-EXPEDITED N US-
BAYER-201040687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7941855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941855 NON-EXPEDITED N US-
BAYER-201015834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
COITAL BLEEDING  
MOOD ALTERED  
PENILE PAIN  
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Detailed Report
7941857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941857 NON-EXPEDITED N US-
BAYER-201015532NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7941858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941858 NON-EXPEDITED N US-
BAYER-201031219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 142 DAY BAYER

7941863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941863 NON-EXPEDITED N US-TEVA-281082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7941890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7941890 NON-EXPEDITED N US-TEVA-281072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7942017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942017 NON-EXPEDITED N US-TEVA-281080USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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Detailed Report
7942105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942105 NON-EXPEDITED N US-TEVA-281022USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HUMULIN 70/30 C  

7942122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942122 NON-EXPEDITED N US-TEVA-281077USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BENADRYL C 25 Milligram;  

SINGULAIR C 10 Milligram;  

7942126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942126 NON-EXPEDITED N US-TEVA-281056USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7942130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942130 NON-EXPEDITED N US-TEVA-281061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7942248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942248 NON-EXPEDITED N US-TEVA-281066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7942271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942271 NON-EXPEDITED N US-TEVA-281075USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

7942293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942293 NON-EXPEDITED N US-TEVA-281113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

C 3 X C ORAL  

7942307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942307 NON-EXPEDITED N US-TEVA-281110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7942434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942434 NON-EXPEDITED N US-BAYER-2011-026560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7942435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942435 NON-EXPEDITED N OT US-BAYER-2011-038700 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
7942438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942438 NON-EXPEDITED N OT US-BAYER-2011-038204 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA ADVIL C  
IMPATIENCE  

7942454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942454 NON-EXPEDITED N US-TEVA-281107USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7942516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942516 NON-EXPEDITED N US-TEVA-281090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7942668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942668 NON-EXPEDITED N US-TEVA-281117USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7942700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942700 NON-EXPEDITED N US-TEVA-281119USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7942709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942709 NON-EXPEDITED Y US-
BAYER-201015247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER

7942845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942845 NON-EXPEDITED N US-
BAYER-201040982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

7942846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7942846 NON-EXPEDITED N US-
BAYER-201021033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7959223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7959223 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA SEASONIQUE S ORAL 1 PILL ONCE A DAY PO  
CHEST DISCOMFORT  
DYSPNOEA  
HEADACHE  
HYPOAESTHESIA  
PAIN  
PAIN IN EXTREMITY  
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Detailed Report
7961896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2011 7961896 DIRECT N HO,LT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S GOOD FOR 5 YEARS  BAYER
ALOPECIA  
AMNESIA  
FEELING ABNORMAL  
INSOMNIA  
PREMATURE AGEING  
VISUAL ACUITY REDUCED  

7771104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7771104 NON-EXPEDITED N OT US-BAYER-2011-005994 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 75 DAY BAYER

7805331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7805331 NON-EXPEDITED N OT US-BAYER-2011-011313 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
ABDOMINAL PAIN  
PAIN  

7851691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7851691 NON-EXPEDITED N HO,OT US-BAYER-2011-019134 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT 1584 DAY BAYER

ABDOMINAL PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7852864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7852864 NON-EXPEDITED N OT US-BAYER-2011-020250 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PAIN  

7916992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7916992 NON-EXPEDITED N US-BAYER-2011-030198 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 107 DAY BAYER

MIRENA S UNK  BAYER

7940408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7940408 NON-EXPEDITED N US-TEVA-280833USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZARAH C  

7940528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7940528 NON-EXPEDITED N US-TEVA-280859USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943355 NON-EXPEDITED N US-TEVA-281275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7943382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943382 NON-EXPEDITED N US-TEVA-281236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943403 NON-EXPEDITED N US-TEVA-281216USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7943422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943422 NON-EXPEDITED N US-
BAYER-201015780NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7943426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943426 NON-EXPEDITED N US-
BAYER-201020960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7943427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943427 NON-EXPEDITED N US-BAYER-2011-026580 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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Detailed Report
7943429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943429 NON-EXPEDITED N US-BAYER-2011-027564 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER

7943430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943430 NON-EXPEDITED N US-BAYER-2011-026482 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7943431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943431 NON-EXPEDITED N US-
BAYER-201015652NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

7943432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943432 NON-EXPEDITED Y US-BAYER-2011-026576 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7943433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943433 NON-EXPEDITED Y US-BAYER-2011-026878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER
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Detailed Report
7943434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943434 NON-EXPEDITED N US-BAYER-2011-027071 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7943513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943513 NON-EXPEDITED N US-TEVA-281197USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943537 NON-EXPEDITED N US-TEVA-281238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943550 NON-EXPEDITED N US-
BAYER-201015823NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

7943551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943551 NON-EXPEDITED N US-BAYER-2011-027810 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7943558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943558 NON-EXPEDITED N US-
BAYER-201015799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7943581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943581 NON-EXPEDITED N US-TEVA-281360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943592 NON-EXPEDITED N US-TEVA-281369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943617 NON-EXPEDITED N US-TEVA-281245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943618 NON-EXPEDITED N US-TEVA-281313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943625 NON-EXPEDITED N US-TEVA-281284USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943646 NON-EXPEDITED N US-TEVA-281298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
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Detailed Report
7943647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943647 NON-EXPEDITED N US-TEVA-281358USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7943657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943657 NON-EXPEDITED N US-TEVA-281338USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943660 NON-EXPEDITED N US-TEVA-281334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943683 NON-EXPEDITED N US-TEVA-281332USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943688 NON-EXPEDITED N US-
BAYER-201015875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7943690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943690 EXPEDITED (15-DAY) N OT US-BAYER-2011-038718 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CATARACT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VISUAL IMPAIRMENT  

7943692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943692 NON-EXPEDITED N US-TEVA-281319USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943713 NON-EXPEDITED N US-TEVA-281230USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7943720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943720 NON-EXPEDITED N US-TEVA-281305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7943834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943834 NON-EXPEDITED N US-TEVA-281297USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLISTER  
EYE PAIN  
FEELING HOT  
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Detailed Report
7943952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7943952 NON-EXPEDITED N US-TEVA-281339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7944004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944004 NON-EXPEDITED N US-TEVA-281331USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7944024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944024 NON-EXPEDITED N US-TEVA-281333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BENADRYL C  

7944096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944096 NON-EXPEDITED Y US-BAYER-2011-028840 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 151 DAY BAYER

7944097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944097 NON-EXPEDITED N US-
BAYER-201015857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
7944098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944098 NON-EXPEDITED Y US-BAYER-2011-028560 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER

7944099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944099 NON-EXPEDITED Y US-BAYER-2011-027812 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER
DISCOMFORT  

7944102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944102 EXPEDITED (15-DAY) N OT US-BAYER-2011-038200 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DYSPAREUNIA  
MEMORY IMPAIRMENT  
MENTAL DISORDER  
SUICIDAL IDEATION  

7944103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944103 NON-EXPEDITED N US-BAYER-2011-028264 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER

7944104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944104 NON-EXPEDITED N US-BAYER-2011-028479 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 17 DAY BAYER
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Detailed Report
7944256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944256 NON-EXPEDITED Y OT US-BAYER-2011-038289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7944257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944257 NON-EXPEDITED Y US-BAYER-2011-038235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT 10 DAY BAYER

MIRENA S UNK  BAYER

7944258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944258 NON-EXPEDITED Y HO DE-BAYER-2011-039803 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 UNK, UNK  BAYER
UTERINE PERFORATION  

7944261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944261 NON-EXPEDITED Y OT US-BAYER-2011-038363 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

7944269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944269 NON-EXPEDITED N US-TEVA-281212USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7944359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944359 NON-EXPEDITED N US-TEVA-281442USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
THROMBOSIS  

7944643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944643 NON-EXPEDITED N US-
BAYER-201015866NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

7944644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944644 NON-EXPEDITED N US-
BAYER-201015850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7944715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944715 NON-EXPEDITED Y US-BAYER-2011-029252 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7944716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7944716 NON-EXPEDITED N US-BAYER-2011-030521 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 187 DAY BAYER
MENORRHAGIA  
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Detailed Report
7959459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 7959459 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE INTRA-UTERINE  
AGGRESSION  
ANGER  
MOOD SWINGS  
SUICIDAL IDEATION  

7867516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7867516 NON-EXPEDITED Y OT US-BAYER-2011-022365 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr,

continuously
 BAYER

DEVICE BREAKAGE  

7890775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7890775 NON-EXPEDITED Y HO,OT US-BAYER-2011-028022 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S UNK  BAYER

COCCYDYNIA  
GENITAL HAEMORRHAGE  
PAIN  
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Detailed Report
7895476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7895476 EXPEDITED (15-DAY) Y OT US-BAYER-2011-028464 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABASIA  
DEVICE BREAKAGE  
PROCEDURAL PAIN  

7919034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7919034 NON-EXPEDITED N US-BAYER-2011-032733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7944260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7944260 NON-EXPEDITED Y OT US-BAYER-2011-038290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
POLYP  

7945205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945205 NON-EXPEDITED N US-TEVA-281412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945339 NON-EXPEDITED N US-TEVA-281397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE STRAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7945356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945356 NON-EXPEDITED N US-
BAYER-201015852NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7945360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945360 NON-EXPEDITED N US-
BAYER-201015836NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7945361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945361 NON-EXPEDITED N US-
BAYER-201015860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7945363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945363 NON-EXPEDITED N US-BAYER-2011-038414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7945367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945367 NON-EXPEDITED N US-BAYER-2011-038615 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ASTHENIA  
HYPOAESTHESIA  
MUSCULAR WEAKNESS  
PAIN  
PELVIC PAIN  
PLATELET COUNT DECREASED  
VULVOVAGINAL PAIN  

7945374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945374 EXPEDITED (15-DAY) N OT US-BAYER-2011-041007 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE  BAYER

7945375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945375 NON-EXPEDITED N US-BAYER-2011-038931 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DYSPEPSIA  
FATIGUE  
NAUSEA  

7945376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945376 NON-EXPEDITED Y OT US-BAYER-2011-039241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
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Detailed Report
7945384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945384 NON-EXPEDITED N US-TEVA-281406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945387 NON-EXPEDITED N US-
BAYER-201015845NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7945391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945391 NON-EXPEDITED N US-BAYER-2011-038626 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
GENITAL HAEMORRHAGE  
HEADACHE  
MUSCLE SPASMS  
SINUSITIS  
VAGINAL HAEMORRHAGE  

7945415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945415 NON-EXPEDITED N US-BAYER-2011-029360 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7945466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945466 NON-EXPEDITED N US-TEVA-281415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7945474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945474 NON-EXPEDITED N US-
BAYER-201015843NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
PAIN  
VAGINAL DISCHARGE  

7945483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945483 NON-EXPEDITED N US-TEVA-281417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945493 NON-EXPEDITED N US-TEVA-281448USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945499 NON-EXPEDITED N US-TEVA-281433USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945613 NON-EXPEDITED N US-TEVA-281388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7945614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945614 NON-EXPEDITED N US-TEVA-281443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

7945638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945638 NON-EXPEDITED N US-TEVA-281440USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
HUNGER  

7945641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945641 NON-EXPEDITED N US-TEVA-281455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945650 NON-EXPEDITED N US-TEVA-281434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945664 NON-EXPEDITED N US-TEVA-281418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7945888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945888 NON-EXPEDITED N US-TEVA-281462USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7945949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7945949 NON-EXPEDITED N US-TEVA-281463USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7946098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946098 NON-EXPEDITED N US-
BAYER-201015847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7946099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946099 NON-EXPEDITED N US-
BAYER-201015768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  

7946100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946100 NON-EXPEDITED Y US-
BAYER-201016367NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 406 DAY BAYER
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Detailed Report
7946109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946109 NON-EXPEDITED N US-TEVA-281461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7946151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946151 NON-EXPEDITED N US-TEVA-281631USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7946184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946184 NON-EXPEDITED N US-TEVA-281458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7946595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946595 NON-EXPEDITED Y US-BAYER-2011-029365 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7946596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946596 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-038995 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS MIRENA S INTRAUTERINE  BAYER
ANKLE FRACTURE  
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Detailed Report
7946597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946597 EXPEDITED (15-DAY) N OT US-BAYER-2011-039250 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ARTHRALGIA POTASSIUM C ORAL UNK UNK, PRN  
NEURALGIA  

7946608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946608 NON-EXPEDITED N US-BAYER-2011-029355 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER

7946611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946611 EXPEDITED (15-DAY) N OT US-BAYER-2011-039295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
BREAST CANCER FEMALE  

7946616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946616 NON-EXPEDITED Y OT US-BAYER-2011-039259 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
HAEMATOMA  
PROCEDURAL COMPLICATION  

7946619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946619 NON-EXPEDITED N OT US-BAYER-2011-039128 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7946753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7946753 NON-EXPEDITED N US-TEVA-281372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  

7971618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7971618 EXPEDITED (15-DAY) Y HO FR-
WATSON-2011-06310

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEVORA S UNK  WATSON

7971626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2011 7971626 EXPEDITED (15-DAY) Y HO FR-
WATSON-2011-06316

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEVORA S UNK  WATSON
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Detailed Report
6514894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 6514894 EXPEDITED (15-DAY) Y OT US-
BAYER-200716899NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 MCG/DAY

CONTINUOUS
206 DAY BAYER

ANXIETY  
BLINDNESS  
EAR DISCOMFORT  
EMOTIONAL DISTRESS  
FEAR  
HEADACHE  
HYPOAESTHESIA  
INJURY  
INTRAOCULAR PRESSURE INCREASED  
MERALGIA PARAESTHETICA  
PAIN  
PAIN IN EXTREMITY  
PAPILLOEDEMA  
PARAESTHESIA  
VISION BLURRED  
VISUAL IMPAIRMENT  

7056175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7056175 NON-EXPEDITED N US-
BAYER-200926604NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7086501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7086501 NON-EXPEDITED Y US-
BAYER-200929631NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 317 DAY BAYER

7224321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7224321 NON-EXPEDITED N US-
BAYER-200942406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
BREAST TENDERNESS  
NAUSEA  

7295540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7295540 NON-EXPEDITED Y US-
BAYER-201013678NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
327 DAY BAYER

FOETAL GROWTH RESTRICTION ALDOMET C  
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Detailed Report
7397096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7397096 NON-EXPEDITED N OT US-
BAYER-201022303NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
700 DAY BAYER

ABDOMINAL PAIN  
COITAL BLEEDING  
DEVICE BREAKAGE  
DYSPAREUNIA  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

EMOTIONAL DISTRESS  
PAIN  
VAGINAL HAEMORRHAGE  

7547907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7547907 NON-EXPEDITED N HO US-
BAYER-201030356NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
943 DAY BAYER

ABDOMINAL PAIN XANAX C  
AMENORRHOEA PERCOCET C  
URINARY TRACT INFECTION PREVACID C  
CERVICITIS  
CONSTIPATION  
PAIN  
VAGINITIS BACTERIAL  
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Detailed Report
7554298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7554298 NON-EXPEDITED N OT US-
BAYER-201031161NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
359 DAY BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
GENITAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7589138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7589138 NON-EXPEDITED N OT US-
BAYER-201033491NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
17 DAY BAYER

ECTOPIC PREGNANCY  
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Detailed Report
7599837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7599837 NON-EXPEDITED Y OT US-
BAYER-201034110NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
669 DAY BAYER

AMENORRHOEA  
DEVICE DISLOCATION  
FEELING HOT  
GROIN PAIN  
Haemorrhage in pregnancy  
INFLUENZA LIKE ILLNESS  
PAIN IN EXTREMITY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE ENLARGEMENT  
VAGINAL HAEMORRHAGE  

7602551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7602551 NON-EXPEDITED Y OT US-
BAYER-201034285NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S frequency continuous 1562 DAY BAYER
Haemorrhage in pregnancy  
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Detailed Report
7609744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7609744 NON-EXPEDITED N HO US-
BAYER-201034348NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE CONTINUOUS 1160 DAY BAYER

ABDOMINAL PAIN UPPER ZYRTEC C ORAL  
ABDOMINAL DISCOMFORT UNKNOWN DRUG C SUBCUTANEOUS  
GENITAL HAEMORRHAGE  

7609752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7609752 NON-EXPEDITED N OT US-
BAYER-201034475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

ABDOMINAL PAIN  
MALAISE  

7615232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7615232 NON-EXPEDITED Y OT US-
BAYER-201035232NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
437 DAY BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
BREAST TENDERNESS  
DEVICE DISLOCATION  
DEVICE EXPULSION  
NAUSEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7651699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7651699 NON-EXPEDITED N US-
BAYER-201037524NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7653067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7653067 NON-EXPEDITED N US-
BAYER-201038266NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  

7663992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7663992 NON-EXPEDITED Y OT US-
BAYER-201040324NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 66 DAY BAYER

7663998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7663998 NON-EXPEDITED Y OT US-
BAYER-201040187NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7664001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7664001 NON-EXPEDITED Y OT US-
BAYER-201040322NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 190 DAY BAYER
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Detailed Report
7664007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7664007 NON-EXPEDITED Y OT US-
BAYER-201040160NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE INSERTED ON

AUG-2009 OR
SEP-2009

 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

7665475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7665475 NON-EXPEDITED N US-
BAYER-201040161NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

7679709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7679709 NON-EXPEDITED Y OT US-
BAYER-201041914NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
156 DAY BAYER

7714388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7714388 NON-EXPEDITED Y US-BAYER-2010-001301 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 57 DAY BAYER

7714407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7714407 NON-EXPEDITED N US-BAYER-2010-001302 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
7714420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7714420 NON-EXPEDITED Y OT US-BAYER-2010-004615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, continuous  BAYER
DEVICE DISLOCATION  

7734405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7734405 NON-EXPEDITED N OT US-BAYER-2010-004301 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
ANXIETY  
BACK PAIN  
DEPRESSION  
DYSPNOEA  
HEADACHE  
HOT FLUSH  
HYPERHIDROSIS  
NAUSEA  
ONYCHOMYCOSIS  
PALPITATIONS  
TREMOR  

7734796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7734796 NON-EXPEDITED N OT US-BAYER-2010-001450 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
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7734843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7734843 NON-EXPEDITED N HO,OT US-BAYER-2010-006067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S  BAYER
AMENORRHOEA  

7734913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7734913 NON-EXPEDITED Y OT US-BAYER-2010-005882 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 2190 DAY BAYER

7734995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7734995 NON-EXPEDITED N OT US-BAYER-2010-006239 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg, CONT 203 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

7735220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7735220 NON-EXPEDITED Y OT US-BAYER-2010-005989 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

7735226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7735226 NON-EXPEDITED N OT US-BAYER-2010-006082 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER
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7736020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7736020 NON-EXPEDITED N US-BAYER-2010-003640 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

7742555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742555 NON-EXPEDITED Y OT US-BAYER-2010-006396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7742570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742570 NON-EXPEDITED N US-BAYER-2010-006405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
METRORRHAGIA  

7742579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742579 NON-EXPEDITED Y HO FR-BAYER-2010-006744 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER

7742581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742581 NON-EXPEDITED Y OT BE-BAYER-2010-006257 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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7742583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742583 NON-EXPEDITED N OT US-BAYER-2010-007040 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ACNE  
AMENORRHOEA  
MENORRHAGIA  
NAUSEA  
WEIGHT INCREASED  

7742670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7742670 NON-EXPEDITED N OT US-BAYER-2010-006364 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 2201 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  

7744322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7744322 NON-EXPEDITED Y OT US-BAYER-2010-008565 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

7744327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7744327 NON-EXPEDITED N OT US-BAYER-2010-008123 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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7747400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7747400 NON-EXPEDITED Y HO US-BAYER-2010-005397 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7747405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7747405 NON-EXPEDITED Y OT US-BAYER-2010-007397 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7747457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7747457 NON-EXPEDITED Y HO,OT US-BAYER-2010-009343 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK 20 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
RASH  
VAGINAL DISCHARGE  

7748043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7748043 NON-EXPEDITED Y OT US-BAYER-2010-009345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

7748521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7748521 NON-EXPEDITED Y OT US-BAYER-2011-000599 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S 20 mcg/24hr, continuous 213 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
7748524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7748524 NON-EXPEDITED Y US-BAYER-2010-008790 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 36 DAY BAYER

7749317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7749317 NON-EXPEDITED Y OT US-BAYER-2010-004314 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S UNK  BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

7749962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7749962 NON-EXPEDITED Y US-BAYER-2010-009331 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S  BAYER
NAUSEA AMOXICILLIN C UNK 10 DAY
ABDOMINAL PAIN UPPER AMOXICILLIN C on and off  

7751441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7751441 NON-EXPEDITED N US-BAYER-2011-000454 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg 6 DAY BAYER

7751459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7751459 NON-EXPEDITED N HO,OT US-BAYER-2010-009352 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER
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Detailed Report
7751542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7751542 NON-EXPEDITED Y OT US-BAYER-2010-009335 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER

7754959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7754959 NON-EXPEDITED N OT US-BAYER-2011-001503 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PRESYNCOPE  
UTERINE SPASM  

7754960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7754960 NON-EXPEDITED Y OT US-BAYER-2011-001432 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

7757871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7757871 NON-EXPEDITED N OT US-BAYER-2011-001652 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 549 DAY BAYER

Page: 5,805 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7757873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7757873 NON-EXPEDITED Y OT US-BAYER-2011-001530 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL INFECTION MIRENA S 20 mcg/24hr, UNK  BAYER

MIRENA S  BAYER
CYMBALTA C  
KLONOPIN C  
QUINAPRIL C  

7757874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7757874 NON-EXPEDITED N OT US-BAYER-2011-002813 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7757878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7757878 NON-EXPEDITED Y OT US-BAYER-2011-002384 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

7759148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7759148 NON-EXPEDITED Y HO,OT US-BAYER-2010-001429 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7760695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7760695 NON-EXPEDITED N US-BAYER-2011-002905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
7760999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7760999 NON-EXPEDITED N HO US-BAYER-2011-004034 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN DISORDER  

7762377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7762377 NON-EXPEDITED OT US-BAYER-2011-003485 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER

7762378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7762378 NON-EXPEDITED N HO,OT US-BAYER-2011-004158 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE UNK 10 DAY BAYER
NAUSEA  
PELVIC PAIN  
PYREXIA  
VOMITING  

7763135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7763135 NON-EXPEDITED N OT US-BAYER-2011-003486 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7763682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7763682 NON-EXPEDITED N US-BAYER-2010-003836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
AMENORRHOEA  
NAUSEA  
PAROSMIA  

7766669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7766669 NON-EXPEDITED N OT US-BAYER-2011-004892 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 57 DAY BAYER
UTERINE PERFORATION  

7774248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7774248 EXPEDITED (15-DAY) N OT US-BAYER-2011-005822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER
GENITAL INFECTION BACTERIAL MIRENA S  BAYER
ABDOMINAL PAIN  
ABNORMAL WEIGHT GAIN  
CHEST PAIN  
DIZZINESS  
DYSPAREUNIA  
HEADACHE  
PELVIC PAIN  
VAGINAL ODOUR  
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Detailed Report
7777726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7777726 EXPEDITED (15-DAY) N OT US-BAYER-2010-008451 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE UNK  BAYER
INFERTILITY FEMALE  
MIGRAINE  
VAGINAL HAEMORRHAGE  

7797592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7797592 NON-EXPEDITED Y OT US-BAYER-2011-008843 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S 1 unit  BAYER
DEVICE DISLOCATION  

7803688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7803688 NON-EXPEDITED US-BAYER-2010-000332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 29 DAY BAYER

7825797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7825797 NON-EXPEDITED Y OT US-BAYER-2011-015835 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 22 DAY BAYER
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7841958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7841958 NON-EXPEDITED N OT US-BAYER-2011-014834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CRYING  
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Detailed Report
7843749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7843749 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-018127 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7863618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7863618 NON-EXPEDITED N OT US-BAYER-2011-023991 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK 1 DAY BAYER

7876928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7876928 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-025386 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEPRESSED MOOD MIRENA S  BAYER
ILLUSION  
LETHARGY  
SLEEP DISORDER  
TEARFULNESS  

7876983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7876983 NON-EXPEDITED Y OT US-BAYER-2011-023026 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 µg, UNK 1 DAY BAYER
PROCEDURAL COMPLICATION  

7932754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7932754 NON-EXPEDITED N US-TEVA-280310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7941691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7941691 NON-EXPEDITED N US-TEVA-281089USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN BENADRYL C  

7941762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7941762 NON-EXPEDITED N US-TEVA-281083USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7942120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7942120 NON-EXPEDITED N US-TEVA-281052USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C ORAL 30 Milligram;  

7943586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7943586 NON-EXPEDITED N US-TEVA-281316USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947172 NON-EXPEDITED N OT US-BAYER-2011-039668 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
7947176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947176 NON-EXPEDITED N US-BAYER-2011-039300 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

7947177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947177 NON-EXPEDITED N US-TEVA-281753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947187 NON-EXPEDITED N US-TEVA-281755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947201 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-038475 47 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

7947202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947202 NON-EXPEDITED N US-
BAYER-201017131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
7947203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947203 NON-EXPEDITED N US-
BAYER-201015873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HIRSUTISM  

7947204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947204 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-038466 45 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARANOIA MIRENA S INTRAUTERINE UNK  BAYER
HALLUCINATION, VISUAL  

7947244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947244 EXPEDITED (15-DAY) N OT US-BAYER-2011-039297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST DISCOMFORT  
DYSPNOEA  
EYE SWELLING  
HYPERSENSITIVITY  
LIP SWELLING  
SWELLING FACE  
THROAT TIGHTNESS  
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7947250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947250 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-039501 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS PERFORATED MIRENA S INTRAUTERINE UNK 3 DAY BAYER
Infectious peritonitis  
PAIN  
STREPTOCOCCAL INFECTION  

7947298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947298 NON-EXPEDITED N US-BAYER-2011-039981 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7947306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947306 NON-EXPEDITED N US-TEVA-281705USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947334 NON-EXPEDITED N US-TEVA-281713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947423 NON-EXPEDITED N US-TEVA-281724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7947450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947450 NON-EXPEDITED N US-
BAYER-201015234NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LIBIDO DECREASED  
PARAESTHESIA  
PENILE PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

7947525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947525 NON-EXPEDITED N US-TEVA-281751USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  

7947556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947556 NON-EXPEDITED Y US-BAYER-2011-030641 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 218 DAY BAYER

7947557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947557 NON-EXPEDITED Y US-BAYER-2011-030579 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7947561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947561 NON-EXPEDITED Y US-BAYER-2011-030590 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7947580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947580 NON-EXPEDITED N US-BAYER-2011-031540 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7947612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947612 NON-EXPEDITED N US-TEVA-281745USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947658 NON-EXPEDITED N US-TEVA-281743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7947670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947670 NON-EXPEDITED N US-TEVA-281737USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7947686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947686 NON-EXPEDITED N US-TEVA-281734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947698 NON-EXPEDITED N US-BAYER-2011-032923 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7947722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947722 NON-EXPEDITED N US-TEVA-281729USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7947741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947741 NON-EXPEDITED N US-TEVA-281716USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7947745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947745 EXPEDITED (15-DAY) Y HO GB-BAYER-2011-040504 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDE ATTEMPT MIRENA S  BAYER
ABNORMAL BEHAVIOUR  

7947804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947804 NON-EXPEDITED N US-TEVA-281696USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7947882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947882 NON-EXPEDITED N OT US-
BAYER-201042152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7947898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7947898 NON-EXPEDITED Y OT US-
BAYER-201042094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7948082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948082 NON-EXPEDITED Y US-BAYER-2010-000905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

7948094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948094 NON-EXPEDITED N US-BAYER-2010-004369 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, continuous 332 DAY BAYER
DEVICE EXPULSION  

7948106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948106 NON-EXPEDITED Y OT FR-BAYER-2010-003926 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
7948109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948109 NON-EXPEDITED N US-TEVA-281760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7948127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948127 NON-EXPEDITED N US-TEVA-281759USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7948211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948211 NON-EXPEDITED N US-TEVA-281643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7948296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948296 NON-EXPEDITED Y OT US-BAYER-2010-006334 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S 20 µg, UNK  BAYER
DEVICE DISLOCATION  

7948315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948315 NON-EXPEDITED N US-BAYER-2010-005404 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
7948394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948394 NON-EXPEDITED N US-TEVA-281758USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7948402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948402 NON-EXPEDITED N US-TEVA-281831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
WEIGHT INCREASED  

7948431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948431 NON-EXPEDITED N US-TEVA-281903USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  

7948751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948751 NON-EXPEDITED N US-BAYER-2010-008221 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

7948752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948752 NON-EXPEDITED Y US-BAYER-2010-008935 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7948753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948753 NON-EXPEDITED N US-
BAYER-201015793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

7948754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948754 NON-EXPEDITED N US-BAYER-2010-008213 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7948756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948756 NON-EXPEDITED N US-
BAYER-201015792NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7948757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948757 NON-EXPEDITED N US-BAYER-2010-006797 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 252 DAY BAYER
MUSCLE SPASMS  

7948758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948758 NON-EXPEDITED Y US-
BAYER-201029225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 116 DAY BAYER
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Detailed Report
7948762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948762 NON-EXPEDITED N US-BAYER-2011-031089 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7948763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948763 NON-EXPEDITED Y US-BAYER-2011-032413 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

7948766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948766 NON-EXPEDITED N US-TEVA-281602USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR TRIVORA C  

7948855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948855 NON-EXPEDITED N US-TEVA-281701USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7948922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7948922 NON-EXPEDITED N US-TEVA-281679USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
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Detailed Report
7949067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7949067 NON-EXPEDITED N US-TEVA-281957USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7949086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2011 7949086 NON-EXPEDITED N US-TEVA-281954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7626094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7626094 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-201033940NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTITIS CHRONIC YAZ S ORAL  BAYER
CHOLELITHIASIS YASMIN S ORAL  BAYER
GALLBLADDER DISORDER DROSPIRENONE\ETHINYL

ESTRADIOL
S ORAL  BAYER

PAIN MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

CERVICAL DYSPLASIA  

7820452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7820452 NON-EXPEDITED Y OT US-BAYER-2011-013697 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
7914513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7914513 NON-EXPEDITED N US-TEVA-277989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7915597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7915597 EXPEDITED (15-DAY) Y OT TW-
BAYER-2011-033176

54 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE CYCLOSPORINE C  
UTERINE HAEMORRHAGE PREDNISOLONE C  

7924589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7924589 EXPEDITED (15-DAY) N US-BAYER-2011-035416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCAR MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MUSCLE SPASMS  

7946201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7946201 NON-EXPEDITED N US-TEVA-281451USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

SOMNOLENCE  
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Detailed Report
7949553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949553 EXPEDITED (15-DAY) Y OT US-BAYER-2011-036436 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
UTERINE PERFORATION  

7949576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949576 NON-EXPEDITED N US-
BAYER-201015912NA

23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PENILE PAIN  

7949577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949577 NON-EXPEDITED N US-BAYER-2010-007289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  

7949578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949578 NON-EXPEDITED Y US-BAYER-2010-007207 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7949579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949579 NON-EXPEDITED N US-BAYER-2010-007292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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Detailed Report
7949581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949581 NON-EXPEDITED N US-BAYER-2010-007202 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7949607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949607 EXPEDITED (15-DAY) N OT US-TEVA-241480USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7949867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949867 NON-EXPEDITED N US-TEVA-281947USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

7949909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949909 NON-EXPEDITED N US-TEVA-281920USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7949925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949925 NON-EXPEDITED N HO,OT US-BAYER-2011-040929 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
7949934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949934 NON-EXPEDITED N US-TEVA-281905USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7949990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7949990 NON-EXPEDITED N US-
BAYER-201016168NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7950015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950015 NON-EXPEDITED N US-TEVA-281866USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7950049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950049 NON-EXPEDITED N US-TEVA-281851USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING LUVOX CR C  
DIZZINESS  
FATIGUE  
HEADACHE  

7950104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950104 NON-EXPEDITED N US-TEVA-281846USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7950163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950163 NON-EXPEDITED N US-TEVA-281821USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SAVELLA C  

7950177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950177 NON-EXPEDITED N US-TEVA-281815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

7950188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950188 NON-EXPEDITED N US-TEVA-281812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950249 NON-EXPEDITED N US-TEVA-281966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7950281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950281 NON-EXPEDITED N US-TEVA-281964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7950347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950347 NON-EXPEDITED Y US-
BAYER-201015859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7950348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950348 NON-EXPEDITED Y US-BAYER-2010-008449 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

7950349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950349 NON-EXPEDITED N US-BAYER-2011-000473 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7950350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950350 NON-EXPEDITED N US-BAYER-2010-007284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

7950351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950351 NON-EXPEDITED N US-BAYER-2011-002147 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

7950352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950352 NON-EXPEDITED N US-BAYER-2010-008450 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7950357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950357 NON-EXPEDITED Y US-BAYER-2011-002467 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 131 DAY BAYER

7950358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950358 NON-EXPEDITED N US-BAYER-2011-002566 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7950359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950359 NON-EXPEDITED N US-BAYER-2011-002554 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7950360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950360 NON-EXPEDITED Y US-BAYER-2011-002198 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7950361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950361 NON-EXPEDITED N US-BAYER-2011-002582 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7950362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950362 NON-EXPEDITED Y US-BAYER-2011-002263 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7950369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950369 NON-EXPEDITED N US-TEVA-281932USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950415 NON-EXPEDITED N US-TEVA-281923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950493 NON-EXPEDITED N US-TEVA-281961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950500 NON-EXPEDITED N US-TEVA-281921USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950512 NON-EXPEDITED N US-TEVA-281813USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950534 NON-EXPEDITED N US-TEVA-281799USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7950539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950539 NON-EXPEDITED N US-TEVA-281951USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950550 NON-EXPEDITED N US-TEVA-281922USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950599 NON-EXPEDITED N US-TEVA-281946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7950716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7950716 NON-EXPEDITED Y US-TEVA-282148USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7966248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2011 7966248 DIRECT DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7774245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7774245 NON-EXPEDITED N OT US-BAYER-2011-006374 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

7823911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7823911 NON-EXPEDITED N US-BAYER-2011-016396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

7837477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7837477 NON-EXPEDITED Y OT US-BAYER-2011-016839 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7858796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7858796 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-021830 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER
BREAST MASS GESTODENE AND ETHINYL

ESTRADIOL
S UNK  BAYER

BREAST CANCER FEMALE GESTODENE AND ETHINYL
ESTRADIOL

S UNK  

DESOGESTREL AND ETHINYL
ESTRADIOL

C UNK 69 DAY

Page: 5,833 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7915427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7915427 EXPEDITED (15-DAY) Y OT US-BAYER-2011-016128 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE UNK 1212 DAY BAYER
ABORTION SPONTANEOUS  
DYSMENORRHOEA  
MENORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7924054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7924054 NON-EXPEDITED N HO US-BAYER-2011-035736 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, UNK 11 DAY BAYER

7932789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7932789 NON-EXPEDITED N US-TEVA-280261USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7934908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7934908 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-036141 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISCOMFORT  

7945540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7945540 NON-EXPEDITED N US-TEVA-281445USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7947687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7947687 NON-EXPEDITED N US-TEVA-281756USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
NAUSEA  

7951214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951214 NON-EXPEDITED N US-TEVA-281929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951233 NON-EXPEDITED N US-BAYER-2011-039934 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7951239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951239 NON-EXPEDITED Y OT US-BAYER-2011-040682 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  

7951259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951259 NON-EXPEDITED N US-TEVA-282040USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING LOESTRIN 24 FE C ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7951263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951263 NON-EXPEDITED Y HO US-BAYER-2011-041638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE DISLOCATION  

7951315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951315 NON-EXPEDITED N US-TEVA-282047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BIRTH CONTROL PILL C ORAL  

7951317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951317 NON-EXPEDITED N US-BAYER-2011-004447 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

7951319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951319 NON-EXPEDITED Y US-BAYER-2011-002752 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7951519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951519 NON-EXPEDITED N US-TEVA-282090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7951527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951527 NON-EXPEDITED N US-
BAYER-201015947NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7951530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951530 NON-EXPEDITED Y US-BAYER-2011-003200 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7951531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951531 NON-EXPEDITED Y US-BAYER-2011-003864 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7951557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951557 NON-EXPEDITED Y OT US-BAYER-2011-040691 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7951592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951592 NON-EXPEDITED N US-TEVA-282119USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7951600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951600 NON-EXPEDITED N US-TEVA-282193USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  

7951640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951640 NON-EXPEDITED N US-TEVA-282129USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ATIVAN C  

7951671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951671 NON-EXPEDITED Y US-
BAYER-201018028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
DEVICE EXPULSION  

7951697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951697 NON-EXPEDITED N US-TEVA-282190USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951708 NON-EXPEDITED N US-TEVA-282186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7951744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951744 NON-EXPEDITED N US-TEVA-282180USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  

7951753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951753 NON-EXPEDITED N US-TEVA-282177USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951769 NON-EXPEDITED N US-TEVA-282150USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7951784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951784 NON-EXPEDITED N US-TEVA-282179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7951836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951836 NON-EXPEDITED N US-TEVA-282083USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7951881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951881 NON-EXPEDITED N US-TEVA-282182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951882 NON-EXPEDITED N US-TEVA-282187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  

7951888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951888 NON-EXPEDITED N US-TEVA-282191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951912 NON-EXPEDITED N US-TEVA-282111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7951978 NON-EXPEDITED N US-TEVA-282116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,840 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7952202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952202 NON-EXPEDITED N US-TEVA-282123USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7952266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952266 NON-EXPEDITED N US-TEVA-282144USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7952300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952300 NON-EXPEDITED N US-
BAYER-201015877NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER

7952302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952302 NON-EXPEDITED N US-
BAYER-201016372NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

7952303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952303 NON-EXPEDITED N US-
BAYER-201015905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7952394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952394 NON-EXPEDITED N US-TEVA-282100USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7952448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952448 NON-EXPEDITED N US-TEVA-282104USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR FLUCONAZOLE C  

7952691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952691 NON-EXPEDITED N US-BAYER-2011-007271 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

7952692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952692 NON-EXPEDITED Y US-BAYER-2011-006432 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7952698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952698 NON-EXPEDITED Y US-BAYER-2011-004272 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

MIRENA S  BAYER

7952699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952699 NON-EXPEDITED Y US-BAYER-2011-004460 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
7952700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952700 NON-EXPEDITED N US-BAYER-2011-003653 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7952719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952719 NON-EXPEDITED Y US-BAYER-2011-007273 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7952725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952725 NON-EXPEDITED N US-BAYER-2011-007162 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

7952726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2011 7952726 NON-EXPEDITED Y US-BAYER-2011-016428 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

7887338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7887338 EXPEDITED (15-DAY) Y HO,LT,OT FR-BAYER-2011-027150 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT 645 DAY BAYER
PAIN  

7940280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7940280 NON-EXPEDITED N US-TEVA-280880USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7941514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7941514 NON-EXPEDITED N US-TEVA-280947USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7944052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7944052 NON-EXPEDITED N US-TEVA-281320USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7945159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7945159 NON-EXPEDITED N US-TEVA-281396USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7946042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7946042 NON-EXPEDITED N US-TEVA-281464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C ORAL  

7947228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7947228 NON-EXPEDITED N US-TEVA-281682USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7953110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953110 NON-EXPEDITED N US-TEVA-282333USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DIMENHYDRINATE C  
MACROBID C  

7953205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953205 NON-EXPEDITED N US-TEVA-282337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  

7953215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953215 NON-EXPEDITED N US-
BAYER-201015863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7953216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953216 NON-EXPEDITED N US-
BAYER-201025059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH ABSCESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7953217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953217 NON-EXPEDITED N US-
BAYER-201040380NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER
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Detailed Report
7953218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953218 NON-EXPEDITED N US-
BAYER-201015870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S 20 µg/d, CONT  BAYER

7953220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953220 NON-EXPEDITED N US-
BAYER-201015838NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE MOVEMENT DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7953221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953221 NON-EXPEDITED N US-
BAYER-201040988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER

7953222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953222 NON-EXPEDITED N US-
BAYER-201016824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7953228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953228 NON-EXPEDITED N US-TEVA-282341USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7953264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953264 NON-EXPEDITED N US-
BAYER-201030090NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7953282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953282 NON-EXPEDITED N US-TEVA-282342USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953352 NON-EXPEDITED N US-
BAYER-201030487NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7953353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953353 NON-EXPEDITED Y OT US-BAYER-2011-042982 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7953354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953354 NON-EXPEDITED N OT US-BAYER-2011-040262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UNEVALUABLE EVENT  
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Detailed Report
7953355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953355 NON-EXPEDITED Y US-BAYER-2011-040256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

7953429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953429 NON-EXPEDITED N US-TEVA-282379USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7953480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953480 NON-EXPEDITED N US-TEVA-282380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953527 NON-EXPEDITED N US-TEVA-282382USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953541 NON-EXPEDITED N US-TEVA-282371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7953557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953557 NON-EXPEDITED N US-TEVA-282384USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7953643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953643 NON-EXPEDITED N US-TEVA-282387USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953665 NON-EXPEDITED N US-TEVA-282389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7953666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953666 NON-EXPEDITED N US-TEVA-282198USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  

7953700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953700 NON-EXPEDITED N US-TEVA-282364USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 5,849 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7953720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953720 NON-EXPEDITED N US-TEVA-282346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953837 NON-EXPEDITED N US-TEVA-282374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953890 NON-EXPEDITED N US-TEVA-282349USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953956 NON-EXPEDITED N US-
BAYER-201015887NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 19 DAY BAYER

7953957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953957 NON-EXPEDITED Y US-
BAYER-201019211NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
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Detailed Report
7953959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953959 NON-EXPEDITED Y US-
BAYER-201018989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7953987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953987 NON-EXPEDITED N US-TEVA-282396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7953991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953991 NON-EXPEDITED N US-BAYER-2011-007180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7953992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953992 NON-EXPEDITED N US-BAYER-2011-010857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7953993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7953993 NON-EXPEDITED Y US-BAYER-2011-007182 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

7954008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954008 NON-EXPEDITED N US-BAYER-2011-012196 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
7954009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954009 NON-EXPEDITED Y US-BAYER-2011-008739 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 264 DAY BAYER

7954010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954010 NON-EXPEDITED Y US-BAYER-2011-010376 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

7954022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954022 NON-EXPEDITED N US-BAYER-2011-010902 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

7954023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954023 NON-EXPEDITED N US-BAYER-2011-010774 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

7954144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2011 7954144 NON-EXPEDITED N US-TEVA-282394USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7924958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7924958 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011090835

39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

NORDETTE S ORAL 1 tablet, 1x/day  PFIZER

FEELING ABNORMAL  
HAEMORRHAGE  
VOMITING  

7954741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7954741 NON-EXPEDITED N US-TEVA-282495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7954788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7954788 NON-EXPEDITED N US-TEVA-282529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

7954884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7954884 NON-EXPEDITED N US-TEVA-282535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
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Detailed Report
7955020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955020 NON-EXPEDITED N US-TEVA-282478USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONTRACEPTIVE C  

7955035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955035 NON-EXPEDITED N US-TEVA-282560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955050 NON-EXPEDITED N US-TEVA-282441USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955055 NON-EXPEDITED N US-TEVA-282531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955074 NON-EXPEDITED N US-TEVA-282539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7955079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955079 NON-EXPEDITED N US-TEVA-282477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955153 NON-EXPEDITED N US-TEVA-282545USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7955155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955155 NON-EXPEDITED N US-TEVA-282499USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955199 NON-EXPEDITED N US-TEVA-282512USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7955266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955266 NON-EXPEDITED N US-TEVA-282550USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7955290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955290 NON-EXPEDITED N US-TEVA-282554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955343 NON-EXPEDITED N US-TEVA-282519USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AVIANE C ORAL  

7955456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955456 EXPEDITED (15-DAY) N OT US-TEVA-281863USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OVULATION PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PREDNISONE S  
FATIGUE  

7955462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955462 NON-EXPEDITED N US-TEVA-282556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7955668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955668 NON-EXPEDITED N US-TEVA-282563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7955709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7955709 NON-EXPEDITED N US-TEVA-282811USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ZYRTEC C 10 Milligram;  

FATIGUE SINGULAIR C 10 Milligram;  
ADVAIR DISKUS C  
NASONEX C  
XOPENEX C  

7974960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7974960 DIRECT N HO,OT,RI 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION SEASONIQUE S ONCE DAILY  
CARDIAC DISORDER  
CEREBROVASCULAR ACCIDENT  
IMPLANTABLE DEFIBRILLATOR INSERTION  

7978211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2011 7978211 EXPEDITED (15-DAY) Y OT ES-PFIZER
INC-2011105213

35 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  PFIZER

7872713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7872713 NON-EXPEDITED Y US-BAYER-2011-022811 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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7905597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7905597 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-031484 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

7919033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7919033 NON-EXPEDITED Y OT US-BAYER-2011-032716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER
PAIN  

7942656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7942656 NON-EXPEDITED N US-TEVA-281111USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7948941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7948941 NON-EXPEDITED N US-TEVA-281662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ORTHO TRI CYCLEN C ORAL  
MENSTRUATION IRREGULAR  

7949985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7949985 NON-EXPEDITED N US-TEVA-281902USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7951208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7951208 NON-EXPEDITED N US-TEVA-282052USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7951730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7951730 NON-EXPEDITED N US-TEVA-282146USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7956340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956340 NON-EXPEDITED N US-
BAYER-201015976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7956341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956341 NON-EXPEDITED N US-BAYER-2011-036760 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7956343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956343 NON-EXPEDITED Y US-BAYER-2011-010772 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7956353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956353 NON-EXPEDITED Y US-BAYER-2011-034293 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 8 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE UNK 1825 DAY BAYER
DEVICE EXPULSION  

7956354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956354 NON-EXPEDITED Y US-BAYER-2011-043548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 598 DAY BAYER

7956360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956360 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-040498 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANTINUCLEAR ANTIBODY INCREASED MIRENA S INTRAUTERINE UNK  BAYER
MUSCULOSKELETAL PAIN  

7956366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956366 NON-EXPEDITED N US-BAYER-2011-043613 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 114 DAY BAYER

7956368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956368 NON-EXPEDITED N US-
BAYER-201015945NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
7956667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956667 NON-EXPEDITED Y US-BAYER-2011-036262 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1308 DAY BAYER

7956668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956668 NON-EXPEDITED Y OT US-BAYER-2011-040698 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

7956673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956673 NON-EXPEDITED Y US-BAYER-2011-014224 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7956674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956674 NON-EXPEDITED Y US-BAYER-2011-014955 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

7956675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956675 NON-EXPEDITED Y US-BAYER-2011-014926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7956676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956676 NON-EXPEDITED Y US-BAYER-2011-014381 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR YAZ S UNK 1 DAY BAYER
AMENORRHOEA LEVONORGESTREL S ORAL 0.75 mg, UNK 1 DAY
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Detailed Report
7956677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956677 NON-EXPEDITED N US-BAYER-2011-012763 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

7956678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956678 NON-EXPEDITED N US-BAYER-2011-012073 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 68 DAY BAYER

7956681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956681 NON-EXPEDITED N US-BAYER-2011-035449 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
MUSCLE SPASMS  

7956683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956683 NON-EXPEDITED N US-
BAYER-201020897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S  BAYER

ANTICOAGULANT C  
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Detailed Report
7956687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956687 NON-EXPEDITED N US-
BAYER-201015841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

7956692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956692 NON-EXPEDITED Y US-BAYER-2011-019562 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7956693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956693 NON-EXPEDITED N US-BAYER-2011-010801 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7956699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956699 NON-EXPEDITED N US-
BAYER-201015899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7956700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956700 NON-EXPEDITED N US-
BAYER-201015869NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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7956778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956778 NON-EXPEDITED N US-BAYER-2011-036184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

7956779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956779 NON-EXPEDITED Y US-BAYER-2011-036399 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

7956780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956780 NON-EXPEDITED N US-BAYER-2011-036402 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

7956801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956801 NON-EXPEDITED N US-TEVA-282797USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  

7956805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956805 NON-EXPEDITED N US-
BAYER-201015948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7956806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956806 NON-EXPEDITED Y US-BAYER-2011-034665 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
DISCOMFORT MIRENA S 20 UNK, UNK 92 DAY BAYER
DEVICE DISLOCATION  

7956810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956810 NON-EXPEDITED N US-
BAYER-201015879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7956812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956812 NON-EXPEDITED Y US-BAYER-2011-032755 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7956813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956813 NON-EXPEDITED N US-
BAYER-201019326NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FEELING HOT  
HYPOMENORRHOEA  
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Detailed Report
7956815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956815 NON-EXPEDITED N US-
BAYER-201015906NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

7956816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956816 NON-EXPEDITED Y US-BAYER-2011-033792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7956837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956837 NON-EXPEDITED N US-TEVA-282731USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7956997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7956997 NON-EXPEDITED N US-TEVA-282837USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7957010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957010 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-043730 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

UNSPECIFIED INGREDIENT S  
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Detailed Report
7957040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957040 NON-EXPEDITED Y OT US-BAYER-2011-043433 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

7957083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957083 NON-EXPEDITED Y US-
BAYER-201015909NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER
DEVICE EXPULSION  

7957084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957084 NON-EXPEDITED Y US-
BAYER-201019250NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

7957085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957085 NON-EXPEDITED N US-
BAYER-201030004NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 76 DAY BAYER
MENORRHAGIA  

7957086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957086 NON-EXPEDITED Y US-
BAYER-201020852NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 79 DAY BAYER
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Detailed Report
7957092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957092 NON-EXPEDITED N US-BAYER-2011-015458 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

7957093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957093 NON-EXPEDITED Y US-BAYER-2011-016212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER

7957096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957096 NON-EXPEDITED N US-BAYER-2011-037214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  
UTERINE SPASM  

7957105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957105 NON-EXPEDITED N OT US-BAYER-2011-038687 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  

7957203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957203 NON-EXPEDITED N US-TEVA-282786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7957226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957226 NON-EXPEDITED N US-TEVA-282763USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  

7957233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957233 NON-EXPEDITED N US-TEVA-282771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957242 NON-EXPEDITED N US-TEVA-282735USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957262 NON-EXPEDITED N US-TEVA-282785USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957328 NON-EXPEDITED N US-TEVA-282850USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7957330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957330 NON-EXPEDITED N US-TEVA-282879USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7957454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957454 NON-EXPEDITED N US-TEVA-282855USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957483 NON-EXPEDITED N US-TEVA-282886USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957488 NON-EXPEDITED N US-TEVA-282888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957526 NON-EXPEDITED N US-TEVA-283002USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL SULFATE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7957561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957561 NON-EXPEDITED N US-TEVA-282984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957609 NON-EXPEDITED N US-TEVA-283016USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
DRUG INEFFECTIVE  
FATIGUE  
HEADACHE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7957685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957685 NON-EXPEDITED N US-TEVA-282977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957697 NON-EXPEDITED N US-TEVA-283045USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7957921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957921 NON-EXPEDITED N US-TEVA-283033USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7957929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7957929 NON-EXPEDITED N US-TEVA-283041USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

7958145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958145 NON-EXPEDITED Y US-BAYER-2011-020856 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 93 DAY BAYER

7958146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958146 NON-EXPEDITED N US-BAYER-2011-016321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7958147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958147 NON-EXPEDITED N US-
BAYER-201015972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7958148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958148 NON-EXPEDITED N US-BAYER-2011-019049 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7958149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958149 NON-EXPEDITED N US-
BAYER-201016676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  

7958150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958150 NON-EXPEDITED Y US-
BAYER-201016166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

7958151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958151 NON-EXPEDITED N US-BAYER-2011-019514 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7958160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958160 NON-EXPEDITED Y US-BAYER-2011-021699 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

7958162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958162 NON-EXPEDITED Y US-BAYER-2011-019759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7958165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958165 NON-EXPEDITED Y US-BAYER-2011-022445 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

7958166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958166 NON-EXPEDITED Y US-BAYER-2011-022015 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7958167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958167 NON-EXPEDITED Y US-
BAYER-201015900NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

7958168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958168 NON-EXPEDITED N US-
BAYER-201016536NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7958169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958169 NON-EXPEDITED N US-BAYER-2011-018851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

7958170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958170 NON-EXPEDITED Y US-BAYER-2011-018856 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7958174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958174 NON-EXPEDITED Y US-BAYER-2011-018291 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 376 DAY BAYER
MUSCLE SPASMS  

7958309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958309 NON-EXPEDITED N US-TEVA-283067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DISORIENTATION  
DIZZINESS  
FATIGUE  
PRURITUS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7958345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958345 NON-EXPEDITED N US-TEVA-283104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7958954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958954 NON-EXPEDITED Y OT US-BAYER-2011-044223 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 1 DAY BAYER

7958961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958961 NON-EXPEDITED Y OT US-BAYER-2011-041257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

7958967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958967 NON-EXPEDITED Y US-BAYER-2011-041427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7958970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2011 7958970 NON-EXPEDITED N US-BAYER-2011-041070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BREAST TENDERNESS  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7532990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7532990 EXPEDITED (15-DAY) Y OT US-
BAYER-201027197NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
CERVIX INFLAMMATION  
HYPERTENSION  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
METRORRHAGIA  
POLYMENORRHOEA  
SMEAR CERVIX ABNORMAL  

7792473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7792473 NON-EXPEDITED N OT US-BAYER-2011-005740 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, continuous 57 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PROCEDURAL PAIN  

7825843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7825843 NON-EXPEDITED N HO US-BAYER-2011-015282 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 180 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
HEADACHE  
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7951719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7951719 NON-EXPEDITED N US-TEVA-282183USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7953091 NON-EXPEDITED N US-TEVA-282262USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7953926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7953926 NON-EXPEDITED N US-TEVA-282375USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7954131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7954131 NON-EXPEDITED N US-TEVA-282392USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

EPITOL C  

7954136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7954136 NON-EXPEDITED N US-TEVA-282354USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE PAIN CYMBALTA C  
HEADACHE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7957009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7957009 EXPEDITED (15-DAY) N OT US-BAYER-2011-020542 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL TENDERNESS  
ACNE  
ALOPECIA  
AMNESIA  
FATIGUE  
FUNGAL INFECTION  
GENITAL HAEMORRHAGE  
HEADACHE  
HOT FLUSH  
MOOD SWINGS  
MYALGIA  
NIGHT SWEATS  
PAIN  
RASH  
VAGINAL ODOUR  
WEIGHT INCREASED  

7959225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959225 NON-EXPEDITED N US-BAYER-2011-022398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7959227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959227 NON-EXPEDITED N US-
BAYER-201015942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

7959228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959228 NON-EXPEDITED N US-TEVA-283110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7959236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959236 NON-EXPEDITED N HO US-BAYER-2011-020982 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN  

7959502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959502 NON-EXPEDITED Y US-
BAYER-201019974NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 83 DAY BAYER

7959503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959503 NON-EXPEDITED N US-
BAYER-201016232NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 198 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7959512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959512 NON-EXPEDITED N US-
BAYER-201015926NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7959516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959516 NON-EXPEDITED Y US-BAYER-2011-037059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLLAKIURIA YAZ S  BAYER

COPPER\SILVER S  

7959819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959819 NON-EXPEDITED Y US-BAYER-2011-023482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7959820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959820 NON-EXPEDITED Y US-BAYER-2011-023850 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

MIRENA S  BAYER

7959830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959830 NON-EXPEDITED N US-BAYER-2011-023418 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER
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Detailed Report
7959831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959831 NON-EXPEDITED Y US-BAYER-2011-023695 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

7959832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7959832 NON-EXPEDITED N US-BAYER-2011-023511 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7960596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960596 EXPEDITED (15-DAY) N HO US-BAYER-2011-034727 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
APHAGIA  
DEVICE EXPULSION  
HEADACHE  
NAUSEA  
VAGINAL HAEMORRHAGE  

7960597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960597 EXPEDITED (15-DAY) Y OT US-BAYER-2011-037230 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PROLAPSE MIRENA S INTRAUTERINE UNK 555 DAY BAYER
BLADDER PROLAPSE  
CYSTOCELE  
INCONTINENCE  
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7960604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960604 NON-EXPEDITED N US-
BAYER-201015933NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7960605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960605 NON-EXPEDITED Y US-BAYER-2011-026515 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER
ABDOMINAL PAIN  
METRORRHAGIA  

7960606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960606 NON-EXPEDITED N US-BAYER-2011-024515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7960607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960607 NON-EXPEDITED Y US-BAYER-2011-011538 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7960608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960608 NON-EXPEDITED N US-
BAYER-201015932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg/d, CONT 1825 DAY BAYER

Page: 5,883 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7960609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960609 NON-EXPEDITED Y US-BAYER-2011-025661 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7960610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960610 NON-EXPEDITED Y US-BAYER-2011-026480 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7960611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960611 NON-EXPEDITED N US-BAYER-2011-009989 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7960626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960626 EXPEDITED (15-DAY) N DE,OT US-BAYER-2011-042269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S 20 µg, UNK 61 DAY BAYER
COAGULOPATHY  

7960634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960634 NON-EXPEDITED N US-BAYER-2011-025618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7960635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960635 NON-EXPEDITED N OT AU-BAYER-2011-035648 38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
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7960647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960647 NON-EXPEDITED N US-TEVA-283069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7960648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960648 NON-EXPEDITED N US-TEVA-283117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 1.5/30 21 DAY C  

7960651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960651 NON-EXPEDITED N US-TEVA-283109USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

7960654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960654 NON-EXPEDITED N US-TEVA-283209USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NEXIUM C  
ONE-A-DAY NOS C  
VITAMINS C  
FERROUS SULFATE C  
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7960655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960655 NON-EXPEDITED N US-TEVA-283106USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7960657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960657 NON-EXPEDITED N US-TEVA-283135USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960658 NON-EXPEDITED N US-TEVA-283254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

7960659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960659 NON-EXPEDITED N US-TEVA-283132USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PROMETH CODEINE SYR C  

7960662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960662 NON-EXPEDITED N US-TEVA-283127USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7960665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960665 NON-EXPEDITED N US-TEVA-283139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960666 NON-EXPEDITED N US-TEVA-283271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7960668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960668 NON-EXPEDITED N US-TEVA-283137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960669 NON-EXPEDITED N US-TEVA-283134USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7960670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960670 NON-EXPEDITED N US-TEVA-283108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,887 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7960671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960671 NON-EXPEDITED N US-TEVA-283111USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

7960675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960675 NON-EXPEDITED N US-TEVA-283136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960681 NON-EXPEDITED N US-TEVA-283299USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960685 NON-EXPEDITED N US-TEVA-283112USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7960686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960686 NON-EXPEDITED N US-TEVA-283120USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
NAUSEA  
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7960687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960687 NON-EXPEDITED N US-TEVA-283131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960691 NON-EXPEDITED N US-TEVA-283308USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960775 NON-EXPEDITED Y OT BR-BAYER-2010-002810 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

7960822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960822 NON-EXPEDITED N US-TEVA-283297USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7960842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7960842 NON-EXPEDITED N US-TEVA-283295USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7979268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2011 7979268 DIRECT Y RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20MCG/24HR

CONTINUOUS IUD
 BAYER

DEVICE FAILURE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  

7677570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7677570 NON-EXPEDITED N HO US-
BAYER-201041677NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1004 DAY BAYER

NAUSEA MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS.
MIRENAS HAS BEEN
INSERTED IN JUL OR
AUG-2004.

1461 DAY BAYER

ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
DISCOMFORT  
METRORRHAGIA  

7862798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7862798 NON-EXPEDITED N OT US-BAYER-2011-021977 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 845 DAY BAYER

PRENATE DHA C ORAL UNK  
REPLIVA 21/7 C ORAL UNK  
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7903349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7903349 NON-EXPEDITED N US-TEVA-277062USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ADNEXA UTERI PAIN  
DRUG INEFFECTIVE  
DYSPNOEA  
PALPITATIONS  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7961448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961448 NON-EXPEDITED N US-
BAYER-201015939NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7961532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961532 NON-EXPEDITED Y US-BAYER-2011-042746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7961535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961535 NON-EXPEDITED N US-
BAYER-201016213NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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7961622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961622 NON-EXPEDITED N US-
BAYER-201015835NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7961827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961827 NON-EXPEDITED N US-TEVA-283345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7961856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961856 NON-EXPEDITED N US-TEVA-283341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7961882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961882 NON-EXPEDITED N US-TEVA-283330USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

C  

7961893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961893 EXPEDITED (15-DAY) Y HO DE-BAYER-2011-021551 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMA BENIGN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 305 DAY BAYER

MIRENA S  BAYER
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7961931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961931 NON-EXPEDITED Y US-BAYER-2011-028281 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 135 DAY BAYER

7961932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961932 NON-EXPEDITED N US-BAYER-2011-026523 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 446 DAY BAYER

MIRENA S  BAYER

7961933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961933 NON-EXPEDITED N US-BAYER-2011-030686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7961935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961935 NON-EXPEDITED Y US-BAYER-2011-028767 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER

7961936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961936 NON-EXPEDITED Y US-BAYER-2011-042381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7961937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961937 NON-EXPEDITED N US-BAYER-2011-028336 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

Page: 5,893 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7961938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961938 NON-EXPEDITED US-BAYER-2011-041804 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device misuse Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Expired drug administered  

7961941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961941 NON-EXPEDITED N US-
BAYER-201016231NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7961942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961942 NON-EXPEDITED Y US-
BAYER-201016336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7961953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961953 NON-EXPEDITED Y US-BAYER-2011-030505 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

7961954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961954 NON-EXPEDITED N US-BAYER-2011-042507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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7961962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961962 NON-EXPEDITED N US-TEVA-283292USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SINGULAIR C  
AERIUS C  
RHINOCORT C  

7961981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7961981 NON-EXPEDITED N US-TEVA-283310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HORMONE LEVEL ABNORMAL  

7962069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962069 NON-EXPEDITED N US-TEVA-283290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962119 NON-EXPEDITED N US-TEVA-283294USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CELEXA C ORAL  
NASAL SPRAY C  
CLARITIN C ORAL  
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Detailed Report
7962120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962120 NON-EXPEDITED N US-TEVA-283355USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

7962151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962151 NON-EXPEDITED N US-TEVA-283346USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962173 NON-EXPEDITED N US-TEVA-283350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962179 NON-EXPEDITED N US-TEVA-283349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7962192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962192 NON-EXPEDITED N US-TEVA-283298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962356 NON-EXPEDITED N US-TEVA-283305USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 5,896 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7962365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962365 NON-EXPEDITED N US-TEVA-283503USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL HERPES PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962373 NON-EXPEDITED N US-TEVA-283333USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962384 NON-EXPEDITED N US-TEVA-283505USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962430 NON-EXPEDITED N US-BAYER-2011-030557 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 134 DAY BAYER

7962431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962431 NON-EXPEDITED N US-
BAYER-201015987NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7962432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962432 NON-EXPEDITED N US-BAYER-2011-033965 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
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7962433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962433 NON-EXPEDITED Y US-
BAYER-201015907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 196 DAY BAYER

7962434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962434 NON-EXPEDITED N US-
BAYER-201015732NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  

7962504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962504 NON-EXPEDITED N US-BAYER-2011-042910 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 1310 DAY BAYER
VOMITING IN PREGNANCY  

7962840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962840 NON-EXPEDITED N US-TEVA-283314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED BIRTH CONTROL
PILL

C  
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7962841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962841 NON-EXPEDITED N US-TEVA-283502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA SYNTHROID C 100 Microgram;  

PROZAC C 20 Milligram;  
LISINOPRIL C  
HYDROCHLOROTHIAZIDE C 25 Milligram;  
HYDROCHLOROTHIAZIDE C  
FLEXERIL C 10 Milligram;  

7962860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962860 NON-EXPEDITED N US-TEVA-283342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962861 NON-EXPEDITED N US-TEVA-283445USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7962882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962882 NON-EXPEDITED N US-TEVA-283338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7962886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7962886 NON-EXPEDITED N US-TEVA-283437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  

7980340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2011 7980340 DIRECT Y HO,LT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

ANTICOAGULATION THERAPY C  

7809602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7809602 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-012242 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT 1379 DAY BAYER

7831723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7831723 EXPEDITED (15-DAY) Y OT US-BAYER-2011-015879 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7847345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7847345 NON-EXPEDITED Y OT US-BAYER-2011-019695 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/day  BAYER
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7861787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7861787 NON-EXPEDITED N OT US-BAYER-2011-021715 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
UTERINE SPASM  

7879377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7879377 NON-EXPEDITED Y OT US-BAYER-2011-025397 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
ABDOMINAL PAIN  
NAUSEA  
PELVIC PAIN  

7905022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7905022 NON-EXPEDITED Y OT DE-BAYER-2011-024468 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
PROCEDURAL PAIN  

7920123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7920123 EXPEDITED (15-DAY) N OT US-BAYER-2011-034348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
UTERINE DILATION AND CURETTAGE  
UTERINE PERFORATION  
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7920424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7920424 EXPEDITED (15-DAY) Y HO GB-BAYER-2011-036340 20 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S 20 µg/d, CONT  BAYER
DEPRESSION GONADORELIN C  
INTENTIONAL SELF-INJURY  
SUICIDAL IDEATION  
SUICIDE ATTEMPT  

7938205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7938205 NON-EXPEDITED N US-TEVA-280694USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7952712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7952712 EXPEDITED (15-DAY) Y OT UA-BAYER-2010-002619 44 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7953330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7953330 NON-EXPEDITED N US-TEVA-282356USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7957039 NON-EXPEDITED N US-TEVA-282844USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FUNGAL INFECTION  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
7957076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7957076 NON-EXPEDITED N US-TEVA-282762USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7957260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7957260 NON-EXPEDITED N US-TEVA-282726USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KLONOPIN C ORAL  
CYMBALTA C ORAL  

7963598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963598 NON-EXPEDITED N US-
BAYER-201016645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

7963599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963599 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-043370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA  
PULMONARY EMBOLISM  
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Detailed Report
7963601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963601 NON-EXPEDITED N US-
BAYER-201016839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
DIZZINESS  
HEADACHE  
VAGINAL HAEMORRHAGE  

7963602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963602 NON-EXPEDITED N US-
BAYER-201015712NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7963616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963616 NON-EXPEDITED Y US-
BAYER-201040523NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 142 DAY BAYER

7963625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963625 NON-EXPEDITED N US-
BAYER-201016424NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7963626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963626 NON-EXPEDITED N US-BAYER-2011-045230 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
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Detailed Report
7963682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963682 NON-EXPEDITED Y US-BAYER-2011-021570 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7963683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963683 NON-EXPEDITED N US-
BAYER-201016380NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7963820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963820 NON-EXPEDITED N US-BAYER-2011-043769 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

7963838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963838 NON-EXPEDITED N US-
BAYER-201016379NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7963868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7963868 NON-EXPEDITED N US-TEVA-283535USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7964190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964190 NON-EXPEDITED N US-TEVA-283531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7964229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964229 NON-EXPEDITED N US-TEVA-283529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7964235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964235 NON-EXPEDITED N US-TEVA-283526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964245 NON-EXPEDITED N US-TEVA-283523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964260 NON-EXPEDITED N US-TEVA-283440USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7964308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964308 NON-EXPEDITED N US-TEVA-283454USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7964319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964319 NON-EXPEDITED N US-TEVA-283458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964348 NON-EXPEDITED N US-TEVA-283492USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7964395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964395 NON-EXPEDITED N US-TEVA-283462USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964410 NON-EXPEDITED N US-TEVA-283431USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
NAUSEA  
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Detailed Report
7964425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964425 NON-EXPEDITED N US-TEVA-283419USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964454 NON-EXPEDITED N US-TEVA-283422USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964496 NON-EXPEDITED N US-TEVA-283443USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7964659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964659 NON-EXPEDITED N US-TEVA-283528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964680 NON-EXPEDITED N US-TEVA-283519USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964704 NON-EXPEDITED N US-TEVA-283418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7964821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964821 NON-EXPEDITED N US-TEVA-283607USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964875 NON-EXPEDITED N US-TEVA-283606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7964938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964938 NON-EXPEDITED N US-BAYER-2011-020972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

7964949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964949 NON-EXPEDITED N US-
BAYER-201016032NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7964956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7964956 NON-EXPEDITED N US-TEVA-283592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7965060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7965060 NON-EXPEDITED N US-TEVA-283579USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7965069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7965069 NON-EXPEDITED N US-TEVA-283566USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7965084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2011 7965084 NON-EXPEDITED N US-TEVA-283560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
PELVIC PAIN  

7825162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7825162 NON-EXPEDITED N OT US-BAYER-2011-015691 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1095 DAY BAYER
AMENORRHOEA MIRENA S  BAYER
DEVICE EXPULSION  
HYPOMENORRHOEA  
MENORRHAGIA  
OLIGOMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7879368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7879368 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2011-012752 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN HYDATIDIFORM MOLE MIRENA S Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
HAEMORRHAGIC OVARIAN CYST  
METRORRHAGIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7884662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7884662 EXPEDITED (15-DAY) N OT US-BAYER-2011-025473 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE 211 DAY BAYER
ANAEMIA  
HYPOGLYCAEMIA  
POST PROCEDURAL HAEMORRHAGE  

7887955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7887955 NON-EXPEDITED N OT US-BAYER-2011-026530 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
PREGNANCY TEST POSITIVE  
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Detailed Report
7916246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7916246 NON-EXPEDITED Y OT US-BAYER-2011-032023 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
Haemorrhage in pregnancy  

7924180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7924180 NON-EXPEDITED N OT US-BAYER-2011-034745 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE 20 µg, CONT 122 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7938060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7938060 NON-EXPEDITED N OT US-BAYER-2011-037412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7957131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7957131 NON-EXPEDITED N US-TEVA-282777USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  
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Detailed Report
7960653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7960653 NON-EXPEDITED N US-TEVA-283126USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7962043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7962043 NON-EXPEDITED N US-TEVA-283356USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

7962486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7962486 NON-EXPEDITED N US-TEVA-283328USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA CONCERTA C  

PRISTIQ EXTENDED RELEASE C  
SPIRONOLACTONE C  

7966027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966027 NON-EXPEDITED N US-TEVA-283614USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7966080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966080 NON-EXPEDITED N US-TEVA-283671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  
VULVOVAGINAL PAIN  
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Detailed Report
7966148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966148 NON-EXPEDITED N US-
BAYER-201018130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER
ABDOMINAL PAIN  

7966164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966164 NON-EXPEDITED N US-
BAYER-201016163NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK 248 DAY BAYER
DEVICE EXPULSION  

7966168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966168 NON-EXPEDITED Y US-
BAYER-201016370NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7966169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966169 NON-EXPEDITED N US-
BAYER-201016429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7966170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966170 NON-EXPEDITED N US-
BAYER-201016589NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7966172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966172 NON-EXPEDITED N US-
BAYER-201020319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE INJURY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7966182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966182 NON-EXPEDITED N US-
BAYER-201040983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7966191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966191 NON-EXPEDITED N US-
BAYER-201015980NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7966241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966241 NON-EXPEDITED N US-TEVA-283673USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN SYNTHROID C  

7966362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966362 NON-EXPEDITED N US-TEVA-283630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7966411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966411 NON-EXPEDITED N US-TEVA-283634USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7966467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966467 NON-EXPEDITED N US-TEVA-283640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7966660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966660 NON-EXPEDITED N OT US-BAYER-2011-043518 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
AMENORRHOEA  
BREAST DISCHARGE  

7966741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966741 NON-EXPEDITED N US-BAYER-2010-007214 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER
HAEMORRHAGE  

7966745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966745 NON-EXPEDITED N US-BAYER-2011-034315 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
7966746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966746 NON-EXPEDITED N US-BAYER-2010-005922 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7966747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966747 NON-EXPEDITED N US-
BAYER-201016421NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER

7966748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966748 NON-EXPEDITED N US-
BAYER-201021989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

7966749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966749 NON-EXPEDITED Y US-BAYER-2010-005926 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7966751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966751 NON-EXPEDITED Y US-BAYER-2010-007320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 5,917 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7966754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966754 NON-EXPEDITED Y US-BAYER-2010-007242 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 259 DAY BAYER

7966757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966757 NON-EXPEDITED Y US-BAYER-2010-007482 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 129 DAY BAYER

7966758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966758 NON-EXPEDITED N US-BAYER-2010-007425 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 211 DAY BAYER
MENORRHAGIA  

7966759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966759 NON-EXPEDITED N US-BAYER-2010-007364 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
HAEMORRHAGE  
MENSTRUAL DISORDER  

7966760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966760 NON-EXPEDITED Y US-BAYER-2010-006916 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER
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Detailed Report
7966761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966761 NON-EXPEDITED N US-BAYER-2010-007211 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HAEMORRHAGE  
MUSCLE SPASMS  

7966762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966762 NON-EXPEDITED N US-BAYER-2010-006905 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
DISCOMFORT  
MUSCLE SPASMS  

7966763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966763 NON-EXPEDITED N US-BAYER-2010-007414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7966857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966857 NON-EXPEDITED N US-TEVA-283881USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN NAPROXEN C ORAL  
DIZZINESS HYDROCODONE BITARTRATE C ORAL  

7966877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966877 NON-EXPEDITED N US-TEVA-283878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
7966900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966900 NON-EXPEDITED N US-TEVA-283874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7966938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7966938 NON-EXPEDITED N US-TEVA-283609USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7967350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967350 NON-EXPEDITED N US-TEVA-283674USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LOESTRIN 1.5/30 21 DAY C  

7967362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967362 NON-EXPEDITED N US-TEVA-283611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7967366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967366 NON-EXPEDITED N US-TEVA-283615USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7967389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967389 NON-EXPEDITED N US-TEVA-283627USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7967397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967397 NON-EXPEDITED N US-TEVA-246010USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED METRONIDAZOLE C ORAL 1000 Milligram;  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7967398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967398 NON-EXPEDITED N US-TEVA-283625USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7967441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967441 NON-EXPEDITED N US-
BAYER-201021385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7967444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967444 NON-EXPEDITED N US-
BAYER-201030886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7967445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967445 NON-EXPEDITED Y US-
BAYER-201023456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
7967466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967466 NON-EXPEDITED N US-
BAYER-201016272NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD PRESSURE INCREASED  
DIZZINESS  
FATIGUE  

7967493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967493 EXPEDITED (15-DAY) N HO,OT BR-BAYER-2011-044006 28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT  BAYER
ABNORMAL BEHAVIOUR MIRENA S  BAYER
ANGER MIRENA S  BAYER
ABASIA  
ANXIETY  
DEVICE DISLOCATION  
DYSMENORRHOEA  
HYPOMENORRHOEA  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
POLYMENORRHOEA  
PROCEDURAL PAIN  

7967504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967504 EXPEDITED (15-DAY) N OT US-BAYER-2011-044044 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETAINED PLACENTA OR MEMBRANES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7967552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967552 NON-EXPEDITED N HO FR-BAYER-2011-039944 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ANXIETY  
DEVICE DISLOCATION  
MIGRAINE  
NAUSEA  
STRESS  

7967568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967568 NON-EXPEDITED N US-TEVA-283891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7967589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967589 EXPEDITED (15-DAY) N OT BR-BAYER-2011-043044 91 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHIOLITIS MIRENA S OTHER UNK  BAYER

7967641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7967641 EXPEDITED (15-DAY) N OT US-BAYER-2011-043312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST RUPTURE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

Page: 5,923 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7978705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 7978705 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-042638 33 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE YASMIN S ORAL UNK  BAYER
HEADACHE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

ANXIETY  
CHEST PAIN  
DYSPNOEA  
FATIGUE  

8028759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2011 8028759 NON-EXPEDITED N OT 318759 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER VAGIFEM S VAGINAL 25 UG, VAGINAL  

PREMARIN S ORAL 0.9 MG, ORAL  
PROVERA S ORAL 5 MG, ORAL ; 10 MG  
ESTRATEST HS S ORAL 1.25/2.25 MG  
MEDROXYPROGESTERONE
ACETATE

S 5 MG ; 10 MG  

CLIMARA PRO S 0.045/.015  
TESTOSTERONE S  
PREVACID C  
ZANAFLEX C  
ULTRAM C  
SINGULAIR C  
DOXEPIN HYDROCHLORIDE C  
VENLAFAXINE C  
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7681596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7681596 NON-EXPEDITED Y US-
BAYER-201041916NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

7734415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7734415 NON-EXPEDITED N US-BAYER-2010-000414 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 223 DAY BAYER

7734904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7734904 NON-EXPEDITED Y US-BAYER-2010-001305 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 40 DAY BAYER

7734917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7734917 NON-EXPEDITED Y US-BAYER-2010-001304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7734948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7734948 NON-EXPEDITED Y US-BAYER-2010-004743 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
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7735076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7735076 NON-EXPEDITED Y US-BAYER-2010-003722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7735116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7735116 NON-EXPEDITED Y US-BAYER-2010-000909 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S UNK  BAYER
VAGINAL DISCHARGE  

7735191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7735191 NON-EXPEDITED N US-BAYER-2010-000808 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
METRORRHAGIA  

7740031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7740031 NON-EXPEDITED N OT US-BAYER-2010-006133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S Daily dose 20 µg  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7751541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7751541 NON-EXPEDITED Y US-BAYER-2011-000456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
NAUSEA  
VOMITING  
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7754958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7754958 NON-EXPEDITED N US-BAYER-2010-008631 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S 20 µg, CONT 36 DAY BAYER
ABDOMINAL PAIN  
BLOOD URINE PRESENT  
DEVICE EXPULSION  
POLLAKIURIA  
POST PROCEDURAL COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

7843057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7843057 NON-EXPEDITED Y HO,OT US-BAYER-2011-017982 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
PREGNANCY TEST URINE POSITIVE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7966147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7966147 NON-EXPEDITED N US-
BAYER-201016427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7966167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7966167 NON-EXPEDITED N US-
BAYER-201016432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  
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7968226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968226 NON-EXPEDITED N OT US-BAYER-2011-043493 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

7968231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968231 NON-EXPEDITED Y US-BAYER-2011-044010 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  

7968243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968243 NON-EXPEDITED Y US-
BAYER-201027712NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 411 DAY BAYER

7968249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968249 NON-EXPEDITED N US-
BAYER-201030834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN ODOUR ABNORMAL  

7968262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968262 NON-EXPEDITED Y US-BAYER-2011-036431 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
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7968266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968266 NON-EXPEDITED N US-TEVA-283944USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL IMPLANT C  

7968367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968367 NON-EXPEDITED N US-TEVA-283999USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7968378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968378 NON-EXPEDITED Y US-BAYER-2010-007248 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

7968379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968379 NON-EXPEDITED N US-BAYER-2010-008253 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7968380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968380 NON-EXPEDITED N US-BAYER-2010-008270 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7968381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968381 NON-EXPEDITED Y US-BAYER-2010-008277 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
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Detailed Report
7968383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968383 NON-EXPEDITED Y US-BAYER-2010-007451 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

7968384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968384 NON-EXPEDITED Y US-BAYER-2010-008261 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7968385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968385 NON-EXPEDITED N US-BAYER-2010-008204 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 378 DAY BAYER
DEVICE DISLOCATION  

7968475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7968475 NON-EXPEDITED N US-TEVA-284000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969040 NON-EXPEDITED N US-TEVA-284003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969231 NON-EXPEDITED N US-TEVA-284002USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7969273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969273 NON-EXPEDITED Y US-
BAYER-201016282NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  

7969274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969274 NON-EXPEDITED N US-BAYER-2010-009294 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7969275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969275 NON-EXPEDITED Y US-BAYER-2010-008269 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

7969276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969276 NON-EXPEDITED N US-
BAYER-201016535NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DEVICE EXPULSION  
PENILE PAIN  

7969277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969277 NON-EXPEDITED N US-BAYER-2010-007245 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
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7969281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969281 NON-EXPEDITED N US-BAYER-2011-046510 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 43 DAY BAYER

7969283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969283 NON-EXPEDITED N US-TEVA-284001USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AFFECT LABILITY  
ANGER  
CRYING  

7969351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969351 NON-EXPEDITED N US-TEVA-284004USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969352 NON-EXPEDITED N US-TEVA-283975USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969396 NON-EXPEDITED N US-TEVA-284005USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7969456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969456 NON-EXPEDITED N US-TEVA-283904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969500 NON-EXPEDITED N US-TEVA-283897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969555 NON-EXPEDITED N US-TEVA-284010USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ATIVAN C  
CYMBALTA C  
CYMBALTA C  

7969646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969646 NON-EXPEDITED N US-TEVA-284008USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969647 NON-EXPEDITED N US-TEVA-283980USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7969649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969649 NON-EXPEDITED N US-TEVA-284009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969663 NON-EXPEDITED N US-TEVA-283969USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969664 NON-EXPEDITED N US-TEVA-284147USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7969711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969711 NON-EXPEDITED N US-TEVA-283964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7969767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969767 NON-EXPEDITED N US-TEVA-283936USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
POLLAKIURIA  
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7969796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7969796 NON-EXPEDITED N US-TEVA-283924USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7986069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 7986069 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE INTRA-UTERINE  BAYER
ACNE  
ALOPECIA  
DEPRESSION  
DIZZINESS  
PANIC ATTACK  
VERTIGO  
VITREOUS FLOATERS  

8034428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 8034428 NON-EXPEDITED N OT 236893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS SEASONIQUE S ORAL ORAL  
BLOOD DISORDER  
THROMBOSIS  

8034440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 8034440 NON-EXPEDITED N OT 239718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS SEASONIQUE S ORAL ORAL  
THROMBOSIS  
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8034449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 8034449 NON-EXPEDITED Y OT 245515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONIQUE S ORAL ORAL  

8034451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 8034451 NON-EXPEDITED Y OT 270997USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONIQUE S (1 IN 24 HR)  
APHASIA  
DYSPNOEA  

8036791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2011 8036791 NON-EXPEDITED N HO,OT 236734USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL ORAL  

ACTIVITIES OF DAILY LIVING IMPAIRED  
BLOOD DISORDER  
CHEST PAIN  
DIZZINESS  
GAIT DISTURBANCE  
GROIN PAIN  
IMPAIRED DRIVING ABILITY  
MALAISE  
PAIN  
THROMBOSIS  
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7918281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7918281 NON-EXPEDITED Y OT US-BAYER-2011-033660 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  

7931568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7931568 NON-EXPEDITED N US-TEVA-280199USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA RAPAFLO C 8 Milligram;  
PELVIC PAIN M.V.I. ADULT C  
BREAST TENDERNESS  
MENORRHAGIA  
MENSTRUATION DELAYED  

7934948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7934948 EXPEDITED (15-DAY) Y OT BE-BAYER-2011-036116 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FATIGUE  
HEPATIC ENZYME INCREASED  
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7964408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7964408 NON-EXPEDITED N OT US-
BAYER-201016160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
NAUSEA  

7970532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970532 NON-EXPEDITED N US-TEVA-284007USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970560 NON-EXPEDITED N US-TEVA-284167USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7970601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970601 NON-EXPEDITED N US-TEVA-284161USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970626 NON-EXPEDITED N US-TEVA-284154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7970642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970642 NON-EXPEDITED N US-TEVA-284151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970696 NON-EXPEDITED Y OT US-BAYER-2011-044349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, CONT  BAYER

7970724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970724 NON-EXPEDITED N US-TEVA-284150USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970759 NON-EXPEDITED Y US-TEVA-284143USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970783 NON-EXPEDITED N US-TEVA-284139USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7970791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970791 NON-EXPEDITED Y OT US-BAYER-2011-044465 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7970886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970886 NON-EXPEDITED Y US-BAYER-2011-045457 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haemorrhage in pregnancy  

7970888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970888 NON-EXPEDITED N US-BAYER-2011-044320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7970921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7970921 NON-EXPEDITED N US-TEVA-284110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7971010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971010 NON-EXPEDITED N US-TEVA-284108USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971182 NON-EXPEDITED Y OT US-BAYER-2011-044455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
7971216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971216 NON-EXPEDITED N US-TEVA-284242USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7971304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971304 NON-EXPEDITED N US-TEVA-284249USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

7971402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971402 NON-EXPEDITED N US-TEVA-284059USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
VOMITING  

7971410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971410 NON-EXPEDITED N US-TEVA-284081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971464 NON-EXPEDITED N US-TEVA-284172USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7971489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971489 NON-EXPEDITED N US-TEVA-284171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971522 NON-EXPEDITED N US-TEVA-284170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971540 NON-EXPEDITED N OT US-BAYER-2011-044387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ADNEXA UTERI PAIN  
AMENORRHOEA  
PREGNANCY TEST POSITIVE  

7971541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971541 EXPEDITED (15-DAY) Y HO ZA-BAYER-2011-043885 37 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PULMONARY EMBOLISM ENOXAPARIN SODIUM C UNK  

7971588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971588 NON-EXPEDITED N US-TEVA-284124USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
7971696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971696 NON-EXPEDITED N US-TEVA-284280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971788 NON-EXPEDITED N US-TEVA-284155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971818 NON-EXPEDITED N US-TEVA-284168USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971908 NON-EXPEDITED N US-TEVA-284132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971927 NON-EXPEDITED N US-TEVA-284165USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7971988 NON-EXPEDITED N US-TEVA-284176USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
7972026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7972026 NON-EXPEDITED N US-TEVA-284175USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

7972053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7972053 NON-EXPEDITED N US-TEVA-284174USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7972251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7972251 NON-EXPEDITED Y US-BAYER-2011-019276 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER
BACK PAIN ARMOUR THYROID C  
WEIGHT DECREASED PNV C  
ABDOMINAL PAIN  

7989780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7989780 DIRECT N DS 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

7992695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2011 7992695 DIRECT N HO,DS,LT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ORAL 1 PILL DAILY PO 3 YR
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Detailed Report
6609456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 6609456 NON-EXPEDITED Y OT US-BAYER-
US-2004-029819

73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS CLIMARA PRO S TRANSDERMAL UNK mg/d, cont 182 DAY BAYER
BREAST CANCER IN SITU PREMARIN S  
INCISION SITE PAIN MEDROXYPROGESTERONE

ACETATE
S  

STRESS ESTROGENS, CONJUGATED
\MEDROXYPROGESTERONE
ACETATE

S  

DEPRESSION ESTROGENS S  
AFFECT LABILITY CYCRIN S 96 DAY
FATIGUE CELEXA C  
SKIN DISORDER LEXAPRO C 10 QD  

XANAX C 0.25 TID PRN  
ARIMIDEX C 1149 DAY
ZOLOFT C 50  
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Detailed Report
7010807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7010807 EXPEDITED (15-DAY) Y OT US-
BAYER-200921945NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 110 DAY BAYER
HORNER'S SYNDROME YAZ S ORAL  BAYER
BLINDNESS TRANSIENT ADVIL C  
EYE SWELLING ADVIL C  
MIOSIS GINKGO BILOBA LEAF EXTRACT

\PANAX GINSENG ROOT
EXTRACT

C  

VISION BLURRED MINERALS NOS C  
EYE DISORDER  
EYELID PTOSIS  
EYELID RETRACTION  
INTERVERTEBRAL DISC DEGENERATION  
MYDRIASIS  
OLIGOMENORRHOEA  
TUNNEL VISION  
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Detailed Report
7151011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7151011 EXPEDITED (15-DAY) Y HO,LT,OT FR-
BAYER-200934710GPV

32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
2 DAY BAYER

GENITAL INFECTION FEMALE FERROUS SULFATE C ORAL 500 mg (Daily Dose),
QD, oral

30 DAY

ABDOMINAL PAIN  
ACUTE RESPIRATORY DISTRESS SYNDROME  
C-REACTIVE PROTEIN INCREASED  
DELUSION  
DISSEMINATED INTRAVASCULAR
COAGULATION

 

DYSPEPSIA  
ENCEPHALOPATHY  
ENDOMETRITIS  
GENITAL INFECTION BACTERIAL  
HEPATIC ENZYME ABNORMAL  
HYPOVOLAEMIA  
Infectious peritonitis  
INTESTINAL DILATATION  
MIXED LIVER INJURY  
NIGHTMARE  
PELVIC PAIN  
PLEURAL EFFUSION  
PYREXIA  
SPEECH DISORDER  
SUBILEUS  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
7274965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7274965 NON-EXPEDITED N US-
BAYER-201012911NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MUSCLE SPASMS  
OVARIAN CYST  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7278345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7278345 NON-EXPEDITED Y US-
BAYER-201011442NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
713 DAY BAYER

PREGNANCY  

7387592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7387592 NON-EXPEDITED Y OT US-
BAYER-201020097NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
42 DAY BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  
VAGINAL HAEMORRHAGE  
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Detailed Report
7418100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7418100 NON-EXPEDITED N OT US-
BAYER-201024463NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
864 DAY BAYER

ABORTION SPONTANEOUS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7428680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7428680 NON-EXPEDITED N OT US-
BAYER-201025634NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
104 DAY BAYER

DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7455503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7455503 NON-EXPEDITED Y OT US-
BAYER-201026388NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISCOMFORT ZOCOR C ORAL  
DEVICE EXPULSION  
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Detailed Report
7547925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7547925 EXPEDITED (15-DAY) Y HO BY-
BAYER-201036174GPV

44 YR Female BLR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE MASS MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
152 DAY BAYER

OVARIAN MASS  

7565925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7565925 NON-EXPEDITED Y US-
BAYER-201031318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
1096 DAY BAYER

AMENORRHOEA  
DEVICE EXPULSION  
MENORRHAGIA  

7568478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7568478 EXPEDITED (15-DAY) N OT US-
BAYER-201031731NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE  BAYER
THROMBOSIS  

7586701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7586701 NON-EXPEDITED Y US-
BAYER-201032015NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
7594436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7594436 NON-EXPEDITED Y OT US-
BAYER-201033548NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7599827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7599827 NON-EXPEDITED Y OT US-
BAYER-201033958NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
808 DAY BAYER

7605220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7605220 NON-EXPEDITED N HO,OT US-
BAYER-201034327NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,
intra-uterine

457 DAY BAYER

7611075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7611075 NON-EXPEDITED Y OT US-
BAYER-201034715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7613919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7613919 NON-EXPEDITED N US-
BAYER-201034970NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
103 DAY BAYER

DEVICE EXPULSION  
GENITAL DISCHARGE  
HYPERTENSION  
NAUSEA  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

7615234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7615234 NON-EXPEDITED Y OT US-
BAYER-201035122NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE  BAYER

7623273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7623273 EXPEDITED (15-DAY) Y OT DE-
BAYER-201041680GPV

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
2556 DAY BAYER
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Detailed Report
7633234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7633234 EXPEDITED (15-DAY) Y HO,LT FR-
BAYER-201041971GPV

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

INTERMITTENT CLAUDICATION MIRENA S  BAYER
MOTOR DYSFUNCTION ANTITHROMBOTIC AGENTS C  
GESTATIONAL DIABETES  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7646639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7646639 NON-EXPEDITED Y US-
BAYER-201037390NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
1080 DAY BAYER

7660015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7660015 NON-EXPEDITED N US-
BAYER-201034739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
7660029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7660029 NON-EXPEDITED N US-
BAYER-201037460NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

7661441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7661441 NON-EXPEDITED N US-
BAYER-201037452NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
304 DAY BAYER

MENSTRUATION DELAYED  
VOMITING IN PREGNANCY  

7668004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7668004 NON-EXPEDITED N US-
BAYER-201033263NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE LEIOMYOMA  

7673645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7673645 NON-EXPEDITED N US-
BAYER-201036036NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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7681538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7681538 EXPEDITED (15-DAY) N OT CA-
BAYER-201041934NA

32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIOLIPIN ANTIBODY POSITIVE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
SINUSITIS VENTOLIN C  
OVARIAN CYST CITALOPRAM HYDROBROMIDE C  
AMENORRHOEA  
MYALGIA  
UTERINE TENDERNESS  

7681556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7681556 NON-EXPEDITED N OT US-
BAYER-201041812NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN CONTRACEPTIVES NOS C  

MEDICATION C  

7690516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7690516 NON-EXPEDITED N OT US-
BAYER-201041974NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
MENORRHAGIA  
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Detailed Report
7690533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7690533 NON-EXPEDITED N OT PL-
BAYER-201017530GPV

38 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
1461 DAY BAYER

7690716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7690716 EXPEDITED (15-DAY) Y OT FR-
BAYER-201047634GPV

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

DROSPIRENONE\ETHINYL
ESTRADIOL

S  BAYER

DROSPIRENONE\ETHINYL
ESTRADIOL

S  BAYER

DROSPIRENONE\ETHINYL
ESTRADIOL

S  BAYER

7690734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7690734 NON-EXPEDITED N US-
BAYER-201039980NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 62 DAY BAYER

7692035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692035 NON-EXPEDITED Y OT US-
BAYER-201042104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:CONTIN

UOUS
 BAYER

PAIN  
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7692067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692067 NON-EXPEDITED Y OT US-
BAYER-201042143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7692068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692068 NON-EXPEDITED Y OT BE-BAYER-2010-000623 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

7692081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692081 NON-EXPEDITED N OT US-
BAYER-201042123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOS
 BAYER

ABORTION SPONTANEOUS  
CHILLS  
NAUSEA  
VAGINAL HAEMORRHAGE  

7692109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692109 NON-EXPEDITED N US-
BAYER-201041855NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
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7692113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692113 NON-EXPEDITED N US-
BAYER-201041805NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

AMENORRHOEA  
NAUSEA  
PAROSMIA  

7692115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692115 EXPEDITED (15-DAY) Y OT US-
BAYER-201042149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE  BAYER

7692153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692153 EXPEDITED (15-DAY) Y OT AU-BAYER-2010-000026 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE UNK 96 DAY BAYER
DEPRESSION  
MIGRAINE WITH AURA  
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7692177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7692177 NON-EXPEDITED N DS US-
BAYER-201041145NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
736 DAY BAYER

MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY
CONTINUOUS

 BAYER

ABDOMINAL PAIN MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
GAIT DISTURBANCE  
MOOD SWINGS  

7695898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7695898 NON-EXPEDITED Y HO HU-BAYER-2010-001441 35 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 135 DAY BAYER
PELVIC PAIN  

7698360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7698360 EXPEDITED (15-DAY) Y OT BE-BAYER-2010-000710 46 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER

7702354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7702354 NON-EXPEDITED Y OT CA-BAYER-2010-002325 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7714382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7714382 EXPEDITED (15-DAY) Y OT AT-BAYER-2010-004552 50 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

7714509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7714509 EXPEDITED (15-DAY) Y OT DE-BAYER-2010-004550 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7734474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734474 EXPEDITED (15-DAY) Y OT CA-BAYER-2010-001761 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMA MIRENA S  BAYER

7734662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734662 EXPEDITED (15-DAY) Y OT CA-BAYER-2010-003637 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS MIRENA S  BAYER

7734692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734692 EXPEDITED (15-DAY) Y OT US-BAYER-2010-003168 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPHAGIA MAGNEVIST S INTRAVENOUS 20 ml, ONCE 1 DAY BAYER
COUGH MAGNEVIST S  BAYER
HYPERSENSITIVITY ALESSE 28 S  

PAXIL C  
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7734800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734800 EXPEDITED (15-DAY) DS NL-BAYER-2010-004239 53 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE UNK  BAYER
ARTHRALGIA  
MEMORY IMPAIRMENT  
PALPITATIONS  
SUICIDAL IDEATION  
TOOTH DISORDER  

7734932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734932 NON-EXPEDITED N US-
BAYER-201036318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S  BAYER

7734994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7734994 EXPEDITED (15-DAY) N OT KR-BAYER-2010-006119 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S VAGINAL UNK  BAYER
BLOOD PRESSURE DECREASED  
DEVICE DIFFICULT TO USE  

7735163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7735163 NON-EXPEDITED N OT BR-BAYER-2010-001924 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HOT FLUSH SYNTHROID C ORAL 112 µg, QD  

PANTOPRAZOLE C ORAL 1 DF, QD  
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Detailed Report
7736026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7736026 NON-EXPEDITED N US-BAYER-2010-003962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

7805323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7805323 NON-EXPEDITED Y OT US-BAYER-2011-011330 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT 66 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
BREAST SWELLING  
BREAST TENDERNESS  
DEPRESSION  
DYSGEUSIA  
MIGRAINE  
MOOD SWINGS  
OEDEMA PERIPHERAL  
OVARIAN CYST  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SWELLING FACE  
WEIGHT INCREASED  

7867984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7867984 NON-EXPEDITED Y US-BAYER-2011-022524 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 1280 DAY BAYER
Haemorrhage in pregnancy  
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7887880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7887880 NON-EXPEDITED N US-BAYER-2011-027820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
POLYMENORRHOEA PENICILLIN C  
METRORRHAGIA CODEINE SULFATE C  
FATIGUE  
INCREASED APPETITE  
WEIGHT INCREASED  

7889982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7889982 NON-EXPEDITED Y HO,OT US-BAYER-2011-029810 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mg/24hr, UNK  BAYER
DEVICE EXPULSION  
PREMATURE LABOUR  

7952361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7952361 NON-EXPEDITED N US-TEVA-282132USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SUBOXONE C  

7961821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7961821 NON-EXPEDITED N US-TEVA-283318USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IMPLANON C  
ESTROL BLEND C  
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7963837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7963837 NON-EXPEDITED N US-TEVA-283536USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT TOPAMAX C 3 Milligram;  
PELVIC PAIN ADIPEX-P C 37.5 Milligram;  

7964894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7964894 NON-EXPEDITED N US-TEVA-283593USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7965059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7965059 NON-EXPEDITED Y OT US-BAYER-2011-017110 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 150 DAY BAYER
CERVICAL DYSPLASIA  

7967578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7967578 NON-EXPEDITED N US-TEVA-283631USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

7972518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972518 EXPEDITED (15-DAY) N OT DE-BAYER-2010-000560 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK  BAYER
HALLUCINATION, AUDITORY  
SUICIDE ATTEMPT  
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7972521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972521 EXPEDITED (15-DAY) Y DS GB-BAYER-2010-000583 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE UNK 12 DAY BAYER
ERUCTATION  
FLATULENCE  
GASTROOESOPHAGEAL REFLUX DISEASE  
HYPERHIDROSIS  

7972529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972529 EXPEDITED (15-DAY) Y OT IL-BAYER-2010-003677 44 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
HAEMORRHAGIC ANAEMIA  
VAGINAL HAEMORRHAGE  

7972537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972537 EXPEDITED (15-DAY) N OT FI-BAYER-2010-003412 34 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DIZZINESS DESLORATADINE C ORAL UNK  
ABDOMINAL PAIN LOWER  
DEPRESSION  
DYSMENORRHOEA  
MENORRHAGIA  
SWELLING  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PAIN  
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7972560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972560 NON-EXPEDITED N US-BAYER-2010-000432 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 136 DAY BAYER

7972562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972562 EXPEDITED (15-DAY) Y OT NO-BAYER-2010-000320 44 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL DIZZINESS MIRENA S UNK  BAYER
SYNCOPE MIRENA S UNK 1460 DAY BAYER
DEVICE DIFFICULT TO USE  
GENITAL HAEMORRHAGE  

7972567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972567 NON-EXPEDITED N US-
BAYER-201010845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7972620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972620 EXPEDITED (15-DAY) Y DE,CA,OT US-BAYER-2010-002095 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOLOPROSENCEPHALY MIRENA S  BAYER
FOETAL GROWTH RESTRICTION  

7972624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972624 EXPEDITED (15-DAY) Y CA,OT US-BAYER-2010-002202 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLEFT LIP MIRENA S  BAYER
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7972628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972628 EXPEDITED (15-DAY) Y DS,LT,OT UA-BAYER-2010-002409 46 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEIOMYOSARCOMA MIRENA S INTRAUTERINE 20 mcg/24hr, continuous 952 DAY BAYER
UTERINE ENLARGEMENT  

7972648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972648 NON-EXPEDITED Y OT US-BAYER-2010-000161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 365 DAY BAYER
PELVIC PAIN  

7972650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972650 NON-EXPEDITED Y OT US-
BAYER-201042151NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  
UTERINE PERFORATION  

7972653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972653 NON-EXPEDITED Y OT US-
BAYER-201042067NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

UTERINE HAEMORRHAGE  

Page: 5,967 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7972654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972654 NON-EXPEDITED N OT US-
BAYER-201042114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PAIN  

7972656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972656 NON-EXPEDITED N OT US-BAYER-2010-000369 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK 1095 DAY BAYER

7972659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972659 NON-EXPEDITED N OT US-
BAYER-201042148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

7972699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972699 NON-EXPEDITED N OT US-BAYER-2010-001364 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
IRRITABILITY  

7972727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972727 NON-EXPEDITED N US-TEVA-284354USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C ORAL 20 Milligram;  
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Detailed Report
7972769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972769 NON-EXPEDITED Y OT FR-BAYER-2010-002576 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7972787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972787 NON-EXPEDITED N US-TEVA-284352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7972795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972795 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2010-000315 50 YR Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S UNK 313 DAY BAYER
VAGINAL HAEMORRHAGE TRANEXAMIC ACID C  
UTERINE LEIOMYOMA  

7972808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972808 NON-EXPEDITED Y OT CA-BAYER-2010-000878 22 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN  
PAIN  

7972809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972809 NON-EXPEDITED Y OT CH-BAYER-2010-000145 33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 931 DAY BAYER
TUBAL RUPTURE  
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Detailed Report
7972830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972830 NON-EXPEDITED N US-BAYER-2011-003640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S  BAYER
ARTHRALGIA  
BREAST PAIN  
FATIGUE  
MUSCLE SPASMS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL DISCHARGE  

7972883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972883 NON-EXPEDITED N US-TEVA-284349USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ACCUTANE C 50 Milligram;  

7972912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972912 NON-EXPEDITED N US-TEVA-284341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7972944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972944 NON-EXPEDITED N US-TEVA-284330USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
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7972982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972982 NON-EXPEDITED N US-BAYER-2011-001136 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

7972983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972983 NON-EXPEDITED Y US-BAYER-2011-001711 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7972985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972985 NON-EXPEDITED Y US-BAYER-2011-001724 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7972987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7972987 NON-EXPEDITED N US-BAYER-2011-001706 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

7973041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973041 NON-EXPEDITED N US-TEVA-284306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973243 NON-EXPEDITED Y US-BAYER-2011-001716 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

MIRENA S  BAYER
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7973244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973244 NON-EXPEDITED N US-BAYER-2011-000418 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

7973259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973259 NON-EXPEDITED N US-TEVA-284363USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973270 NON-EXPEDITED N US-TEVA-284301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973295 NON-EXPEDITED N US-TEVA-284364USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7973298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973298 NON-EXPEDITED N US-TEVA-284273USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973348 NON-EXPEDITED N US-TEVA-284360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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7973353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973353 NON-EXPEDITED N US-TEVA-284270USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEPRESSION  

7973363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973363 NON-EXPEDITED Y OT US-BAYER-2011-045767 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

7973396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973396 NON-EXPEDITED N US-TEVA-284252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973646 NON-EXPEDITED N US-TEVA-284361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973823 NON-EXPEDITED N US-TEVA-284366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7973903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973903 NON-EXPEDITED N US-TEVA-284302USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7973987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7973987 NON-EXPEDITED Y US-BAYER-2011-045445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S 20 mcg/24hr, UNK  BAYER

7974002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974002 NON-EXPEDITED N US-TEVA-243370USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

HYDROCHLOROTHIAZIDE C  

MENSTRUATION IRREGULAR UNSPECIFIED MEDICATION C  

7974035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974035 NON-EXPEDITED N US-TEVA-284367USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974045 NON-EXPEDITED N US-TEVA-284424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ESTROSTEP C ORAL  

7974093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974093 NON-EXPEDITED N US-TEVA-284359USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
7974212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974212 NON-EXPEDITED N US-TEVA-284425USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RITALIN C  
LORATADINE C  
PRILOSEC C  
CITALOPRAM HYDROBROMIDE C  

7974215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974215 NON-EXPEDITED N US-TEVA-284405USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974280 NON-EXPEDITED N US-TEVA-284348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
NAUSEA  
VAGINAL DISCHARGE  
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7974297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974297 NON-EXPEDITED N US-TEVA-284342USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
OEDEMA PERIPHERAL  

7974323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974323 NON-EXPEDITED N US-TEVA-284439USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974404 NON-EXPEDITED N US-TEVA-246896USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7974408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2011 7974408 NON-EXPEDITED N US-TEVA-241981USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7821400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7821400 NON-EXPEDITED N OT US-BAYER-2011-014075 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE HCG DIET C UNK 4 DAY
AMENORRHOEA  

7897187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7897187 NON-EXPEDITED Y OT US-BAYER-2011-029152 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7974816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974816 NON-EXPEDITED N US-TEVA-284467USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN METFORMIN HYDROCHLORIDE C  

7974830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974830 NON-EXPEDITED Y HO,OT US-BAYER-2011-045233 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL UNK  BAYER

7974837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974837 NON-EXPEDITED N HO US-BAYER-2011-045235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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7974838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974838 NON-EXPEDITED N HO,OT US-BAYER-2011-045472 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
INTRA-ABDOMINAL HAEMORRHAGE  
OVARIAN CYST RUPTURED  

7974855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974855 NON-EXPEDITED Y US-TEVA-284470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974878 NON-EXPEDITED N US-TEVA-284474USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974914 NON-EXPEDITED N US-TEVA-284480USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974941 NON-EXPEDITED N US-TEVA-284493USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION ZOLOFT C  
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7974953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974953 NON-EXPEDITED N US-TEVA-284495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7974996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974996 NON-EXPEDITED N US-TEVA-284491USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7974998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7974998 NON-EXPEDITED N US-BAYER-2010-006811 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 126 DAY BAYER

7975016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975016 NON-EXPEDITED Y US-BAYER-2010-008299 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

7975033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975033 NON-EXPEDITED Y US-BAYER-2010-008671 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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7975067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975067 NON-EXPEDITED N US-TEVA-284497USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ISONIAZID C 100 Milligram;  
BREAST PAIN  
FATIGUE  

7975186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975186 NON-EXPEDITED Y OT FI-BAYER-2011-046150 27 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7975206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975206 NON-EXPEDITED N US-
BAYER-201015986NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER

7975251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975251 NON-EXPEDITED N US-TEVA-284440USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

7975285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975285 NON-EXPEDITED N US-TEVA-284494USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7975306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975306 NON-EXPEDITED N US-TEVA-284492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7975392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975392 NON-EXPEDITED N US-TEVA-284490USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975457 NON-EXPEDITED N US-TEVA-284502USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975460 NON-EXPEDITED N US-BAYER-2010-009130 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE BREAKAGE  

7975461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975461 NON-EXPEDITED Y US-BAYER-2010-006680 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 270 DAY BAYER
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7975462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975462 NON-EXPEDITED Y US-BAYER-2010-005938 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER

MIRENA S  BAYER

7975465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975465 NON-EXPEDITED Y US-BAYER-2010-008493 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

7975491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975491 NON-EXPEDITED N US-TEVA-284487USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975505 NON-EXPEDITED N US-TEVA-284501USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975551 NON-EXPEDITED N US-TEVA-284500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7975721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975721 NON-EXPEDITED N US-TEVA-284469USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE FLAXID C  
ABDOMINAL PAIN LOWER BIOTIN C  
NAUSEA BIOTIN C  
BREAST TENDERNESS BIOTIN C  
MENSTRUATION IRREGULAR  

7975766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975766 NON-EXPEDITED N US-TEVA-284664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7975785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975785 NON-EXPEDITED N US-TEVA-284498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  

7975812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975812 NON-EXPEDITED N US-TEVA-284668USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7975813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975813 NON-EXPEDITED N US-TEVA-284428USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975969 NON-EXPEDITED Y US-BAYER-2010-006883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7975970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7975970 NON-EXPEDITED Y US-
BAYER-201016165NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7976192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976192 NON-EXPEDITED N US-TEVA-284740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976223 NON-EXPEDITED N US-TEVA-284736USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7976278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976278 NON-EXPEDITED N US-TEVA-284710USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST SWELLING  
MENSTRUATION DELAYED  
POLLAKIURIA  

7976316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976316 NON-EXPEDITED N US-TEVA-284707USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976355 NON-EXPEDITED N US-TEVA-284665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976375 NON-EXPEDITED N US-TEVA-284643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976486 NON-EXPEDITED N US-TEVA-284641USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7976505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2011 7976505 NON-EXPEDITED N US-TEVA-284648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
EMOTIONAL DISORDER  
FLUID RETENTION  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

7635883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7635883 EXPEDITED (15-DAY) Y HO,DS,LT AT-
BAYER-201042097GPV

40 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

BREAST MASS  

7976697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7976697 NON-EXPEDITED N US-
BAYER-201014577NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

7976698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7976698 NON-EXPEDITED N US-
BAYER-201017222NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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7976786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7976786 NON-EXPEDITED N US-TEVA-284705USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7976879 NON-EXPEDITED N US-TEVA-284690USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
DYSURIA  

7976966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7976966 NON-EXPEDITED N US-TEVA-284687USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7977018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7977018 NON-EXPEDITED N US-TEVA-284685USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7977082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7977082 NON-EXPEDITED N US-TEVA-284669USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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7977238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7977238 NON-EXPEDITED N US-
BAYER-201016584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

7977260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7977260 NON-EXPEDITED N US-TEVA-284742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7977813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7977813 NON-EXPEDITED N US-TEVA-284738USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS ORAL CONTRACEPTIVE C ORAL  
NAUSEA  
VOMITING  

7978313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978313 NON-EXPEDITED N US-TEVA-284723USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LYBREL S  
BREAST PAIN  

7978488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978488 NON-EXPEDITED N US-TEVA-284752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7978609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978609 NON-EXPEDITED N US-TEVA-284862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7978665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978665 NON-EXPEDITED N US-TEVA-284849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7978689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978689 NON-EXPEDITED N US-TEVA-284840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7978696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978696 NON-EXPEDITED N US-
BAYER-201016619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7978697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978697 NON-EXPEDITED Y US-
BAYER-201014519NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7978698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978698 NON-EXPEDITED Y US-
BAYER-201016697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

7978699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978699 NON-EXPEDITED Y US-
BAYER-201015990NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

7978700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978700 NON-EXPEDITED N US-
BAYER-201016025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7978702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978702 NON-EXPEDITED N US-
BAYER-201014652NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

7978735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978735 NON-EXPEDITED N US-TEVA-284843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7978762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978762 NON-EXPEDITED N US-TEVA-284841USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7978774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978774 NON-EXPEDITED Y US-BAYER-2011-001161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7978775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978775 NON-EXPEDITED Y US-BAYER-2010-008658 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER
HYPOMENORRHOEA  

7978871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978871 NON-EXPEDITED N US-TEVA-284819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

7978900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7978900 NON-EXPEDITED N US-TEVA-284909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7979117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7979117 NON-EXPEDITED N US-TEVA-284895USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7979141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7979141 NON-EXPEDITED N US-TEVA-284893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
ADNEXA UTERI PAIN  
BREAST PAIN  

7993808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2011 7993808 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS LYBREL S ORAL 1 PILL 1 PER DAY PO  WYETH
DIZZINESS  
HYPOAESTHESIA  
INSOMNIA  
MOOD SWINGS  
PAIN  
POLYMENORRHOEA  
VOMITING  

7698356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7698356 EXPEDITED (15-DAY) N HO,LT,OT FR-BAYER-2010-001499 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 µg, CONT 45 DAY BAYER
DYSPNOEA  
PAIN  
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7800495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7800495 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-008919 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 µg, CONT 1460 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
METASTASIS  
OVARIAN EPITHELIAL CANCER  

7930290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7930290 EXPEDITED (15-DAY) N OT US-TEVA-279450USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
DRUG INEFFECTIVE  
NIPPLE PAIN  
OVARIAN DISORDER  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7962497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7962497 EXPEDITED (15-DAY) Y US-BAYER-2011-042260 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPOSIT ISSUE MIRENA S 20 µg, CONT  BAYER
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7968229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7968229 NON-EXPEDITED Y US-BAYER-2011-043891 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 23 DAY BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  
TENDERNESS  

7970568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7970568 NON-EXPEDITED N US-TEVA-284163USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7971955 NON-EXPEDITED N US-TEVA-284158USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS XANAX C  
HEADACHE  

7979447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979447 NON-EXPEDITED N US-TEVA-284917USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7979459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979459 NON-EXPEDITED N US-TEVA-284921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE LAMICTAL C ORAL 600 Milligram;  

KEPPRA C ORAL 3000 Milligram;  

7979464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979464 NON-EXPEDITED Y US-
BAYER-201017476NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

7979471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979471 NON-EXPEDITED N US-
BAYER-201016622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7979476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979476 NON-EXPEDITED N US-TEVA-284925USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  
KLONOPIN C  
PROZAC C  
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7979497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979497 NON-EXPEDITED N US-TEVA-284896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7979520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979520 NON-EXPEDITED N US-TEVA-284910USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7979538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979538 EXPEDITED (15-DAY) N DE US-BAYER-2011-046657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC SHOCK SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979540 EXPEDITED (15-DAY) N OT US-BAYER-2011-046652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979545 EXPEDITED (15-DAY) Y OT US-BAYER-2011-046614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CROHN'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979550 EXPEDITED (15-DAY) Y OT PT-BAYER-2011-045901 Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PINEAL NEOPLASM MIRENA S INTRAUTERINE UNK  BAYER
VISUAL FIELD DEFECT  
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Detailed Report
7979552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979552 EXPEDITED (15-DAY) Y OT US-BAYER-2011-045785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE 21 DAY BAYER

7979554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979554 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-045972 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979566 NON-EXPEDITED N US-TEVA-284913USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7979604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979604 NON-EXPEDITED N US-
BAYER-201016605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

7979606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979606 NON-EXPEDITED N US-TEVA-284915USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7979654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979654 EXPEDITED (15-DAY) N OT US-TEVA-284358USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7979846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979846 NON-EXPEDITED N US-
BAYER-201016857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7979847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979847 NON-EXPEDITED Y US-BAYER-2010-005995 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7979851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979851 NON-EXPEDITED N US-
BAYER-201016552NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 186 DAY BAYER

7979853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979853 NON-EXPEDITED Y US-BAYER-2010-007261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
HAEMORRHAGE  
MENSTRUAL DISORDER  
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Detailed Report
7979858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979858 NON-EXPEDITED N OT US-BAYER-2011-046363 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE UNK 17 DAY BAYER

7979859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979859 NON-EXPEDITED N OT US-BAYER-2011-045977 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979860 NON-EXPEDITED Y OT US-BAYER-2011-046669 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

7979861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979861 NON-EXPEDITED N OT US-BAYER-2011-046566 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7979862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979862 NON-EXPEDITED Y HO,OT US-BAYER-2011-045987 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, ONCE  BAYER
ABDOMINAL PAIN LOWER  
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7979863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979863 NON-EXPEDITED Y OT US-BAYER-2011-046695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7979865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979865 NON-EXPEDITED N OT US-BAYER-2011-046565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  
WEIGHT INCREASED  

7979944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7979944 NON-EXPEDITED N US-TEVA-284894USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
URINE LEUKOCYTE ESTERASE POSITIVE  

7980015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980015 NON-EXPEDITED N US-TEVA-235876USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7980067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980067 NON-EXPEDITED N US-TEVA-284961USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
VOMITING  

7980072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980072 NON-EXPEDITED N US-TEVA-284923USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7980080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980080 NON-EXPEDITED N US-TEVA-284916USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THERAPEUTIC RESPONSE UNEXPECTED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

7980083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980083 NON-EXPEDITED N US-TEVA-284956USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7980089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980089 NON-EXPEDITED N US-TEVA-284922USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7980102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980102 NON-EXPEDITED N US-TEVA-284920USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7980107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980107 NON-EXPEDITED N US-TEVA-284975USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE METFORMIN HYDROCHLORIDE C ORAL  

JANUVIA C ORAL  

7980211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980211 NON-EXPEDITED N US-TEVA-284928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7980365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980365 NON-EXPEDITED N US-TEVA-284927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7980428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980428 NON-EXPEDITED N US-TEVA-285006USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7980637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980637 NON-EXPEDITED N US-TEVA-284998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7980703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980703 NON-EXPEDITED N US-TEVA-284971USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7980746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980746 NON-EXPEDITED N US-TEVA-285037USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CLARITIN C  

MENSTRUATION IRREGULAR ZYRTEC C  
BREAST PAIN  

7980873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980873 NON-EXPEDITED Y OT DE-BAYER-2011-006279 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 2227 DAY BAYER
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Detailed Report
7980878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980878 NON-EXPEDITED Y OT AT-BAYER-2011-042715 25 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7980879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980879 NON-EXPEDITED Y OT US-BAYER-2011-039175 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1825 DAY BAYER
UTERINE CERVIX STENOSIS MIRENA S UNK 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

7980932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980932 NON-EXPEDITED N US-BAYER-2010-007227 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 353 DAY BAYER

7980934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980934 NON-EXPEDITED N US-
BAYER-201014316NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 79 DAY BAYER

7980935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7980935 NON-EXPEDITED N US-
BAYER-201016443NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
7995117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2011 7995117 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  GLAXOSMITHKLINE
BACK PAIN  
FATIGUE  
IRRITABILITY  
SYSTEMIC LUPUS ERYTHEMATOSUS  
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Detailed Report
7285124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7285124 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201013952NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED YAZ S ORAL  BAYER
MENORRHAGIA YASMIN S ORAL 365 DAY BAYER
DERMATITIS ACNEIFORM MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
60 DAY BAYER

ACNE IBUPROFEN C  
MUSCLE SPASMS DEPO-PROVERA C 91 DAY
DEPRESSION DEPO-PROVERA C  
CEREBROVASCULAR ACCIDENT CYMBALTA C  
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ABORTION SPONTANEOUS  
BACK PAIN  
DYSURIA  
GALLBLADDER NON-FUNCTIONING  
INJURY  
NAUSEA  
POLLAKIURIA  
PREGNANCY ON ORAL CONTRACEPTIVE  
TRANSIENT ISCHAEMIC ATTACK  
VOMITING  

7899493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7899493 NON-EXPEDITED N US-TEVA-276543USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7916993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7916993 NON-EXPEDITED Y OT US-BAYER-2011-030118 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1086 DAY BAYER

7943553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7943553 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-037624 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE UNK  BAYER
CHEST X-RAY ABNORMAL  
DYSPHAGIA  
DYSPNOEA  
ORAL DISORDER  
PRURITUS  
RASH  
WEIGHT DECREASED  

7951514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7951514 EXPEDITED (15-DAY) N HO,OT CH-BAYER-2011-039129 45 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER
ASPIRIN C  BAYER
CITALOPRAM HYDROBROMIDE C  
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Detailed Report
7955034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7955034 NON-EXPEDITED N US-TEVA-282517USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE MULTI-VITAMIN C  
MENSTRUATION DELAYED  
NAUSEA  

7964697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7964697 NON-EXPEDITED N US-TEVA-283521USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

7968287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7968287 NON-EXPEDITED N US-TEVA-283977USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NADOLOL C  

7971072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7971072 NON-EXPEDITED N US-TEVA-284152USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7971722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7971722 NON-EXPEDITED N US-TEVA-284136USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7982881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982881 NON-EXPEDITED Y US-
BAYER-201016418NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
COAGULOPATHY  

7982882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982882 NON-EXPEDITED N US-
BAYER-201014657NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, QD  BAYER
GENITAL HAEMORRHAGE  

7982883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982883 NON-EXPEDITED Y US-
BAYER-201021387NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER  

7982884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982884 NON-EXPEDITED N US-BAYER-2011-018281 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK 1 DAY BAYER
ANXIETY MIRENA S  BAYER
CERVIX DISORDER  
DEVICE DIFFICULT TO USE  
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Detailed Report
7982900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982900 NON-EXPEDITED N US-
BAYER-201040843NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7982902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982902 NON-EXPEDITED N US-TEVA-284970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7982919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982919 NON-EXPEDITED N US-BAYER-2011-046826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S 20 µg, CONT  BAYER
NAUSEA  
PAROSMIA  
VOMITING  
WEIGHT DECREASED  

7982928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982928 NON-EXPEDITED N US-TEVA-284958USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7982955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7982955 NON-EXPEDITED N US-TEVA-284976USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7983106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983106 NON-EXPEDITED N US-BAYER-2011-048366 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

7983129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983129 NON-EXPEDITED N US-TEVA-285054USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

7983136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983136 NON-EXPEDITED N US-TEVA-285136USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
MOOD ALTERED  

7983137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983137 NON-EXPEDITED N US-TEVA-285003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7983144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983144 NON-EXPEDITED Y US-BAYER-2011-048169 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK 1 DAY BAYER
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7983207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983207 NON-EXPEDITED N US-TEVA-285009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7983226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983226 NON-EXPEDITED N US-BAYER-2011-047876 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PROCEDURAL COMPLICATION  

7983227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983227 NON-EXPEDITED N US-BAYER-2011-047887 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

COUMADIN C  

7983228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983228 NON-EXPEDITED Y OT CA-BAYER-2011-046353 46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S UNK  BAYER
ALOPECIA  
ANXIETY  
ASTHENIA  
FATIGUE  
IRRITABILITY  
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7983233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983233 NON-EXPEDITED N US-BAYER-2011-047895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7983308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983308 NON-EXPEDITED N US-TEVA-285031USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7983316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983316 NON-EXPEDITED N US-TEVA-285058USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7983356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983356 NON-EXPEDITED N US-TEVA-285047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

7983384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983384 NON-EXPEDITED N US-TEVA-285055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7983392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983392 NON-EXPEDITED N US-
BAYER-201016454NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER
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7983393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983393 NON-EXPEDITED Y US-
BAYER-201016586NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 139 DAY BAYER

7983394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983394 NON-EXPEDITED Y US-BAYER-2010-007253 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER

7983395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983395 NON-EXPEDITED N US-BAYER-2010-007233 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

7983396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983396 NON-EXPEDITED N US-BAYER-2011-000032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  

7983399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983399 NON-EXPEDITED N US-BAYER-2010-007361 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER
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7983400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983400 NON-EXPEDITED Y US-BAYER-2010-009329 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

7983413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983413 NON-EXPEDITED N US-TEVA-285060USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION DELAYED  
PELVIC PAIN  

7983644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983644 NON-EXPEDITED N US-TEVA-285062USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING CLARITIN C  
MENSTRUATION DELAYED  
METRORRHAGIA  
PELVIC PAIN  

7983812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983812 NON-EXPEDITED N US-TEVA-285065USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MENSTRUATION DELAYED  
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7983908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2011 7983908 EXPEDITED (15-DAY) N OT US-BAYER-2011-048015 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 125 DAY BAYER
NEPHROLITHIASIS MIRENA S 20 µg/d, CONT  BAYER

7938018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7938018 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-037010 36 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE UNK  BAYER

7971427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7971427 NON-EXPEDITED N US-TEVA-284173USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRISTIQ EXTENDED RELEASE C  

7971777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7971777 NON-EXPEDITED N US-TEVA-284085USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALLEGRA C  

7974798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7974798 NON-EXPEDITED N US-TEVA-284465USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7985029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985029 NON-EXPEDITED Y US-BAYER-2010-008883 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

7985030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985030 NON-EXPEDITED N US-BAYER-2010-009074 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

7985037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985037 EXPEDITED (15-DAY) N OT KR-BAYER-2011-046811 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S UNK 848 MIN BAYER

7985052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985052 NON-EXPEDITED N US-TEVA-285254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985069 NON-EXPEDITED N US-TEVA-285265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985070 NON-EXPEDITED N US-
BAYER-201016637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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7985071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985071 NON-EXPEDITED N US-
BAYER-201016596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7985077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985077 NON-EXPEDITED Y US-BAYER-2011-049600 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 92 DAY BAYER

7985087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985087 NON-EXPEDITED N US-BAYER-2011-047944 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7985088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985088 NON-EXPEDITED Y OT JP-
BAYER-201012179BYL

50 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
238 DAY BAYER

UTERINE HAEMORRHAGE CEFTERAM PIVOXIL C ORAL 300 mg (Daily Dose), ,
oral

2 DAY

ANAEMIA  
DEVICE EXPULSION  
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7985094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985094 NON-EXPEDITED N US-BAYER-2011-048868 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
MOOD SWINGS  
WEIGHT LOSS POOR  

7985102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985102 NON-EXPEDITED N US-TEVA-285141USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7985139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985139 EXPEDITED (15-DAY) Y DE,HO PHBS2001CA09153 19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM CLOZAPINE S ORAL 400 mg, QHS  
DYSPNOEA ALESSE 28 S  
ASTHENIA TOPAMAX C 50 mg, BID  
HEART RATE INCREASED SEROQUEL C 325 mg, QD  
OEDEMA PERIPHERAL EFFEXOR C 75 mg, QHS  

B12 "RECIP" C UNK, QMO  
HALDOL C  
LORAZEPAM C  
SUPPER C 112.5 mg, QD  
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7985251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985251 NON-EXPEDITED N US-TEVA-285147USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7985269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985269 NON-EXPEDITED N US-TEVA-285153USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7985289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985289 NON-EXPEDITED N US-TEVA-285197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7985319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985319 NON-EXPEDITED N US-TEVA-285199USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  

7985396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985396 NON-EXPEDITED N US-TEVA-285200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7985398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985398 EXPEDITED (15-DAY) Y OT US-BAYER-2011-047228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENISCUS LESION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7985403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985403 NON-EXPEDITED N OT US-BAYER-2011-047168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  

7985500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985500 NON-EXPEDITED N US-TEVA-285250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985503 NON-EXPEDITED N US-TEVA-285179USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985566 NON-EXPEDITED Y US-BAYER-2011-000155 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7985567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985567 NON-EXPEDITED N US-BAYER-2010-009262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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7985568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985568 NON-EXPEDITED N US-BAYER-2010-009166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7985569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985569 NON-EXPEDITED Y US-BAYER-2010-006831 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7985570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985570 NON-EXPEDITED Y US-BAYER-2011-000153 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 309 DAY BAYER

7985571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985571 NON-EXPEDITED N US-
BAYER-201014540NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 707 DAY BAYER

7985572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985572 NON-EXPEDITED Y US-BAYER-2010-006821 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER

7985573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985573 NON-EXPEDITED Y US-
BAYER-201016583NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER
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7985574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985574 NON-EXPEDITED N US-BAYER-2010-009031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7985575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985575 NON-EXPEDITED N US-BAYER-2010-007287 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

7985608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985608 NON-EXPEDITED N US-TEVA-285165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985624 NON-EXPEDITED N US-TEVA-285226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

7985645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985645 NON-EXPEDITED N US-TEVA-285149USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985659 NON-EXPEDITED N US-TEVA-285221USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7985670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985670 NON-EXPEDITED N US-TEVA-285227USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7985709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985709 NON-EXPEDITED N US-TEVA-285205USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985732 NON-EXPEDITED N US-TEVA-285203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985794 NON-EXPEDITED N US-TEVA-285324USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7985813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985813 NON-EXPEDITED N US-TEVA-285311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7985855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985855 NON-EXPEDITED N US-TEVA-285222USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  
AMLODIPINE C  
LISINOPRIL C  

7985918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985918 NON-EXPEDITED N US-TEVA-285304USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESTLESSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEHYDRATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
BACK PAIN  
BREAST DISORDER  
BREAST TENDERNESS  
COUGH  
EMOTIONAL DISORDER  
FATIGUE  
MENSTRUATION IRREGULAR  
OROPHARYNGEAL PAIN  
VOMITING  

7985921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7985921 EXPEDITED (15-DAY) Y OT US-BAYER-2011-046735 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  
PARTIAL SEIZURES  
UNEVALUABLE EVENT  
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7986498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7986498 NON-EXPEDITED N US-TEVA-285409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7997464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2011 7997464 DIRECT N HO,DS,LT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACARDIAC THROMBUS MIRENA S NA - BIRTH CONTROL

DEVICE
 BAYER

PULSE ABSENT  

7974311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7974311 NON-EXPEDITED N US-TEVA-284419USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7975661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7975661 NON-EXPEDITED N US-TEVA-284496USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7976327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7976327 NON-EXPEDITED N US-TEVA-284689USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
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7976970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7976970 EXPEDITED (15-DAY) N HO US-TEVA-283914USA < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE DECREASED PLAN B ONE-STEP S TRANSPLACENTAL 1.5 Milligram;  DURAMED
NEONATAL ASPIRATION  

7978772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7978772 EXPEDITED (15-DAY) N OT US-TEVA-284855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7978846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7978846 NON-EXPEDITED N US-TEVA-284828USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

7978848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7978848 NON-EXPEDITED N US-TEVA-284907USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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7979751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7979751 NON-EXPEDITED N US-TEVA-284914USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7987386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987386 NON-EXPEDITED N US-TEVA-285545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7987403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987403 NON-EXPEDITED N US-TEVA-285404USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

7987455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987455 NON-EXPEDITED N US-TEVA-285386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7987610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987610 NON-EXPEDITED N US-TEVA-285349USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7987695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987695 NON-EXPEDITED N US-TEVA-285336USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7987938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987938 NON-EXPEDITED N US-TEVA-285413USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  

7987956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987956 NON-EXPEDITED N US-TEVA-285412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FAECES DISCOLOURED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
VOMITING  

7987957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987957 EXPEDITED (15-DAY) N OT US-TEVA-284926USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DILATATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  
VOMITING  

Page: 6,029 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7987978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987978 NON-EXPEDITED N US-TEVA-285410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

7987994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7987994 NON-EXPEDITED N US-TEVA-285405USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ONE A DAY GUMMIE C ORAL  
ABDOMINAL PAIN ONE A DAY GUMMIE C  

7988045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988045 NON-EXPEDITED N US-TEVA-285350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7988060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988060 NON-EXPEDITED N US-TEVA-285346USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7988377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988377 NON-EXPEDITED N US-TEVA-285415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
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7988415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988415 NON-EXPEDITED N US-TEVA-285416USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7988424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988424 NON-EXPEDITED N US-TEVA-285683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7988426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988426 NON-EXPEDITED N US-TEVA-285748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7988444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7988444 NON-EXPEDITED N US-TEVA-285701USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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7998959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2011 7998959 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 MCG PER DAY

INTRA-UTERINE
8 MTH BAYER

BACK PAIN  
DEPRESSION  
FATIGUE  
MOOD SWINGS  

7845165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7845165 NON-EXPEDITED Y OT US-BAYER-2011-018710 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 345 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE PAIN  

7979995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7979995 NON-EXPEDITED Y US-BAYER-2011-045799 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
PAIN  

7982990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7982990 NON-EXPEDITED N US-TEVA-285005USA 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  
ATENOLOL C  
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7983649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7983649 NON-EXPEDITED N US-TEVA-285204USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LISINOPRIL C  

NAUSEA TYLENOL C  
CARISOPRODOL C  

7987562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7987562 NON-EXPEDITED N US-TEVA-285376USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7989200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989200 NON-EXPEDITED Y US-BAYER-2010-007291 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7989201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989201 NON-EXPEDITED Y US-BAYER-2010-007263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7989206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989206 NON-EXPEDITED N US-BAYER-2010-009133 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
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7989216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989216 NON-EXPEDITED N OT US-BAYER-2011-047639 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
PREMENSTRUAL SYNDROME  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

7989221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989221 EXPEDITED (15-DAY) Y OT US-BAYER-2011-047456 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEPRESSION  
VAGINAL HAEMORRHAGE  

7989236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989236 EXPEDITED (15-DAY) Y HO,LT,OT CZ-BAYER-2011-049025 36 YR Female CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER
HEMIPARESIS  

7989240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989240 NON-EXPEDITED N OT US-BAYER-2011-048067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 52 mg, ONCE  BAYER
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  
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7989245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989245 NON-EXPEDITED N OT US-BAYER-2011-047451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DYSMENORRHOEA  

7989251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989251 NON-EXPEDITED N US-
BAYER-201016545NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER

7989252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989252 NON-EXPEDITED Y US-
BAYER-201016357NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7989253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989253 EXPEDITED (15-DAY) N OT US-BAYER-2011-050156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S  BAYER

7989261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989261 NON-EXPEDITED Y OT US-BAYER-2011-047364 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 509 DAY BAYER
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7989281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989281 NON-EXPEDITED N OT US-BAYER-2011-047610 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
UTERINE SPASM  

7989283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989283 NON-EXPEDITED N US-
BAYER-201016612NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  

7989287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989287 NON-EXPEDITED N US-BAYER-2011-003509 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

7989289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989289 NON-EXPEDITED Y US-BAYER-2010-009281 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER
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7989334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989334 NON-EXPEDITED N US-
BAYER-201014656NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, QD  BAYER
ABDOMINAL PAIN LOWER  

7989335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989335 NON-EXPEDITED N US-
BAYER-201014386NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7989337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989337 NON-EXPEDITED N US-
BAYER-201016677NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7989339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989339 NON-EXPEDITED Y OT US-BAYER-2011-048418 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

7989348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989348 NON-EXPEDITED Y OT US-BAYER-2011-038713 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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7989370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989370 NON-EXPEDITED N US-TEVA-285841USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7989437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989437 NON-EXPEDITED N US-TEVA-285844USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR DISKUS C  
PROVAIR C  

7989468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989468 NON-EXPEDITED N US-TEVA-285603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7989491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989491 NON-EXPEDITED N US-TEVA-285688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7989505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989505 NON-EXPEDITED N US-TEVA-285768USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7989560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989560 NON-EXPEDITED Y US-
BAYER-201014605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7989562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989562 NON-EXPEDITED N US-TEVA-285597USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7989563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989563 NON-EXPEDITED N US-
BAYER-201014411NA

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7989564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989564 NON-EXPEDITED N US-
BAYER-201016602NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DISCOMFORT  

7989565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989565 NON-EXPEDITED Y US-BAYER-2010-006798 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 289 DAY BAYER

Page: 6,039 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7989566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989566 NON-EXPEDITED Y US-BAYER-2010-006942 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 197 DAY BAYER

7989567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989567 NON-EXPEDITED N US-
BAYER-201016551NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
GENITAL HAEMORRHAGE  

7989568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989568 NON-EXPEDITED Y US-
BAYER-201040246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7989572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989572 NON-EXPEDITED N OT US-BAYER-2011-047999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7989631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989631 NON-EXPEDITED N US-TEVA-285723USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7989685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989685 NON-EXPEDITED N US-TEVA-285799USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

7989739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989739 NON-EXPEDITED N US-TEVA-285807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7989766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989766 NON-EXPEDITED N US-TEVA-285811USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7989772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7989772 NON-EXPEDITED N US-TEVA-285829USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY  

7990113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990113 NON-EXPEDITED N US-TEVA-285776USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7990118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990118 NON-EXPEDITED N US-
BAYER-201016693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7990119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990119 NON-EXPEDITED Y US-BAYER-2010-008444 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

7990122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990122 NON-EXPEDITED N US-
BAYER-201016544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 201 DAY BAYER
DEVICE DISLOCATION  

7990123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990123 NON-EXPEDITED Y US-
BAYER-201014288NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 93 DAY BAYER
GENITAL HAEMORRHAGE  

7990124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990124 NON-EXPEDITED Y US-
BAYER-201014516NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, UNK 26 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
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Detailed Report
7990126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990126 NON-EXPEDITED N US-BAYER-2010-009346 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

7990127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990127 NON-EXPEDITED N US-BAYER-2010-009272 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7990162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990162 NON-EXPEDITED N US-TEVA-285826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
FLATULENCE  
MENSTRUATION IRREGULAR  

7990175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990175 NON-EXPEDITED N US-TEVA-285765USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7990176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990176 NON-EXPEDITED N US-TEVA-285704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
7990210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990210 NON-EXPEDITED N US-TEVA-285592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

7990212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990212 NON-EXPEDITED N US-TEVA-285830USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM C  

7990219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990219 NON-EXPEDITED N US-TEVA-285578USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990238 NON-EXPEDITED N US-TEVA-285604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
7990242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990242 NON-EXPEDITED N US-BAYER-2011-043473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S UNK  BAYER
ABDOMINAL PAIN UPPER  
APHAGIA  
ECZEMA  
HEADACHE  
RASH GENERALISED  

7990249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990249 NON-EXPEDITED N US-TEVA-285802USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

7990266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990266 NON-EXPEDITED N US-TEVA-286106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990272 NON-EXPEDITED N US-TEVA-286065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7990283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990283 NON-EXPEDITED N US-TEVA-285847USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST SWELLING  
PELVIC PAIN  

7990315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990315 NON-EXPEDITED N US-TEVA-285846USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  

7990362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990362 NON-EXPEDITED N US-TEVA-286097USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7990533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990533 NON-EXPEDITED Y US-BAYER-2011-048512 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
PAIN  
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Detailed Report
7990534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990534 NON-EXPEDITED Y OT US-BAYER-2011-048471 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

7990535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990535 NON-EXPEDITED Y OT US-BAYER-2011-048355 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 33 DAY BAYER

7990537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990537 NON-EXPEDITED N OT US-BAYER-2011-048321 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

7990539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990539 NON-EXPEDITED Y OT US-BAYER-2011-048441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER

7990540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990540 NON-EXPEDITED N OT US-BAYER-2011-048256 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
7990544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990544 NON-EXPEDITED N US-TEVA-286060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7990570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990570 NON-EXPEDITED N US-TEVA-285843USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990584 NON-EXPEDITED N US-TEVA-286131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990606 EXPEDITED (15-DAY) Y OT US-BAYER-2011-048282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S 20 mcg/24hr, UNK  BAYER

7990634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990634 NON-EXPEDITED N US-TEVA-286129USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990648 NON-EXPEDITED N US-TEVA-286127USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7990672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990672 NON-EXPEDITED N US-TEVA-286161USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990730 NON-EXPEDITED N US-TEVA-286156USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7990799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990799 EXPEDITED (15-DAY) N OT US-BAYER-2011-050597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7990802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990802 NON-EXPEDITED N US-
BAYER-201016204NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
RASH PRURITIC  

7990803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990803 NON-EXPEDITED Y US-BAYER-2010-008836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7990804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 7990804 NON-EXPEDITED N US-BAYER-2011-000477 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8003901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 8003901 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE EVERY DAY INTRA-

UTERINE
 BAYER

8004258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2011 8004258 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S  BAYER
DEVICE DISLOCATION  
ENDOMETRITIS  
HEART RATE INCREASED  
TUBO-OVARIAN ABSCESS  
VOMITING  
WEIGHT DECREASED  

7452754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7452754 NON-EXPEDITED Y OT US-
BAYER-201026013NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1 DAY BAYER

DEVICE EXPULSION  
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Detailed Report
7924143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7924143 EXPEDITED (15-DAY) N US-BAYER-2011-034702 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN CLIMARA PRO S 0.045 mg, UNK  BAYER
DEPRESSION  
HOT FLUSH  
PANIC ATTACK  
PRODUCT ADHESION ISSUE  

7979821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7979821 NON-EXPEDITED N US-TEVA-284918USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ONE-A-DAY C  

7983283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7983283 NON-EXPEDITED N US-TEVA-285026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  

7991290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991290 NON-EXPEDITED N US-TEVA-286128USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C  
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Detailed Report
7991295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991295 NON-EXPEDITED N US-
BAYER-201016144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE  BAYER

7991303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991303 NON-EXPEDITED N US-TEVA-286099USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991324 NON-EXPEDITED N US-TEVA-286111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

7991353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991353 EXPEDITED (15-DAY) Y OT US-BAYER-2011-048498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S 20 mcg/24hr, CONT  BAYER

7991355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991355 EXPEDITED (15-DAY) Y OT US-BAYER-2011-048846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 60 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7991389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991389 NON-EXPEDITED N US-TEVA-286075USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991469 NON-EXPEDITED N US-TEVA-286035USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991483 NON-EXPEDITED N US-TEVA-286155USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991512 NON-EXPEDITED N US-TEVA-286149USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991537 NON-EXPEDITED Y OT US-BAYER-2011-048392 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 431 DAY BAYER
ABDOMINAL PAIN  

Page: 6,053 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7991538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991538 NON-EXPEDITED N OT US-BAYER-2011-048249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

7991562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991562 NON-EXPEDITED Y US-BAYER-2010-008527 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7991563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991563 NON-EXPEDITED Y US-BAYER-2010-007312 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

7991564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991564 NON-EXPEDITED Y US-
BAYER-201016600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7991568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991568 NON-EXPEDITED N US-TEVA-286167USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7991587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991587 NON-EXPEDITED N US-TEVA-286203USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991619 NON-EXPEDITED N US-TEVA-286231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991690 NON-EXPEDITED N US-TEVA-286175USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE FLUCTUATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

7991715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991715 NON-EXPEDITED N US-TEVA-286251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7991778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991778 NON-EXPEDITED N US-TEVA-286242USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

APRISO C  
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Detailed Report
7991792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991792 NON-EXPEDITED N US-TEVA-286238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991812 NON-EXPEDITED Y US-
BAYER-201036960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7991813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991813 NON-EXPEDITED N US-BAYER-2010-008369 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

7991814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991814 NON-EXPEDITED Y US-BAYER-2010-008439 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 581 DAY BAYER

7991819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991819 NON-EXPEDITED N US-
BAYER-201016714NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
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7991856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7991856 NON-EXPEDITED N US-TEVA-286230USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7992444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992444 NON-EXPEDITED N US-TEVA-286404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7992446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992446 NON-EXPEDITED N US-TEVA-286357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7992631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992631 NON-EXPEDITED N US-TEVA-286399USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING OF RELAXATION SYNTHROID C  

7992722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992722 NON-EXPEDITED N US-TEVA-286422USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7992788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992788 NON-EXPEDITED N US-TEVA-286397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7992892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992892 NON-EXPEDITED Y US-
BAYER-201017434NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 527 DAY BAYER

7992893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992893 NON-EXPEDITED N US-
BAYER-201016717NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

7992894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 7992894 NON-EXPEDITED Y US-
BAYER-201016686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT 365 DAY BAYER
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8002131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 8002131 DIRECT N HO,DS,LT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE LEVONORGESTREL IS

20 MCG PER DAY
INTRA-UTERINE

 BAYER

DEVICE RELATED INFECTION  
INFECTION  
OVARIAN CYST RUPTURED  
SEPSIS  
UTERINE INFECTION  

7861306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7861306 NON-EXPEDITED Y US-BAYER-2011-021212 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 8 DAY BAYER
PENILE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL PAIN  

7982907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7982907 NON-EXPEDITED N US-TEVA-284960USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FOCALIN C  
CITALOPRAM HYDROBROMIDE C  

7986487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7986487 NON-EXPEDITED N US-TEVA-285411USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE  
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Detailed Report
7993173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993173 NON-EXPEDITED N US-TEVA-286426USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

7993180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993180 NON-EXPEDITED N US-TEVA-286457USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993186 NON-EXPEDITED N US-TEVA-286465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993204 NON-EXPEDITED N US-TEVA-286469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993229 NON-EXPEDITED N US-TEVA-286467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
7993292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993292 NON-EXPEDITED Y US-
BAYER-201016420NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 215 DAY BAYER

7993293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993293 NON-EXPEDITED Y US-
BAYER-201036286NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
DEVICE EXPULSION  

7993299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993299 NON-EXPEDITED N US-TEVA-286462USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993332 NON-EXPEDITED N US-TEVA-286446USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7993369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993369 NON-EXPEDITED N US-TEVA-286443USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7993452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993452 NON-EXPEDITED N US-
BAYER-201032055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7993453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993453 NON-EXPEDITED N US-
BAYER-201016680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7993466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993466 NON-EXPEDITED N US-
BAYER-201016572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7993467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993467 NON-EXPEDITED N US-
BAYER-201037121NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ANXIETY  
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7993518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993518 NON-EXPEDITED N US-
BAYER-201014383NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
NAUSEA CITALOPRAM HYDROBROMIDE C 40 mg, UNK  
ABDOMINAL PAIN LOWER MOTRIN C 750 mg, TID  
CHILLS  
DECREASED APPETITE  
MENORRHAGIA  
VOMITING  

7993529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993529 NON-EXPEDITED Y US-
BAYER-201024133NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE UNK 361 DAY BAYER

7993532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993532 NON-EXPEDITED N US-TEVA-286448USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993586 NON-EXPEDITED N US-TEVA-286459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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7993684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993684 NON-EXPEDITED N US-TEVA-286454USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7993687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993687 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2011127492

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA LYBREL S UNK  PFIZER

7993756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993756 NON-EXPEDITED N US-BAYER-2010-006954 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 219 DAY BAYER

7993757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993757 NON-EXPEDITED N US-
BAYER-201037406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 121 DAY BAYER

7993758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993758 NON-EXPEDITED Y US-
BAYER-201020564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
7993759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993759 NON-EXPEDITED N US-
BAYER-201019786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, UNK 1825 DAY BAYER

7993866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993866 NON-EXPEDITED N US-BAYER-2010-007212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

7993867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993867 NON-EXPEDITED Y US-BAYER-2010-006946 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 174 DAY BAYER

7993868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993868 NON-EXPEDITED N US-BAYER-2011-000474 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

7993869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993869 NON-EXPEDITED N US-BAYER-2010-006834 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 134 DAY BAYER

7993870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993870 NON-EXPEDITED N US-BAYER-2011-000570 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
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7993871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993871 NON-EXPEDITED Y US-BAYER-2010-006934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7993872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993872 NON-EXPEDITED Y US-BAYER-2010-006799 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

7993915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7993915 NON-EXPEDITED N US-TEVA-286359USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST PAIN  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

7994014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994014 NON-EXPEDITED N US-TEVA-286451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7994062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994062 NON-EXPEDITED N US-TEVA-286452USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7994187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994187 NON-EXPEDITED N US-TEVA-286372USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR SLOW-FE C ORAL  

GLUCOSE PILLS C ORAL  

7994243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994243 NON-EXPEDITED N US-TEVA-286470USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7994285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994285 NON-EXPEDITED N US-TEVA-286463USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA IBUPROFEN C  
BREAST PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
7994426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994426 NON-EXPEDITED N US-TEVA-286472USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7994586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994586 NON-EXPEDITED Y US-BAYER-2011-048953 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

7994588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994588 NON-EXPEDITED N OT US-BAYER-2011-048890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
ASTHENIA  
FATIGUE  
VAGINAL HAEMORRHAGE  

7994589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994589 NON-EXPEDITED N OT US-BAYER-2011-048835 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

7994596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994596 NON-EXPEDITED Y OT US-BAYER-2011-049682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
7994614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994614 EXPEDITED (15-DAY) Y OT US-BAYER-2011-048856 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL COMPLICATION  

7994619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994619 NON-EXPEDITED N US-TEVA-286625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7994639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994639 NON-EXPEDITED N US-TEVA-286611USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE SULFAMETH C  
NAUSEA  

7994669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994669 NON-EXPEDITED N US-TEVA-286608USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7994723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994723 NON-EXPEDITED N OT US-BAYER-2011-048756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DYSPAREUNIA  
MENORRHAGIA  

7994728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7994728 NON-EXPEDITED N OT US-BAYER-2011-048863 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

7995082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7995082 NON-EXPEDITED N US-
BAYER-201021034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
VAGINAL DISCHARGE  

7995083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 7995083 NON-EXPEDITED Y US-
BAYER-201016797NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 156 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8006095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 8006095 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE DAILY INTRA-UTERINE  BAYER
DEVICE DISLOCATION  

8018816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2011 8018816 EXPEDITED (15-DAY) Y OT TPH-00284 32 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF ORAL  

CAESAREAN SECTION  
MATERNAL EXPOSURE DURING PREGNANCY  

7883332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7883332 EXPEDITED (15-DAY) Y LT GB-BAYER-2011-026076 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ANAEMIA  
HAEMODYNAMIC INSTABILITY  
PERITONEAL HAEMORRHAGE  
PREGNANCY WITH IMPLANT CONTRACEPTIVE  

7995323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995323 NON-EXPEDITED N US-TEVA-286556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7995332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995332 NON-EXPEDITED N US-TEVA-286564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7995337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995337 EXPEDITED (15-DAY) Y OT US-BAYER-2011-048838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  

7995340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995340 NON-EXPEDITED N US-
BAYER-201040518NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7995341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995341 NON-EXPEDITED Y US-
BAYER-201036307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER

7995343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995343 NON-EXPEDITED Y US-
BAYER-201039059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
7995345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995345 NON-EXPEDITED N US-
BAYER-201032645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7995347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995347 NON-EXPEDITED N US-
BAYER-201016734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

7995348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995348 NON-EXPEDITED Y US-BAYER-2010-006843 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 495 DAY BAYER

7995351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995351 NON-EXPEDITED N US-
BAYER-201020140NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7995352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995352 NON-EXPEDITED Y US-BAYER-2010-007325 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 116 DAY BAYER
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Detailed Report
7995353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995353 NON-EXPEDITED N US-TEVA-286581USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995354 NON-EXPEDITED N OT US-BAYER-2011-048769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

7995356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995356 NON-EXPEDITED Y OT US-BAYER-2011-048858 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEOPOROSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7995363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995363 NON-EXPEDITED Y US-
BAYER-201027544NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7995364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995364 NON-EXPEDITED N US-
BAYER-201036288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
WEIGHT INCREASED NUVARING C  
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Detailed Report
7995365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995365 NON-EXPEDITED N US-
BAYER-201040986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ERYTHROMYCIN C  

7995376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995376 NON-EXPEDITED Y OT US-BAYER-2011-047994 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7995463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995463 NON-EXPEDITED N US-
BAYER-201016848NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7995464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995464 NON-EXPEDITED Y US-
BAYER-201016796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER

7995479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995479 NON-EXPEDITED N US-TEVA-286596USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA COUMADIN C  

Page: 6,075 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7995481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995481 NON-EXPEDITED N US-TEVA-286601USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995587 NON-EXPEDITED N US-TEVA-286630USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  

7995612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995612 NON-EXPEDITED N US-TEVA-286628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995623 NON-EXPEDITED N US-TEVA-286632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995704 NON-EXPEDITED N US-TEVA-286631USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7995737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995737 NON-EXPEDITED N US-TEVA-286639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995785 NON-EXPEDITED N US-TEVA-286637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995849 NON-EXPEDITED N US-TEVA-286635USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR DEPO-PROVERA C INTRAMUSCULAR  
DIZZINESS  
NAUSEA  

7995957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995957 NON-EXPEDITED N US-TEVA-286638USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  
LOESTRIN 24 FE C  

7995985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7995985 NON-EXPEDITED N US-TEVA-286636USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
7996541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2011 7996541 NON-EXPEDITED N US-TEVA-286607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7966673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7966673 NON-EXPEDITED N OT US-BAYER-2011-043515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7996909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996909 NON-EXPEDITED N US-
BAYER-201016741NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 3 DAY BAYER

7996910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996910 NON-EXPEDITED Y US-
BAYER-201017511NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER

7996911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996911 NON-EXPEDITED N US-
BAYER-201014230NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
97 DAY BAYER
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Detailed Report
7996921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996921 NON-EXPEDITED N US-
BAYER-201014242NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7996922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996922 NON-EXPEDITED Y US-
BAYER-201018479NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER

7996923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996923 NON-EXPEDITED Y US-
BAYER-201037507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
DEVICE DISLOCATION  

7996926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996926 NON-EXPEDITED N US-
BAYER-201035945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7996940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996940 NON-EXPEDITED N US-BAYER-2011-043248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S UNK  BAYER
HOT FLUSH YAZ S  BAYER
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Detailed Report
7996943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996943 NON-EXPEDITED N OT US-BAYER-2011-049233 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PAIN  

7996945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996945 NON-EXPEDITED Y US-
BAYER-201019084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7996946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996946 NON-EXPEDITED N US-
BAYER-201015245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

7996947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996947 NON-EXPEDITED N US-
BAYER-201032625NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULCER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

7996948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996948 NON-EXPEDITED N US-
BAYER-201036285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
WEIGHT INCREASED  
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Detailed Report
7996949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996949 NON-EXPEDITED N US-
BAYER-201027690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7996950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996950 NON-EXPEDITED N US-
BAYER-201018570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
BREAST PAIN  

7996951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996951 NON-EXPEDITED Y US-
BAYER-201016800NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

7996952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996952 NON-EXPEDITED N US-
BAYER-201018758NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

7996953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996953 NON-EXPEDITED Y US-
BAYER-201036289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, CONT  BAYER
UNEVALUABLE EVENT  
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7996954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2011 7996954 NON-EXPEDITED N US-
BAYER-201016737NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

7982935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7982935 NON-EXPEDITED N US-TEVA-284995USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7997177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7997177 NON-EXPEDITED N US-PFIZER
INC-2011130180

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LYBREL S UNK  PFIZER
NAUSEA LEVONORGESTREL S ORAL 1.5 mg, 1x/day 1 DAY
BREAST TENDERNESS  

7998286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998286 NON-EXPEDITED N US-TEVA-286605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998318 NON-EXPEDITED N US-TEVA-286587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7998330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998330 NON-EXPEDITED N US-TEVA-286579USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

7998394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998394 NON-EXPEDITED N US-TEVA-286643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998402 NON-EXPEDITED N US-TEVA-286749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998425 NON-EXPEDITED N US-TEVA-286715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998466 NON-EXPEDITED N US-TEVA-286701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998472 NON-EXPEDITED N US-TEVA-286769USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7998478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998478 NON-EXPEDITED N US-TEVA-286724USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

REGENE SLIM C  

7998505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998505 NON-EXPEDITED Y US-TEVA-286700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998557 NON-EXPEDITED N US-TEVA-286624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998647 NON-EXPEDITED N US-TEVA-286787USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998651 NON-EXPEDITED N US-TEVA-286782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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7998682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998682 NON-EXPEDITED N US-TEVA-286773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  

7998683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 7998683 NON-EXPEDITED N US-TEVA-287072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2011 8012402 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S  BAYER
ABDOMINAL DISTENSION  
ANXIETY  
BALANCE DISORDER  
HYPOGAMMAGLOBULINAEMIA  
OVARIAN CYST  
SELECTIVE IGG SUBCLASS DEFICIENCY  
SINUS HEADACHE  
TINNITUS  
UPPER-AIRWAY COUGH SYNDROME  
WEIGHT INCREASED  
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7972931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7972931 NON-EXPEDITED N US-TEVA-284332USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

7990695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7990695 NON-EXPEDITED N US-TEVA-286159USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONFUSIONAL STATE  
DIZZINESS  
FATIGUE  
NAUSEA  

7991604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7991604 NON-EXPEDITED N US-TEVA-286215USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7999539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999539 NON-EXPEDITED N US-TEVA-286796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PRESYNCOPE  
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Detailed Report
7999587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999587 NON-EXPEDITED N US-TEVA-286795USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

7999597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999597 NON-EXPEDITED N US-TEVA-286793USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7999684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999684 NON-EXPEDITED N US-TEVA-286791USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7999711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999711 NON-EXPEDITED N US-TEVA-286790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7999723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999723 NON-EXPEDITED N US-TEVA-286767USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7999784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999784 NON-EXPEDITED N US-TEVA-286754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

7999815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999815 NON-EXPEDITED N US-TEVA-286752USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7999941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999941 NON-EXPEDITED N US-TEVA-287024USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C ORAL  

7999962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 7999962 NON-EXPEDITED N US-TEVA-286999USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8000059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8000059 NON-EXPEDITED N US-TEVA-286995USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALDEMAX C  
CELEXA C  
MIRENA C INTRAUTERINE  
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Detailed Report
8000193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8000193 NON-EXPEDITED N US-TEVA-286961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8000279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8000279 NON-EXPEDITED N US-TEVA-286772USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8001145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001145 NON-EXPEDITED N US-TEVA-287085USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001152 NON-EXPEDITED N US-TEVA-287084USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8001155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001155 NON-EXPEDITED N US-TEVA-287079USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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8001183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001183 NON-EXPEDITED N US-TEVA-287067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8001196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001196 NON-EXPEDITED N US-TEVA-287056USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001203 NON-EXPEDITED N US-TEVA-287035USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8001206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001206 NON-EXPEDITED N US-TEVA-287053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001209 NON-EXPEDITED N US-TEVA-287042USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8001211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001211 NON-EXPEDITED N US-TEVA-287033USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001231 NON-EXPEDITED N US-TEVA-286958USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001237 NON-EXPEDITED N US-TEVA-286947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001240 NON-EXPEDITED N US-TEVA-287089USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8001246 NON-EXPEDITED N US-TEVA-287088USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8014749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2011 8014749 DIRECT Y LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 MG DAILY INTRA-

UTERINE
 BAYER

FEAR  
FEELING ABNORMAL  
FORMICATION  
PALPITATIONS  
THINKING ABNORMAL  

7964470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7964470 NON-EXPEDITED N US-TEVA-283427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7970860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7970860 NON-EXPEDITED N US-TEVA-284116USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
HEADACHE  
MENSTRUATION IRREGULAR  

7971852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7971852 NON-EXPEDITED N US-TEVA-284141USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ALEVE C  
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Detailed Report
7983545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7983545 NON-EXPEDITED N US-TEVA-285063USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
NAUSEA  
PELVIC PAIN  

7985824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7985824 NON-EXPEDITED N US-TEVA-285308USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ANXIETY MICROGESTIN 1.5/30 C  

7987869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7987869 NON-EXPEDITED N US-TEVA-285414USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KARIVA C ORAL  
NEXIUM C ORAL  

7988034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7988034 NON-EXPEDITED N US-TEVA-285384USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7988160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7988160 NON-EXPEDITED N US-TEVA-285335USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7989365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7989365 NON-EXPEDITED N US-TEVA-285840USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7991545 NON-EXPEDITED N US-TEVA-286133USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

7993404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7993404 NON-EXPEDITED N US-TEVA-286550USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

7993465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7993465 NON-EXPEDITED N US-TEVA-286464USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7998263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 7998263 NON-EXPEDITED N US-TEVA-286594USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
HEADACHE  
MENSTRUATION IRREGULAR  
PYREXIA  
THROAT IRRITATION  

8001603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001603 NON-EXPEDITED N US-TEVA-287087USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001646 NON-EXPEDITED N US-TEVA-287086USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BACTRIM C ORAL  
DESMOPRESSIN ACETATE C ORAL .2 Milligram;  
LUTERA C ORAL  

8001674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001674 NON-EXPEDITED N US-TEVA-287083USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST ENLARGEMENT  
MENSTRUATION IRREGULAR  
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Detailed Report
8001682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001682 NON-EXPEDITED N US-TEVA-287080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8001699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001699 NON-EXPEDITED N US-TEVA-287078USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8001745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001745 NON-EXPEDITED N US-TEVA-287070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8001804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001804 NON-EXPEDITED N US-TEVA-287043USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8001873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001873 NON-EXPEDITED N US-TEVA-287380USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER BIRTH CONTROL PILLS C  
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Detailed Report
8001901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8001901 NON-EXPEDITED N US-TEVA-287368USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL PRURITUS  

8002163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002163 NON-EXPEDITED N US-TEVA-287266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002171 NON-EXPEDITED N US-TEVA-287265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002344 NON-EXPEDITED N US-TEVA-287304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002345 NON-EXPEDITED N US-TEVA-287228USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8002367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002367 NON-EXPEDITED N US-TEVA-287303USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERUCTATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8002380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002380 NON-EXPEDITED N US-TEVA-287224USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

8002386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002386 NON-EXPEDITED N US-TEVA-287300USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002391 NON-EXPEDITED N US-TEVA-287219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002411 NON-EXPEDITED N US-TEVA-287212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002435 NON-EXPEDITED N US-TEVA-287206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8002468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2011 8002468 NON-EXPEDITED N US-TEVA-287165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

7960661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 7960661 NON-EXPEDITED N US-TEVA-283027USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

7994701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 7994701 NON-EXPEDITED N US-TEVA-286603USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7995455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 7995455 NON-EXPEDITED N US-TEVA-286584USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006070 NON-EXPEDITED N US-TEVA-287271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006123 NON-EXPEDITED N US-TEVA-287277USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8006164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006164 NON-EXPEDITED N US-TEVA-287302USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8006179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006179 NON-EXPEDITED N US-TEVA-287306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006212 NON-EXPEDITED N US-TEVA-287245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006225 NON-EXPEDITED N US-TEVA-287308USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  

8006241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006241 NON-EXPEDITED N US-TEVA-287409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8006268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006268 NON-EXPEDITED N US-TEVA-287412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006300 NON-EXPEDITED N US-TEVA-287388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006311 NON-EXPEDITED N US-TEVA-287376USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006312 NON-EXPEDITED N US-TEVA-287307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STOMATITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006319 NON-EXPEDITED N US-TEVA-287365USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006355 NON-EXPEDITED N US-TEVA-287309USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8006375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006375 NON-EXPEDITED N US-TEVA-287458USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8006381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006381 NON-EXPEDITED N US-TEVA-287457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006400 NON-EXPEDITED N US-TEVA-287449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006420 NON-EXPEDITED N US-TEVA-287431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006493 NON-EXPEDITED N US-TEVA-287297USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8006509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006509 NON-EXPEDITED N US-TEVA-287428USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006519 NON-EXPEDITED N US-TEVA-287273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006532 NON-EXPEDITED N US-TEVA-287414USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C  

8006542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006542 NON-EXPEDITED N US-TEVA-287299USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006573 NON-EXPEDITED N US-TEVA-287464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8006606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006606 NON-EXPEDITED N US-TEVA-287410USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTI-DEPRESSANT C  

8006640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006640 NON-EXPEDITED N US-TEVA-287480USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8006689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006689 NON-EXPEDITED N US-TEVA-287472USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE SYNTHROID C  
MENSTRUATION IRREGULAR ALBUTEROL SULFATE C  

8006719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006719 EXPEDITED (15-DAY) N OT US-TEVA-286771USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ANXIETY ANXIETY MEDICATION C  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
8006736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006736 NON-EXPEDITED N US-TEVA-287470USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  

8006819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006819 NON-EXPEDITED N US-TEVA-287604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006833 NON-EXPEDITED N US-TEVA-287451USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONFUSIONAL STATE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLADDER PAIN  
DISTURBANCE IN ATTENTION  
DYSURIA  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
URINARY TRACT DISORDER  
URINARY TRACT INFECTION  
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Detailed Report
8006834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006834 NON-EXPEDITED N US-TEVA-287564USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006860 NON-EXPEDITED N US-TEVA-287645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006871 NON-EXPEDITED N US-TEVA-287642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8006895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006895 NON-EXPEDITED N US-TEVA-287638USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8006901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006901 NON-EXPEDITED N US-TEVA-287626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8006919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006919 NON-EXPEDITED N US-TEVA-287608USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

8006964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006964 NON-EXPEDITED N US-TEVA-287570USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8006985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8006985 NON-EXPEDITED N US-TEVA-287563USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8007003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8007003 NON-EXPEDITED N US-TEVA-287560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  

8007017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2011 8007017 NON-EXPEDITED N US-TEVA-287232USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7969770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 7969770 NON-EXPEDITED N US-TEVA-284011USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE PAXIL C  
NAUSEA BUSPAR C  
FATIGUE TRAZODONE HYDROCHLORIDE C  
DIZZINESS  
PELVIC PAIN  

7990302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 7990302 NON-EXPEDITED N US-TEVA-286084USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
HEADACHE  

7998632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 7998632 NON-EXPEDITED N US-TEVA-286794USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAROSMIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHILLS  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
7999898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 7999898 NON-EXPEDITED N US-TEVA-287039USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALIVARY HYPERSECRETION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE NUVARING C VAGINAL  
DIZZINESS  
FATIGUE  
MENSTRUATION DELAYED  
NAUSEA  
PRESYNCOPE  
VISION BLURRED  

8007724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8007724 NON-EXPEDITED N US-TEVA-287487USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8007767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8007767 NON-EXPEDITED N US-TEVA-287482USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8007886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8007886 NON-EXPEDITED N US-TEVA-287479USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ORTHO TRI CYCLEN C ORAL  
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8007963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8007963 NON-EXPEDITED N US-TEVA-287476USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8008190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008190 NON-EXPEDITED N US-TEVA-287484USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM HYDROBROMIDE C ORAL 20 Milligram;  

8008193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008193 NON-EXPEDITED N US-TEVA-287483USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008207 NON-EXPEDITED N US-TEVA-287481USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008212 NON-EXPEDITED N US-TEVA-287623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8008245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008245 NON-EXPEDITED N US-TEVA-287637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8008259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008259 NON-EXPEDITED N US-TEVA-287632USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008307 NON-EXPEDITED N US-TEVA-287631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008331 NON-EXPEDITED N US-TEVA-287701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008394 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011135296

45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES MELLITUS NORDETTE S ORAL [levonorgestrel 0,15mg]/

[ethinyl estradiol
0,03mg], 1x/day (1 tablet
once a day for 21 days)

 PFIZER

ABNORMAL WITHDRAWAL BLEEDING  
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Detailed Report
8008551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008551 NON-EXPEDITED N US-TEVA-287695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008589 NON-EXPEDITED N US-TEVA-287629USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008605 NON-EXPEDITED N US-TEVA-287624USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8008615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008615 NON-EXPEDITED N US-TEVA-287693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008666 NON-EXPEDITED N US-TEVA-287660USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE CYTOMEL C  
NAUSEA SYNTHROID C  

CLARITIN C  
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Detailed Report
8008698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008698 NON-EXPEDITED N US-TEVA-287691USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008718 NON-EXPEDITED N US-TEVA-287689USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8008777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8008777 NON-EXPEDITED N US-TEVA-287683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8020104 DIRECT N HO,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTHYROIDISM MIRENA S INTRA-CERVICAL 1 ONE-TIME

INSERTION
INTRACERVICAL

 BAYER

DEVICE MALFUNCTION  
HYPOTHYROIDISM  
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Detailed Report
8020805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8020805 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S  BAYER
AGITATION  
ANXIETY  
ASTHENIA  
DEPRESSION  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DIZZINESS  
FATIGUE  
HEADACHE  
OVARIAN CYST  
PARAESTHESIA  
TINNITUS  

8021006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2011 8021006 DIRECT N DS,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S VAGINAL ONE TIME INSERTION

VAG
 BAYER

ALOPECIA  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DYSPAREUNIA  
FATIGUE  
HYPOAESTHESIA  
LOSS OF LIBIDO  
MOVEMENT DISORDER  
MYALGIA  
PARAESTHESIA  
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7662423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7662423 EXPEDITED (15-DAY) N OT CN-
BAYER-201043985GPV

38 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

DEVICE DISLOCATION  

7969704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7969704 NON-EXPEDITED N US-TEVA-284006USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED YASMIN C  

7982916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7982916 EXPEDITED (15-DAY) N HO RU-BAYER-2011-044229 44 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 160 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
ENDOMETRIOSIS  
UTERINE LEIOMYOMA  

7990574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7990574 NON-EXPEDITED N US-TEVA-285842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7991560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7991560 NON-EXPEDITED N US-BAYER-2010-006913 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER
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Detailed Report
7996589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7996589 NON-EXPEDITED N US-TEVA-286610USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7998301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 7998301 NON-EXPEDITED N US-TEVA-286602USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8001780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8001780 NON-EXPEDITED N US-TEVA-287066USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8002126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8002126 NON-EXPEDITED N US-TEVA-287268USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8006417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8006417 NON-EXPEDITED N US-TEVA-287310USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  
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Detailed Report
8006720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8006720 NON-EXPEDITED N US-TEVA-287425USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8010590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010590 NON-EXPEDITED Y US-BAYER-2011-042828 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 337 DAY BAYER

8010591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010591 NON-EXPEDITED N US-TEVA-287748USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C ORAL  

8010593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010593 NON-EXPEDITED N US-BAYER-2011-040864 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8010626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010626 NON-EXPEDITED N US-TEVA-287698USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8010694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010694 NON-EXPEDITED N US-TEVA-287735USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  

8010710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010710 NON-EXPEDITED N US-
BAYER-201017188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8010711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010711 NON-EXPEDITED N US-
BAYER-201015215NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 213 DAY BAYER
BACK PAIN  
DEVICE EXPULSION  
HYPOMENORRHOEA  
INFERTILITY FEMALE  

8010721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010721 NON-EXPEDITED N US-TEVA-287743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8010729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010729 NON-EXPEDITED N OT US-BAYER-2011-050216 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN  
OVARIAN CYST  

8010747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010747 NON-EXPEDITED Y US-
BAYER-201016750NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8010809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010809 NON-EXPEDITED N US-
BAYER-201014364NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
PAIN  
VAGINAL HAEMORRHAGE  

8010812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010812 NON-EXPEDITED N US-
BAYER-201014667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8010814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010814 NON-EXPEDITED N US-
BAYER-201014855NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8010815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010815 NON-EXPEDITED Y US-
BAYER-201016338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8010843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010843 NON-EXPEDITED N US-BAYER-2011-051346 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER
MENORRHAGIA  

8010846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010846 NON-EXPEDITED N OT US-BAYER-2011-050532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

8010849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010849 NON-EXPEDITED Y US-
BAYER-201016546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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Detailed Report
8010862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010862 NON-EXPEDITED N OT US-BAYER-2011-050239 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 118 DAY BAYER
DEVICE EXPULSION  

8010887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010887 NON-EXPEDITED Y US-BAYER-2011-050936 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8010916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010916 NON-EXPEDITED N US-TEVA-287751USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8010927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010927 NON-EXPEDITED Y US-BAYER-2010-007413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
MENORRHAGIA  

8010929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010929 NON-EXPEDITED N US-BAYER-2010-006911 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8010935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010935 NON-EXPEDITED N US-
BAYER-201040379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE DIFLUCAN C  
ABDOMINAL PAIN ANTIBIOTICS C  

ANTIBIOTICS C  

8010938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010938 NON-EXPEDITED N OT US-BAYER-2011-049673 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
MENORRHAGIA  
PELVIC PAIN  
VULVOVAGINAL BURNING SENSATION  

8010941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010941 NON-EXPEDITED N US-TEVA-287753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8010954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010954 NON-EXPEDITED N US-TEVA-287754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8010967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010967 NON-EXPEDITED N US-
BAYER-201036375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8010969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010969 EXPEDITED (15-DAY) N OT US-BAYER-2011-050031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8010970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010970 NON-EXPEDITED N OT US-BAYER-2011-050195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
NAUSEA  
VAGINAL HAEMORRHAGE  

8010974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010974 EXPEDITED (15-DAY) N OT US-BAYER-2011-049097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S  BAYER

8010975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010975 NON-EXPEDITED N OT US-BAYER-2011-049584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8010976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010976 NON-EXPEDITED Y US-
BAYER-201038985NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8010978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010978 NON-EXPEDITED N US-TEVA-287758USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8010988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010988 NON-EXPEDITED N US-
BAYER-201021342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
PAIN  
VULVOVAGINAL SWELLING  

8010989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010989 NON-EXPEDITED N US-
BAYER-201020881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  
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Detailed Report
8010990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010990 NON-EXPEDITED N US-
BAYER-201024800NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8010991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8010991 NON-EXPEDITED N US-
BAYER-201040989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8011002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011002 NON-EXPEDITED N US-BAYER-2011-051178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 171 DAY BAYER
PAIN  

8011006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011006 NON-EXPEDITED N US-
BAYER-201016316NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8011010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011010 NON-EXPEDITED Y US-
BAYER-201016886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 392 DAY BAYER
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Detailed Report
8011011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011011 NON-EXPEDITED Y US-
BAYER-201017384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER
DEVICE EXPULSION  

8011012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011012 NON-EXPEDITED Y US-
BAYER-201032699NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

8011022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011022 NON-EXPEDITED N US-
BAYER-201039169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011025 NON-EXPEDITED N US-
BAYER-201017643NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

Page: 6,126 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8011026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011026 NON-EXPEDITED N US-
BAYER-201017466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011027 NON-EXPEDITED N US-
BAYER-201035634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8011028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011028 NON-EXPEDITED Y US-
BAYER-201017447NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8011029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011029 NON-EXPEDITED Y US-
BAYER-201017445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 149 DAY BAYER
PELVIC PAIN  

8011032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011032 NON-EXPEDITED Y US-
BAYER-201017472NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
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Detailed Report
8011034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011034 NON-EXPEDITED Y US-
BAYER-201027571NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8011060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011060 NON-EXPEDITED N US-
BAYER-201015544NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CONSTIPATION  
POLLAKIURIA  
WEIGHT INCREASED  

8011062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011062 NON-EXPEDITED Y US-
BAYER-201027856NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8011065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011065 NON-EXPEDITED N US-
BAYER-201017687NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER
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Detailed Report
8011078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011078 NON-EXPEDITED Y US-
BAYER-201018485NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER
MENORRHAGIA  

8011081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011081 NON-EXPEDITED Y US-
BAYER-201018244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8011096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011096 NON-EXPEDITED Y OT DK-BAYER-2011-050248 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE  

8011098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011098 NON-EXPEDITED Y OT US-BAYER-2011-050616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8011112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011112 NON-EXPEDITED N US-
BAYER-201039794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8011115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011115 NON-EXPEDITED N US-
BAYER-201017025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011116 NON-EXPEDITED N US-
BAYER-201038959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011121 NON-EXPEDITED N OT US-BAYER-2011-049142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8011155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011155 NON-EXPEDITED N US-
BAYER-201016735NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 243 DAY BAYER

8011159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011159 NON-EXPEDITED N OT US-BAYER-2011-050824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8011185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011185 NON-EXPEDITED Y US-
BAYER-201016739NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8011199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011199 NON-EXPEDITED Y HO US-BAYER-2011-050172 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
DEVICE DISLOCATION  

8011203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011203 NON-EXPEDITED N US-
BAYER-201017831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
NAUSEA  

8011245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011245 NON-EXPEDITED Y US-
BAYER-201036074NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8011249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011249 NON-EXPEDITED Y US-
BAYER-201019870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8011250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011250 NON-EXPEDITED N US-
BAYER-201018465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011251 NON-EXPEDITED N US-
BAYER-201016689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8011252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011252 NON-EXPEDITED N US-
BAYER-201017065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT 612 DAY BAYER
DEPRESSION  
LIBIDO DECREASED  

8011253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011253 NON-EXPEDITED N US-
BAYER-201019054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8011254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011254 NON-EXPEDITED N US-
BAYER-201017583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8011255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011255 NON-EXPEDITED N US-
BAYER-201037162NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 144 DAY BAYER

8011256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011256 NON-EXPEDITED Y US-
BAYER-201019928NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8011257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011257 NON-EXPEDITED N US-
BAYER-201020171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011258 NON-EXPEDITED N US-
BAYER-201026828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 6,133 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8011259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011259 NON-EXPEDITED N US-
BAYER-201037581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
UTERINE LEIOMYOMA  
VAGINAL HAEMORRHAGE  

8011260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011260 NON-EXPEDITED N US-
BAYER-201026979NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011261 NON-EXPEDITED Y US-
BAYER-201037155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011262 NON-EXPEDITED N US-
BAYER-201019860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 111 DAY BAYER

8011263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011263 NON-EXPEDITED N US-
BAYER-201036283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8011264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011264 NON-EXPEDITED N US-
BAYER-201025715NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011265 NON-EXPEDITED N US-
BAYER-201036561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER

8011266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011266 NON-EXPEDITED N US-
BAYER-201021214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011267 NON-EXPEDITED N US-
BAYER-201036569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011268 NON-EXPEDITED N US-
BAYER-201040062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8011269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011269 NON-EXPEDITED N US-
BAYER-201038791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

TETRACYCLINE C UNK  

8011270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011270 NON-EXPEDITED N US-
BAYER-201040427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING  

8011300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011300 NON-EXPEDITED N US-
BAYER-201026042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPERSOMNIA  
RASH  

8011301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011301 NON-EXPEDITED N US-
BAYER-201015155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  
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Detailed Report
8011304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011304 NON-EXPEDITED N US-
BAYER-201016825NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER
DEVICE EXPULSION  

8011326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011326 NON-EXPEDITED N US-TEVA-287995USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FEELING HOT  
HEADACHE  
HYPERHIDROSIS  
MENSTRUATION IRREGULAR  

8011339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011339 NON-EXPEDITED N US-TEVA-287990USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8011358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011358 NON-EXPEDITED N US-TEVA-287985USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8011391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011391 NON-EXPEDITED N US-TEVA-287972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ORAL CONTRACEPTIVES C ORAL  

8011415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011415 NON-EXPEDITED N US-TEVA-287957USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8011426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2011 8011426 NON-EXPEDITED N US-TEVA-287949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7865436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7865436 NON-EXPEDITED Y OT DE-BAYER-2011-022284 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S  BAYER

7876932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7876932 EXPEDITED (15-DAY) N OT CA-BAYER-2011-023596 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
ECTOPIC PREGNANCY  
EMOTIONAL DISTRESS  
MUSCLE TWITCHING  
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7905586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7905586 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-030555 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7956807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7956807 EXPEDITED (15-DAY) Y OT US-BAYER-2011-041205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7979556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7979556 EXPEDITED (15-DAY) Y DS FR-BAYER-2011-046257 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE 20 µg, CONT 452 DAY BAYER
FEELING HOT  
HOT FLUSH  
NIGHT SWEATS  
OLIGOMENORRHOEA  
PARAESTHESIA  

7989296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7989296 NON-EXPEDITED Y HO US-BAYER-2011-048071 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 18 DAY BAYER
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7994591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 7994591 EXPEDITED (15-DAY) N OT US-BAYER-2011-048761 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1404 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT (for

5 or 6 months)
 BAYER

ASTHENIA ALBUTEROL SULFATE C  
ALOPECIA  
ANXIETY  
BACK PAIN  
DEPRESSED MOOD  
INSOMNIA  
MALAISE  
OEDEMA PERIPHERAL  
OVARIAN CYST  
PROCEDURAL PAIN  
PRURITUS  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL INFECTION  
WEIGHT INCREASED  

8006099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8006099 NON-EXPEDITED N US-TEVA-287258USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8011068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011068 NON-EXPEDITED Y OT US-BAYER-2011-050186 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 555 DAY BAYER

8011756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011756 NON-EXPEDITED Y US-
BAYER-201016826NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8011758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011758 NON-EXPEDITED N US-
BAYER-201014401NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011759 NON-EXPEDITED Y US-
BAYER-201040385NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8011773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011773 NON-EXPEDITED N OT US-BAYER-2011-050952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
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8011775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011775 NON-EXPEDITED N US-BAYER-2011-051342 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 206 DAY BAYER
ABDOMINAL PAIN  

8011777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011777 NON-EXPEDITED Y OT US-BAYER-2011-050047 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 43 DAY BAYER

8011778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011778 NON-EXPEDITED N US-BAYER-2011-051090 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

MIRENA S UNK  BAYER

8011779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011779 NON-EXPEDITED Y OT US-BAYER-2011-051484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN UPPER  

8011781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011781 NON-EXPEDITED Y OT US-BAYER-2011-050237 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 2 DAY BAYER
PAIN MIRENA S UNK  BAYER
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8011785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011785 NON-EXPEDITED Y US-
BAYER-201036274NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011786 NON-EXPEDITED N US-
BAYER-201016895NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 103 DAY BAYER

8011788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011788 NON-EXPEDITED N US-
BAYER-201024279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011789 NON-EXPEDITED Y US-
BAYER-201014301NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8011805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011805 NON-EXPEDITED N OT US-BAYER-2011-050961 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
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8011808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011808 NON-EXPEDITED N OT US-BAYER-2011-050246 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER
OVARIAN CYST  
PELVIC FLUID COLLECTION  
UTERINE LEIOMYOMA  
VULVOVAGINAL DISCOMFORT  

8011809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011809 NON-EXPEDITED Y US-
BAYER-201014546NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8011815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011815 NON-EXPEDITED N US-
BAYER-201036429NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011816 NON-EXPEDITED N US-
BAYER-201014560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ARTHRALGIA  

8011817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011817 NON-EXPEDITED N OT US-BAYER-2011-050556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
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8011818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011818 NON-EXPEDITED Y OT US-BAYER-2011-050876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
PELVIC PAIN  

8011829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011829 NON-EXPEDITED N US-
BAYER-201017089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  

8011830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011830 NON-EXPEDITED Y US-
BAYER-201037300NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011831 NON-EXPEDITED N US-
BAYER-201014611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
NERVOUSNESS  
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8011832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011832 NON-EXPEDITED N OT US-BAYER-2011-051818 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL DISCOMFORT  
AMENORRHOEA  

8011835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011835 EXPEDITED (15-DAY) N OT US-BAYER-2011-051240 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S  BAYER

TOPAMAX C  
TOPAMAX C  

8011862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011862 NON-EXPEDITED Y OT US-BAYER-2011-050575 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8011907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011907 NON-EXPEDITED N US-
BAYER-201016744NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 184 DAY BAYER
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8011920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011920 NON-EXPEDITED N OT US-BAYER-2011-051784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8011928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011928 NON-EXPEDITED Y US-
BAYER-201039858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011930 NON-EXPEDITED N US-BAYER-2010-007269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 124 DAY BAYER

8011931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011931 NON-EXPEDITED Y US-BAYER-2011-000861 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 286 DAY BAYER

8011932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011932 NON-EXPEDITED Y US-BAYER-2010-007450 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER

8011933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011933 NON-EXPEDITED Y US-BAYER-2010-007266 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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8011937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011937 NON-EXPEDITED Y US-BAYER-2010-006908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8011938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011938 NON-EXPEDITED Y US-BAYER-2011-000111 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8011944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011944 EXPEDITED (15-DAY) N DS,OT CA-BAYER-2011-049048 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  

8011972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011972 NON-EXPEDITED N US-
BAYER-201038124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011973 NON-EXPEDITED N US-
BAYER-201017171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8011974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011974 NON-EXPEDITED Y US-
BAYER-201017759NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8011975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011975 NON-EXPEDITED Y OT US-BAYER-2011-050099 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8011977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011977 NON-EXPEDITED Y OT US-BAYER-2011-049665 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8011985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011985 NON-EXPEDITED N US-
BAYER-201018252NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8011990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011990 NON-EXPEDITED N US-
BAYER-201014660NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
PAIN IN EXTREMITY  
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8011992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011992 NON-EXPEDITED N US-
BAYER-201014554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8011997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011997 NON-EXPEDITED N US-
BAYER-201018497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PARAESTHESIA  

8011998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8011998 NON-EXPEDITED N US-
BAYER-201019237NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER
APHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  

8012001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012001 NON-EXPEDITED N OT US-BAYER-2011-051493 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012002 NON-EXPEDITED Y US-
BAYER-201020163NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER
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8012003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012003 NON-EXPEDITED Y US-
BAYER-201035195NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
DEVICE DISLOCATION  

8012004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012004 NON-EXPEDITED N US-
BAYER-201037440NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012005 NON-EXPEDITED Y US-
BAYER-201020210NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER
ABDOMINAL PAIN LOWER  

8012006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012006 NON-EXPEDITED Y US-
BAYER-201039994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

8012007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012007 NON-EXPEDITED N US-
BAYER-201040143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER
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8012008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012008 NON-EXPEDITED N US-
BAYER-201035848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER

8012009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012009 NON-EXPEDITED Y US-
BAYER-201039993NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012010 NON-EXPEDITED Y US-
BAYER-201036915NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 167 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8012011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012011 EXPEDITED (15-DAY) N OT US-BAYER-2011-050880 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
ERYTHEMA  
MENSTRUATION DELAYED  
OEDEMA PERIPHERAL  
PARAESTHESIA  
PRURITUS  
RASH GENERALISED  
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Detailed Report
8012016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012016 NON-EXPEDITED N US-BAYER-2011-051352 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8012026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012026 NON-EXPEDITED N US-
BAYER-201014655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8012027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012027 NON-EXPEDITED N US-
BAYER-201014544NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8012028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012028 NON-EXPEDITED N HO US-BAYER-2011-050607 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISCOMFORT  

8012034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012034 NON-EXPEDITED Y US-
BAYER-201018873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 520 DAY BAYER
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Detailed Report
8012035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012035 NON-EXPEDITED Y US-
BAYER-201016794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8012039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012039 NON-EXPEDITED Y US-
BAYER-201017376NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8012040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012040 NON-EXPEDITED N US-
BAYER-201017635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8012041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012041 NON-EXPEDITED N US-
BAYER-201014619NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8012044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012044 NON-EXPEDITED Y OT US-BAYER-2011-050596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
MOOD SWINGS  
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Detailed Report
8012052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012052 NON-EXPEDITED Y OT US-BAYER-2011-051851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8012053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012053 EXPEDITED (15-DAY) N OT US-BAYER-2011-050895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S 20 mcg/24hr, ONCE  BAYER

8012062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012062 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-050087 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S  BAYER

8012064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012064 NON-EXPEDITED Y OT US-BAYER-2011-050383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012069 NON-EXPEDITED Y US-
BAYER-201029894NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

Page: 6,155 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8012080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012080 NON-EXPEDITED Y US-BAYER-2011-044644 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8012095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012095 NON-EXPEDITED Y US-
BAYER-201018438NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 149 DAY BAYER

8012098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012098 NON-EXPEDITED N US-
BAYER-201016548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012099 NON-EXPEDITED N US-
BAYER-201040245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8012103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012103 NON-EXPEDITED N US-BAYER-2011-000516 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
8012116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012116 NON-EXPEDITED Y US-
BAYER-201036477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012118 NON-EXPEDITED N US-
BAYER-201028462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012124 NON-EXPEDITED N OT US-BAYER-2011-051244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
STRESS  
VAGINAL HAEMORRHAGE  

8012137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012137 NON-EXPEDITED Y US-
BAYER-201016795NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012140 NON-EXPEDITED Y OT CA-BAYER-2011-049703 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8012174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012174 NON-EXPEDITED Y US-
BAYER-201017787NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

8012189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012189 NON-EXPEDITED N US-
BAYER-201020954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012190 NON-EXPEDITED N US-
BAYER-201023584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL INFECTION  
VAGINAL INFLAMMATION  
VULVOVAGINAL DISCOMFORT  

8012192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012192 NON-EXPEDITED N US-BAYER-2011-050858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8012193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012193 NON-EXPEDITED Y US-
BAYER-201017584NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 223 DAY BAYER
MENORRHAGIA  
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Detailed Report
8012197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012197 NON-EXPEDITED N US-
BAYER-201036478NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8012204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012204 NON-EXPEDITED Y US-BAYER-2011-050175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

8012206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012206 NON-EXPEDITED N US-
BAYER-201018053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
COITAL BLEEDING  
DEVICE DISLOCATION  

8012235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012235 NON-EXPEDITED N US-
BAYER-201036408NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
VITAMIN D DECREASED  
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Detailed Report
8012239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012239 NON-EXPEDITED N CA-
BAYER-201020486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012240 NON-EXPEDITED Y US-
BAYER-201019966NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 741 DAY BAYER

8012293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012293 NON-EXPEDITED N OT US-BAYER-2011-051770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8012295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012295 NON-EXPEDITED N US-
BAYER-201017863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8012296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012296 NON-EXPEDITED N US-BAYER-2011-052117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
WEIGHT INCREASED  
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Detailed Report
8012297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012297 NON-EXPEDITED N US-
BAYER-201040386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS GLEEVEC C UNK  
NAUSEA VITAMINS C UNK  
HEADACHE  

8012300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012300 NON-EXPEDITED N US-
BAYER-201018489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8012310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012310 NON-EXPEDITED N US-
BAYER-201016317NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012312 NON-EXPEDITED N US-
BAYER-201016729NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8012367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012367 EXPEDITED (15-DAY) Y OT SE-
BAYER-201047501GPV

39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
183 DAY BAYER

ABDOMINAL DISTENSION  
DEVICE DISLOCATION  
PELVIC PAIN  
WHITE BLOOD CELL COUNT INCREASED  

8012378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012378 NON-EXPEDITED N US-
BAYER-201020125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 196 DAY BAYER
DEVICE DISLOCATION  

8012383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012383 NON-EXPEDITED Y US-
BAYER-201019079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 128 DAY BAYER

8012384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012384 NON-EXPEDITED Y US-
BAYER-201019078NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 95 DAY BAYER
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Detailed Report
8012392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012392 NON-EXPEDITED Y US-
BAYER-201019977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER

8012393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012393 NON-EXPEDITED Y US-
BAYER-201014658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
DEVICE EXPULSION  

8012394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012394 NON-EXPEDITED N OT US-BAYER-2011-050121 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER
DEVICE EXPULSION  

8012395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012395 NON-EXPEDITED N US-
BAYER-201015071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
IRRITABILITY  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
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Detailed Report
8012396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012396 NON-EXPEDITED N US-
BAYER-201014523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012401 NON-EXPEDITED Y US-BAYER-2011-051716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 782 DAY BAYER

8012410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012410 NON-EXPEDITED Y US-
BAYER-201034671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1050 DAY BAYER

8012411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012411 NON-EXPEDITED N US-
BAYER-201016171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012414 NON-EXPEDITED N OT US-BAYER-2011-051220 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
8012417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012417 NON-EXPEDITED Y US-BAYER-2011-050552 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8012422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012422 NON-EXPEDITED Y OT US-BAYER-2011-053166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8012424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012424 NON-EXPEDITED N US-BAYER-2011-053180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

8012450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012450 EXPEDITED (15-DAY) Y OT US-BAYER-2011-050475 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8012457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012457 NON-EXPEDITED Y US-
BAYER-201021882NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8012464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012464 NON-EXPEDITED Y US-BAYER-2011-051041 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 26 DAY BAYER
ABDOMINAL PAIN MIRENA S UNK  BAYER

8012469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012469 NON-EXPEDITED N OT US-BAYER-2011-051400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL ODOUR  

8012470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012470 NON-EXPEDITED N US-
BAYER-201023555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012472 NON-EXPEDITED N US-
BAYER-201034092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012476 NON-EXPEDITED N US-
BAYER-201041085NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
MOOD SWINGS UNCODEABLE

"UNCLASSIFIABLE"
C  
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Detailed Report
8012477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012477 NON-EXPEDITED N US-
BAYER-201015691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012479 NON-EXPEDITED Y HO ZA-BAYER-2011-039523 36 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1563 DAY BAYER

VAGINAL HAEMORRHAGE  

8012480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012480 NON-EXPEDITED N US-
BAYER-201020001NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 122 DAY BAYER

8012481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012481 NON-EXPEDITED N US-
BAYER-201017824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
HEADACHE  
NAUSEA  
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Detailed Report
8012493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012493 NON-EXPEDITED N OT US-BAYER-2011-050394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012499 NON-EXPEDITED N OT US-BAYER-2011-050380 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK, CONT  BAYER
DEVICE DISLOCATION  

8012500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012500 NON-EXPEDITED Y OT US-BAYER-2011-050416 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8012506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012506 NON-EXPEDITED N US-
BAYER-201014662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012508 NON-EXPEDITED Y US-
BAYER-201039856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8012520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012520 NON-EXPEDITED Y US-
BAYER-201017652NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8012521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012521 NON-EXPEDITED N US-
BAYER-201014558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX HAEMORRHAGE UTERINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012522 EXPEDITED (15-DAY) N OT US-BAYER-2011-050807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOWER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012535 EXPEDITED (15-DAY) Y OT FR-BAYER-2010-001276 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT 1460 DAY BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
INTRA-ABDOMINAL HAEMORRHAGE  
SHOCK HAEMORRHAGIC  

8012536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012536 NON-EXPEDITED Y US-
BAYER-201018254NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
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Detailed Report
8012537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012537 NON-EXPEDITED Y US-
BAYER-201018135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8012539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012539 NON-EXPEDITED N US-
BAYER-201018145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012540 NON-EXPEDITED Y OT US-BAYER-2011-049694 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 17 DAY BAYER

8012541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012541 NON-EXPEDITED Y OT US-BAYER-2011-049637 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8012542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012542 NON-EXPEDITED Y US-BAYER-2011-002126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
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Detailed Report
8012550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012550 NON-EXPEDITED Y OT US-BAYER-2011-050222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8012552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012552 NON-EXPEDITED Y US-
BAYER-201017507NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER
DEVICE EXPULSION  

8012558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012558 NON-EXPEDITED N US-TEVA-287945USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012563 NON-EXPEDITED Y US-
BAYER-201039459NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8012574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012574 NON-EXPEDITED Y US-BAYER-2010-008525 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 302 DAY BAYER
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Detailed Report
8012575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012575 NON-EXPEDITED Y US-BAYER-2010-008529 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8012577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012577 NON-EXPEDITED N US-BAYER-2010-006790 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8012585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012585 NON-EXPEDITED Y US-BAYER-2011-043042 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8012594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012594 NON-EXPEDITED N OT US-BAYER-2011-049691 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8012608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012608 NON-EXPEDITED N US-TEVA-287939USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8012626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012626 NON-EXPEDITED N US-TEVA-287918USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012654 NON-EXPEDITED N US-TEVA-288013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012755 NON-EXPEDITED N US-
BAYER-201039996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 744 DAY BAYER
DEVICE EXPULSION  

8012756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012756 NON-EXPEDITED N US-
BAYER-201017338NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

8012757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012757 NON-EXPEDITED N US-
BAYER-201020360NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 154 DAY BAYER
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Detailed Report
8012758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012758 NON-EXPEDITED Y US-
BAYER-201018306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 3 DAY BAYER

8012759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012759 NON-EXPEDITED N US-
BAYER-201014755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8012760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012760 NON-EXPEDITED Y US-
BAYER-201020547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8012761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012761 NON-EXPEDITED Y US-
BAYER-201019797NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8012762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012762 NON-EXPEDITED N US-
BAYER-201020401NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8012763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012763 NON-EXPEDITED N US-
BAYER-201020407NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 88 DAY BAYER

8012772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012772 NON-EXPEDITED N US-
BAYER-201019350NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8012773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012773 NON-EXPEDITED N US-
BAYER-201019859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8012774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012774 NON-EXPEDITED N US-
BAYER-201018682NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
METRORRHAGIA  

8012775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012775 NON-EXPEDITED N US-TEVA-288011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8012822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012822 NON-EXPEDITED N US-TEVA-288002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012842 NON-EXPEDITED N US-TEVA-287953USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012891 NON-EXPEDITED N US-TEVA-287994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012961 NON-EXPEDITED N US-TEVA-287937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  

8012998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8012998 NON-EXPEDITED N US-TEVA-287991USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8013034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013034 NON-EXPEDITED N US-TEVA-287898USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C ORAL  
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Detailed Report
8013146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013146 NON-EXPEDITED N US-TEVA-287887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8013184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013184 NON-EXPEDITED N US-TEVA-288124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8013220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013220 NON-EXPEDITED N US-TEVA-287979USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8013255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013255 NON-EXPEDITED N US-TEVA-288147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8013322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013322 NON-EXPEDITED N US-TEVA-288009USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8013323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8013323 NON-EXPEDITED N US-TEVA-287896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2011 8024553 DIRECT N HO,OT,RI 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT SEASONIQUE S  

7076669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7076669 NON-EXPEDITED Y HO,OT US-
BAYER-200926526NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
869 DAY BAYER

ECTOPIC PREGNANCY  

7836652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7836652 NON-EXPEDITED Y HO,OT US-BAYER-2011-016353 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 295 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
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Detailed Report
7852545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7852545 NON-EXPEDITED N OT US-BAYER-2011-019079 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK 356 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE EXPULSION  
DISCOMFORT  
VAGINAL HAEMORRHAGE  

7916242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7916242 NON-EXPEDITED N OT US-BAYER-2011-030892 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

7920114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7920114 NON-EXPEDITED Y OT US-BAYER-2011-033094 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 455 DAY BAYER
ABORTION SPONTANEOUS  

7920251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7920251 NON-EXPEDITED N OT US-BAYER-2011-034116 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, UNK 23 DAY BAYER

MIRENA S  BAYER
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Detailed Report
7962505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7962505 NON-EXPEDITED Y OT US-BAYER-2011-042370 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg, UNK 22 DAY BAYER
ABASIA  
ABDOMINAL PAIN  
BACK PAIN  
DEVICE EXPULSION  
DISCOMFORT  
GAIT DISTURBANCE  
INFECTION  
NAUSEA  
PAIN IN EXTREMITY  
PELVIC PAIN  

7974826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 7974826 EXPEDITED (15-DAY) N OT US-BAYER-2011-045243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
AGGRESSION  
DEPRESSION  
FEELING ABNORMAL  

8014070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014070 NON-EXPEDITED N US-TEVA-288210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8014081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014081 NON-EXPEDITED N US-TEVA-288214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8014167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014167 NON-EXPEDITED Y US-
BAYER-201038615NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER

8014168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014168 NON-EXPEDITED N OT US-BAYER-2011-051477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER

8014169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014169 NON-EXPEDITED Y US-
BAYER-201028583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014170 NON-EXPEDITED N US-
BAYER-201016542NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8014171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014171 EXPEDITED (15-DAY) Y OT US-BAYER-2011-051776 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
VAGINAL HAEMORRHAGE  
WITHDRAWAL BLEED  

8014172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014172 NON-EXPEDITED N US-
BAYER-201017409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014173 NON-EXPEDITED N US-
BAYER-201019071NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014174 NON-EXPEDITED N US-
BAYER-201017870NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014176 NON-EXPEDITED Y US-
BAYER-201020709NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8014178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014178 NON-EXPEDITED N US-
BAYER-201017437NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8014179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014179 NON-EXPEDITED Y US-
BAYER-201016754NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8014180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014180 NON-EXPEDITED N US-
BAYER-201019263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014182 NON-EXPEDITED N US-
BAYER-201036243NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DIZZINESS  
MUSCLE SPASMS  
NAUSEA  
PAIN  
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Detailed Report
8014184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014184 NON-EXPEDITED Y OT US-BAYER-2011-051413 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER

8014185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014185 NON-EXPEDITED Y OT DE-BAYER-2011-023345 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8014186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014186 NON-EXPEDITED N OT US-BAYER-2011-052517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
CYST  

8014187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014187 NON-EXPEDITED Y HO US-BAYER-2011-051876 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN  
PYREXIA  

8014188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014188 NON-EXPEDITED Y OT US-BAYER-2011-053470 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8014190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014190 NON-EXPEDITED Y US-BAYER-2011-052250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

8014192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014192 NON-EXPEDITED N OT US-BAYER-2011-052528 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

8014193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014193 NON-EXPEDITED N OT US-BAYER-2011-053564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
ABORTION SPONTANEOUS  

8014197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014197 NON-EXPEDITED N OT US-BAYER-2011-051882 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8014262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014262 NON-EXPEDITED N US-TEVA-288217USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8014340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014340 NON-EXPEDITED N US-TEVA-288219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8014389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014389 NON-EXPEDITED N US-TEVA-288126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8014517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014517 NON-EXPEDITED N US-TEVA-288176USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8014518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014518 NON-EXPEDITED N US-TEVA-288190USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE LUTERA C ORAL  
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Detailed Report
8014532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014532 NON-EXPEDITED N US-TEVA-288199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THIRST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  

8014558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014558 NON-EXPEDITED N US-TEVA-288195USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TANESA C ORAL 1000 Milligram;  

8014693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014693 NON-EXPEDITED N US-TEVA-288165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8014723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014723 NON-EXPEDITED N US-TEVA-288169USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8014731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014731 NON-EXPEDITED N US-
BAYER-201016547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8014732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014732 NON-EXPEDITED N US-
BAYER-201014621NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  
METRORRHAGIA  
VAGINAL INFECTION  

8014742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014742 NON-EXPEDITED N US-TEVA-288132USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PERCOCET C  

8014743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014743 NON-EXPEDITED N US-TEVA-288229USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8014772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014772 NON-EXPEDITED N US-
BAYER-201036768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST PAIN  
VAGINAL DISCHARGE  
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Detailed Report
8014773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014773 NON-EXPEDITED N US-
BAYER-201036980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8014774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014774 NON-EXPEDITED Y US-
BAYER-201024666NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8014775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014775 NON-EXPEDITED N US-
BAYER-201030827NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8014776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014776 NON-EXPEDITED Y US-
BAYER-201034802NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 274 DAY BAYER

8014777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014777 NON-EXPEDITED Y US-
BAYER-201025237NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8014782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014782 NON-EXPEDITED N US-
BAYER-201039078NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN  

8014845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014845 NON-EXPEDITED Y US-
BAYER-201020713NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8014846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014846 NON-EXPEDITED N US-
BAYER-201018763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1460 DAY BAYER

8014847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014847 NON-EXPEDITED N US-
BAYER-201019014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MOOD ALTERED  
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Detailed Report
8014848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014848 NON-EXPEDITED Y US-
BAYER-201020712NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
MENORRHAGIA  

8014861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8014861 NON-EXPEDITED N US-TEVA-288017USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LEVORA C ORAL  
DIZZINESS  

8015010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015010 NON-EXPEDITED N US-TEVA-288016USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015058 NON-EXPEDITED N US-TEVA-288003USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015078 NON-EXPEDITED N US-TEVA-288207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8015111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015111 NON-EXPEDITED N US-TEVA-288004USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALLEGRA C  

8015168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015168 NON-EXPEDITED N US-TEVA-288223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015203 NON-EXPEDITED N US-TEVA-288227USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VITAMINS C  

8015233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015233 NON-EXPEDITED N US-TEVA-288221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA  

8015234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015234 NON-EXPEDITED N US-TEVA-288224USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8015352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015352 NON-EXPEDITED N US-TEVA-288226USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015361 NON-EXPEDITED N US-TEVA-288228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015383 NON-EXPEDITED N US-TEVA-288209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015464 NON-EXPEDITED N US-TEVA-288230USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015475 NON-EXPEDITED N US-TEVA-288231USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015520 NON-EXPEDITED N US-TEVA-288396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,193 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8015538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015538 NON-EXPEDITED N US-TEVA-288389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015566 NON-EXPEDITED N US-TEVA-288376USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8015633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015633 NON-EXPEDITED N US-TEVA-288347USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8015781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2011 8015781 NON-EXPEDITED Y OT US-BAYER-2011-052151 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE PERFORATION  

7777752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7777752 NON-EXPEDITED N OT US-BAYER-2010-008800 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, continuous  BAYER
MUSCLE SPASMS  
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Detailed Report
7825159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7825159 NON-EXPEDITED N HO,OT US-BAYER-2011-015466 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  
Haemorrhage in pregnancy  
IMMINENT ABORTION  

7877008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7877008 NON-EXPEDITED Y OT US-BAYER-2011-023815 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  

7879384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7879384 NON-EXPEDITED N OT US-BAYER-2011-025264 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
METRORRHAGIA  
PAIN  
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Detailed Report
7889942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7889942 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-029301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 174 DAY BAYER
ABDOMINAL PAIN  
DIARRHOEA  
DISCOMFORT  
HEADACHE  
MALAISE  
NAUSEA  
PELVIC ABSCESS  
PELVIC INFLAMMATORY DISEASE  
PYREXIA  
STREPTOCOCCUS TEST POSITIVE  
VOMITING  
WHITE BLOOD CELL COUNT INCREASED  

7971243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7971243 NON-EXPEDITED Y US-BAYER-2011-044344 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT 463 DAY BAYER

7973976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7973976 NON-EXPEDITED N US-TEVA-284429USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
7995355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 7995355 NON-EXPEDITED N US-BAYER-2011-048843 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE UNK  BAYER
DIZZINESS  
HEADACHE  

8016125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016125 NON-EXPEDITED N US-TEVA-288216USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
VOMITING  

8016127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016127 NON-EXPEDITED N US-TEVA-288348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016142 NON-EXPEDITED N US-TEVA-288342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016184 NON-EXPEDITED N US-TEVA-288407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8016379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016379 NON-EXPEDITED N US-TEVA-288404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016407 NON-EXPEDITED N US-TEVA-288405USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016482 NON-EXPEDITED N US-TEVA-288408USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016527 NON-EXPEDITED N US-TEVA-288410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8016675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016675 NON-EXPEDITED N US-TEVA-288415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016686 NON-EXPEDITED N US-TEVA-288489USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,198 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8016718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016718 NON-EXPEDITED N US-TEVA-288388USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016733 NON-EXPEDITED N US-TEVA-288397USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016738 NON-EXPEDITED N US-TEVA-288422USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016770 NON-EXPEDITED N US-TEVA-288375USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AGITATION  

8016784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016784 NON-EXPEDITED N US-TEVA-288411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016787 NON-EXPEDITED Y OT US-BAYER-2011-053450 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 42 DAY BAYER
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Detailed Report
8016788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016788 NON-EXPEDITED N US-
BAYER-201023265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8016792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016792 NON-EXPEDITED Y US-
BAYER-201024668NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8016794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016794 NON-EXPEDITED N US-TEVA-288423USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IMPLANON C  
BENADRYL C  

8016824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016824 NON-EXPEDITED N US-TEVA-288426USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8016835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016835 NON-EXPEDITED N US-TEVA-288424USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8016841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016841 NON-EXPEDITED N US-TEVA-288537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8016868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8016868 NON-EXPEDITED N US-TEVA-288427USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8017043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017043 NON-EXPEDITED N US-
BAYER-201018581NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017044 NON-EXPEDITED Y US-
BAYER-201017750NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8017045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017045 NON-EXPEDITED Y US-
BAYER-201017508NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER
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Detailed Report
8017046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017046 NON-EXPEDITED Y US-
BAYER-201019083NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

8017047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017047 NON-EXPEDITED N US-
BAYER-201020736NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER
ABDOMINAL PAIN LOWER  

8017048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017048 NON-EXPEDITED N US-
BAYER-201019216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8017049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017049 NON-EXPEDITED N US-
BAYER-201018480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 377 DAY BAYER

8017050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017050 NON-EXPEDITED N US-
BAYER-201016891NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8017051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017051 NON-EXPEDITED N US-
BAYER-201017420NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8017052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017052 NON-EXPEDITED N US-
BAYER-201019561NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017053 NON-EXPEDITED N US-
BAYER-201019259NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017054 NON-EXPEDITED N US-
BAYER-201018160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
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Detailed Report
8017055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017055 NON-EXPEDITED N US-
BAYER-201017964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANAEMIA  
DEPRESSION  

8017056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017056 NON-EXPEDITED N US-
BAYER-201018046NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8017057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017057 NON-EXPEDITED N US-
BAYER-201019239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  

8017060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017060 NON-EXPEDITED Y US-
BAYER-201032997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 351 DAY BAYER
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Detailed Report
8017061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017061 NON-EXPEDITED Y US-
BAYER-201037668NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017062 NON-EXPEDITED N US-
BAYER-201036401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1434 DAY BAYER
VAGINAL HAEMORRHAGE  

8017064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017064 NON-EXPEDITED N US-
BAYER-201039097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8017065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017065 NON-EXPEDITED Y US-
BAYER-201020809NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8017066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017066 NON-EXPEDITED N US-
BAYER-201025767NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8017067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017067 NON-EXPEDITED N US-
BAYER-201033115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017068 NON-EXPEDITED Y US-
BAYER-201020815NA

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017069 NON-EXPEDITED Y US-
BAYER-201020838NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017070 NON-EXPEDITED N US-
BAYER-201040149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017071 NON-EXPEDITED Y US-
BAYER-201039309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE INTOLERANCE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8017072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017072 NON-EXPEDITED N US-
BAYER-201035136NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER

8017073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017073 NON-EXPEDITED Y US-
BAYER-201022152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8017075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017075 NON-EXPEDITED Y US-
BAYER-201036249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8017076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017076 NON-EXPEDITED N US-
BAYER-201040079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8017077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017077 NON-EXPEDITED Y US-
BAYER-201032859NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER
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Detailed Report
8017078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017078 NON-EXPEDITED Y US-
BAYER-201020738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

8017079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017079 NON-EXPEDITED N US-
BAYER-201037518NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017080 NON-EXPEDITED Y US-
BAYER-201036435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8017081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017081 NON-EXPEDITED Y US-
BAYER-201020753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8017083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017083 NON-EXPEDITED Y US-
BAYER-201039957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 225 DAY BAYER
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Detailed Report
8017086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017086 NON-EXPEDITED N US-
BAYER-201040148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8017087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017087 NON-EXPEDITED N US-
BAYER-201039991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017124 NON-EXPEDITED N US-TEVA-288509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8017148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017148 NON-EXPEDITED N OT US-BAYER-2011-052692 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 70 DAY BAYER
DEVICE DISLOCATION  

8017149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017149 EXPEDITED (15-DAY) Y OT US-BAYER-2011-053004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8017150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017150 NON-EXPEDITED N OT US-BAYER-2011-051446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8017151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017151 NON-EXPEDITED N US-
BAYER-201029460NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8017152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017152 NON-EXPEDITED N US-
BAYER-201019146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  

8017153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017153 NON-EXPEDITED N OT US-BAYER-2011-052235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
UTERINE PERFORATION  
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8017156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017156 NON-EXPEDITED N US-BAYER-2011-052576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
MUSCULOSKELETAL CHEST PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

8017157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017157 NON-EXPEDITED Y OT US-BAYER-2011-052512 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 8 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8017158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017158 NON-EXPEDITED N OT US-BAYER-2011-053623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8017163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017163 NON-EXPEDITED N OT US-BAYER-2011-052746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8017164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017164 NON-EXPEDITED N OT US-BAYER-2011-052753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8017178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017178 NON-EXPEDITED N US-TEVA-288416USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8017244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017244 NON-EXPEDITED N US-TEVA-288421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8017319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017319 NON-EXPEDITED N US-TEVA-288504USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S  

8017433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2011 8017433 NON-EXPEDITED N US-BAYER-2011-053996 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7617772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 7617772 NON-EXPEDITED N OT 245367USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NORDETTE S ORAL ORAL  
GALLBLADDER DISORDER WARFARIN SODIUM C  
VAGINAL HAEMORRHAGE  

7876988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 7876988 EXPEDITED (15-DAY) N OT US-BAYER-2011-024196 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE Daily dose 20 µg 18 DAY BAYER
DEVICE DISLOCATION  
METRORRHAGIA  
UTERINE SPASM  

7983238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 7983238 NON-EXPEDITED N US-TEVA-285018USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7990538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 7990538 NON-EXPEDITED N OT US-BAYER-2011-048529 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
7990546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 7990546 NON-EXPEDITED N US-TEVA-285845USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8015724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8015724 NON-EXPEDITED N US-TEVA-288344USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR SPRINTEC C ORAL  

8017432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8017432 NON-EXPEDITED N US-BAYER-2011-041073 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8017979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8017979 NON-EXPEDITED Y US-BAYER-2011-055399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8017994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8017994 NON-EXPEDITED N US-TEVA-288545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8017999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8017999 NON-EXPEDITED N US-TEVA-288541USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018008 NON-EXPEDITED N US-TEVA-288550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018020 NON-EXPEDITED N OT US-BAYER-2011-053490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8018022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018022 NON-EXPEDITED N US-
BAYER-201037159NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018023 NON-EXPEDITED N US-
BAYER-201028674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8018025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018025 NON-EXPEDITED N US-
BAYER-201036476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8018026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018026 NON-EXPEDITED N US-
BAYER-201037165NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION CONTRACEPTIVES NOS C UNK 1 DAY

8018028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018028 NON-EXPEDITED N US-TEVA-288496USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8018042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018042 NON-EXPEDITED N US-TEVA-288539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018066 NON-EXPEDITED N US-TEVA-288549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8018079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018079 NON-EXPEDITED Y US-
BAYER-201020898NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018080 NON-EXPEDITED N US-
BAYER-201016603NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE DISORDER MIRENA S UNK  BAYER

8018081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018081 NON-EXPEDITED Y US-
BAYER-201020891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018082 NON-EXPEDITED N US-
BAYER-201019207NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
NAUSEA  

Page: 6,217 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8018083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018083 NON-EXPEDITED N US-
BAYER-201016888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
VOMITING  

8018084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018084 NON-EXPEDITED Y US-
BAYER-201017582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

8018085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018085 NON-EXPEDITED Y US-
BAYER-201020886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 107 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8018086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018086 NON-EXPEDITED Y US-
BAYER-201020887NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
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Detailed Report
8018087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018087 NON-EXPEDITED N US-BAYER-2011-055324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8018088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018088 NON-EXPEDITED Y US-
BAYER-201020841NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8018166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018166 NON-EXPEDITED N US-TEVA-288587USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018177 NON-EXPEDITED N US-TEVA-288595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018213 NON-EXPEDITED N US-TEVA-288598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PAPULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8018233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018233 NON-EXPEDITED Y US-
BAYER-201020909NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER

8018235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018235 NON-EXPEDITED N US-
BAYER-201020501NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST SWELLING  
HYPOMENORRHOEA  

8018237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018237 NON-EXPEDITED Y US-
BAYER-201020092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8018238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018238 NON-EXPEDITED N US-
BAYER-201020961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
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Detailed Report
8018239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018239 NON-EXPEDITED Y US-
BAYER-201021813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8018240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018240 NON-EXPEDITED Y US-
BAYER-201020972NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8018252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018252 NON-EXPEDITED N US-TEVA-288613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018281 NON-EXPEDITED Y US-
BAYER-201017786NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018284 NON-EXPEDITED N US-
BAYER-201019878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL NAUSEA  
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Detailed Report
8018285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018285 NON-EXPEDITED Y US-
BAYER-201019834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
PENILE PAIN  

8018286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018286 NON-EXPEDITED N US-
BAYER-201019680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8018287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018287 NON-EXPEDITED N US-
BAYER-201017808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
VULVOVAGINAL PAIN  

8018288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018288 NON-EXPEDITED N US-
BAYER-201018552NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST PAIN  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8018289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018289 NON-EXPEDITED N US-
BAYER-201019266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018290 NON-EXPEDITED N US-
BAYER-201017970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
PROCEDURAL PAIN  

8018316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018316 NON-EXPEDITED N US-
BAYER-201025640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018317 NON-EXPEDITED N US-
BAYER-201022577NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8018318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018318 NON-EXPEDITED Y US-
BAYER-201035284NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8018321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018321 NON-EXPEDITED Y US-
BAYER-201023281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8018322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018322 NON-EXPEDITED Y US-
BAYER-201020902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8018323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018323 NON-EXPEDITED N US-
BAYER-201038771NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  
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Detailed Report
8018324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018324 NON-EXPEDITED Y US-
BAYER-201035967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
POST PROCEDURAL DISCOMFORT  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  

8018325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018325 NON-EXPEDITED N US-
BAYER-201035860NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
DEVICE EXPULSION  

8018326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018326 NON-EXPEDITED N US-
BAYER-201039294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018327 NON-EXPEDITED N US-
BAYER-201039499NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER
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Detailed Report
8018328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018328 NON-EXPEDITED N US-
BAYER-201039837NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 140 DAY BAYER
DEVICE EXPULSION  

8018338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018338 NON-EXPEDITED Y US-
BAYER-201028366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8018339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018339 NON-EXPEDITED N US-
BAYER-201022540NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8018340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018340 NON-EXPEDITED N US-
BAYER-201035739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8018341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018341 NON-EXPEDITED N US-
BAYER-201029057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  

8018342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018342 NON-EXPEDITED Y US-
BAYER-201025943NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8018344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018344 NON-EXPEDITED N US-
BAYER-201033207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
CONSTIPATION  

8018345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018345 NON-EXPEDITED N US-
BAYER-201039628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 102 DAY BAYER

8018346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018346 NON-EXPEDITED N US-
BAYER-201037767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8018347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018347 NON-EXPEDITED Y US-
BAYER-201037521NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018348 NON-EXPEDITED N US-
BAYER-201036292NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018349 NON-EXPEDITED N US-
BAYER-201036846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER

8018350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018350 NON-EXPEDITED Y US-
BAYER-201036466NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8018360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018360 NON-EXPEDITED N US-
BAYER-201041090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8018361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018361 NON-EXPEDITED N US-BAYER-2011-030189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
CONSTIPATION  
HYPERHIDROSIS  
OVARIAN DISORDER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

8018362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018362 NON-EXPEDITED N US-
BAYER-201039962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8018363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018363 NON-EXPEDITED N US-
BAYER-201039960NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

MIRENA S  BAYER

8018368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018368 NON-EXPEDITED N US-TEVA-288615USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  
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Detailed Report
8018380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018380 NON-EXPEDITED N US-TEVA-288583USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018390 NON-EXPEDITED N US-TEVA-288565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018441 NON-EXPEDITED N OT US-BAYER-2011-054077 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8018449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018449 EXPEDITED (15-DAY) N HO US-BAYER-2011-053599 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
DYSPNOEA  
SWELLING  

8018450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018450 EXPEDITED (15-DAY) Y OT IN-BAYER-2011-052458 Unknown IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONJUNCTIVAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8018454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018454 NON-EXPEDITED Y OT US-BAYER-2011-053164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

8018455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018455 NON-EXPEDITED Y US-BAYER-2011-054546 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8018458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018458 NON-EXPEDITED N OT US-BAYER-2011-052998 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ASTHENIA  
DEVICE DISLOCATION  

8018497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018497 NON-EXPEDITED N US-TEVA-288567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  

8018530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018530 NON-EXPEDITED N US-TEVA-288590USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8018535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018535 NON-EXPEDITED N US-TEVA-288596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018613 NON-EXPEDITED N US-TEVA-288600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018634 NON-EXPEDITED N US-TEVA-288607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018655 NON-EXPEDITED N US-TEVA-288611USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8018663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018663 NON-EXPEDITED N US-TEVA-288614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8018676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018676 NON-EXPEDITED N US-TEVA-288616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8018685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018685 NON-EXPEDITED N US-TEVA-288618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018688 NON-EXPEDITED N US-TEVA-288678USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

METFORMIN HYDROCHLORIDE C  

VAGINAL HAEMORRHAGE  

8018778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018778 NON-EXPEDITED N US-TEVA-288672USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8018825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018825 NON-EXPEDITED N US-TEVA-288677USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,233 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8018856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018856 NON-EXPEDITED N US-TEVA-288651USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018904 NON-EXPEDITED N US-TEVA-288740USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018927 NON-EXPEDITED N US-TEVA-288745USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8018932 NON-EXPEDITED N US-TEVA-288746USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8019046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8019046 EXPEDITED (15-DAY) N OT US-BAYER-2011-053559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S 20 mcg/24hr, UNK  BAYER
ALOPECIA  
HAEMORRHOIDS  
OVARIAN CYST  
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Detailed Report
8019047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8019047 NON-EXPEDITED N OT US-BAYER-2011-053169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER

8019048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8019048 NON-EXPEDITED Y US-BAYER-2011-054983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8019097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8019097 NON-EXPEDITED Y US-BAYER-2011-055485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 4073 DAY BAYER
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Detailed Report
8029587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8029587 DIRECT N HO,DS,LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 1 IUD EVERY 5 YEARS

INTRA-UTERINE
 BAYER

ABDOMINAL PAIN  
ANXIETY  
ASTHENIA  
BACK PAIN  
CONFUSIONAL STATE  
DELIRIUM  
DIZZINESS  
FATIGUE  
MALAISE  
MUSCLE SPASMS  
OVARIAN CYST  
VERTIGO  
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Detailed Report
8030929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8030929 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA MIRENA S  
ABDOMINAL DISTENSION  
ANXIETY  
ARTHRALGIA  
DISTURBANCE IN ATTENTION  
DIZZINESS  
HYPERHIDROSIS  
INSOMNIA  
IRRITABILITY  
LOSS OF LIBIDO  
MAJOR DEPRESSION  
MOOD SWINGS  
MYALGIA  
WEIGHT INCREASED  
WITHDRAWAL SYNDROME  

8034412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2011 8034412 NON-EXPEDITED N OT 236892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS SEASONIQUE S ORAL ORAL  
BLOOD VISCOSITY INCREASED  
THROMBOSIS  
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Detailed Report
7900782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 7900782 EXPEDITED (15-DAY) Y OT CO-BAYER-2011-020607 34 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
UMBILICAL CORD AROUND NECK  

7938695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 7938695 NON-EXPEDITED N US-BAYER-2011-037276 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
RASH  

7950341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 7950341 NON-EXPEDITED Y US-PFIZER
INC-2011102270

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT LYBREL S UNK  PFIZER

7989239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 7989239 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-048601 28 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
HYPERPROLACTINAEMIA SULFASALAZINE C Daily dose 2 g  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
ARRHYTHMIA  
COLD SWEAT  
CONSTIPATION  
CONVULSION  
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Detailed Report
7989239
Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS NONINFECTIVE  
DEVICE DISLOCATION  
DIZZINESS  
DRY SKIN  
DYSGEUSIA  
FATIGUE  
FEELING COLD  
FLATULENCE  
Gingivitis  
HIRSUTISM  
HYPERTENSION  
HYPERVENTILATION  
HYPOTHYROIDISM  
MENORRHAGIA  
MOOD SWINGS  
NAUSEA  
OEDEMA  
OVARIAN CYST  
PYREXIA  
SLEEP DISORDER  
SMEAR CERVIX ABNORMAL  
TACHYCARDIA  
TETANY  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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8017063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8017063 NON-EXPEDITED Y US-
BAYER-201029994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8020141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020141 NON-EXPEDITED N US-
BAYER-201021761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 219 DAY BAYER

8020146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020146 NON-EXPEDITED Y US-
BAYER-201017444NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8020147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020147 NON-EXPEDITED N US-
BAYER-201014918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8020148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020148 NON-EXPEDITED N US-
BAYER-201017096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
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Detailed Report
8020149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020149 NON-EXPEDITED N US-
BAYER-201017439NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020150 NON-EXPEDITED N US-
BAYER-201015174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE DEPO SHOT C  
ABDOMINAL DISTENSION  
AMENORRHOEA  
FATIGUE  
NAUSEA  

8020151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020151 NON-EXPEDITED N US-
BAYER-201011959NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 48 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

8020152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020152 NON-EXPEDITED N US-
BAYER-201017696NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
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Detailed Report
8020153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020153 NON-EXPEDITED N US-
BAYER-201018554NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 2190 DAY BAYER
VAGINAL HAEMORRHAGE  

8020154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020154 NON-EXPEDITED Y US-
BAYER-201017817NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8020155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020155 NON-EXPEDITED N US-
BAYER-201020365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 19 DAY BAYER

8020156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020156 NON-EXPEDITED Y US-
BAYER-201025311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

8020157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020157 NON-EXPEDITED N US-
BAYER-201022194NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
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8020158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020158 NON-EXPEDITED N US-
BAYER-201019073NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020159 NON-EXPEDITED Y US-
BAYER-201019888NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
PAIN  

8020160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020160 NON-EXPEDITED N US-
BAYER-201019310NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8020161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020161 NON-EXPEDITED N US-
BAYER-201022875NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 207 DAY BAYER
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8020162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020162 NON-EXPEDITED N US-
BAYER-201025944NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8020163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020163 NON-EXPEDITED Y US-
BAYER-201021652NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER

8020164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020164 NON-EXPEDITED Y US-
BAYER-201021529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8020165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020165 NON-EXPEDITED N US-
BAYER-201021517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8020166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020166 NON-EXPEDITED Y US-
BAYER-201018459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER
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Detailed Report
8020167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020167 NON-EXPEDITED N US-
BAYER-201021471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020168 NON-EXPEDITED Y US-
BAYER-201021463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

8020169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020169 NON-EXPEDITED N US-
BAYER-201017718NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8020170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020170 NON-EXPEDITED Y US-
BAYER-201021438NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8020171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020171 NON-EXPEDITED Y US-
BAYER-201017803NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8020172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020172 NON-EXPEDITED Y US-
BAYER-201019222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020173 NON-EXPEDITED N US-
BAYER-201022543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8020174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020174 NON-EXPEDITED N US-
BAYER-201021940NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020175 NON-EXPEDITED N US-
BAYER-201020039NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  

8020176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020176 NON-EXPEDITED Y US-
BAYER-201023337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER
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8020177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020177 NON-EXPEDITED N US-
BAYER-201018490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020178 NON-EXPEDITED N US-
BAYER-201019205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020179 NON-EXPEDITED Y US-
BAYER-201020975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020180 NON-EXPEDITED N US-
BAYER-201017792NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

8020181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020181 NON-EXPEDITED N US-
BAYER-201019939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD PRESSURE DIASTOLIC INCREASED  
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Detailed Report
8020182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020182 NON-EXPEDITED Y US-
BAYER-201021085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 153 DAY BAYER

8020183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020183 NON-EXPEDITED Y US-
BAYER-201028900NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8020184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020184 NON-EXPEDITED N US-
BAYER-201020080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  

8020185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020185 NON-EXPEDITED N US-
BAYER-201019353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8020186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020186 NON-EXPEDITED N US-
BAYER-201021075NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8020187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020187 NON-EXPEDITED Y US-
BAYER-201026806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8020188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020188 NON-EXPEDITED N US-
BAYER-201019121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

8020189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020189 NON-EXPEDITED N US-
BAYER-201017809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8020190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020190 NON-EXPEDITED N US-
BAYER-201022192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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8020191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020191 NON-EXPEDITED N US-
BAYER-201017955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020192 NON-EXPEDITED N US-
BAYER-201019885NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020193 NON-EXPEDITED Y US-
BAYER-201020493NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020194 NON-EXPEDITED Y US-
BAYER-201021124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8020195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020195 NON-EXPEDITED Y US-
BAYER-201017810NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 3 DAY BAYER
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8020196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020196 NON-EXPEDITED Y US-
BAYER-201036925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020197 NON-EXPEDITED Y US-
BAYER-201032171NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER
DEVICE EXPULSION  

8020198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020198 NON-EXPEDITED Y US-
BAYER-201039083NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 288 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DAMAGE  
VAGINAL HAEMORRHAGE  

8020199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020199 NON-EXPEDITED Y US-
BAYER-201038988NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8020200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020200 NON-EXPEDITED N US-
BAYER-201038626NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE INTOLERANCE  

8020201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020201 NON-EXPEDITED N US-
BAYER-201037122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020202 NON-EXPEDITED N US-
BAYER-201030794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020203 NON-EXPEDITED N US-
BAYER-201032735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8020204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020204 NON-EXPEDITED N US-
BAYER-201029060NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
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Detailed Report
8020205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020205 NON-EXPEDITED N US-
BAYER-201035509NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020207 NON-EXPEDITED Y US-
BAYER-201041147NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 159 DAY BAYER

MIRENA S  BAYER

8020208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020208 NON-EXPEDITED Y US-
BAYER-201033908NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8020209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020209 NON-EXPEDITED N US-
BAYER-201040146NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8020211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020211 NON-EXPEDITED Y US-
BAYER-201037487NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
PRODUCT SHAPE ISSUE  
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Detailed Report
8020212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020212 NON-EXPEDITED Y US-
BAYER-201037344NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8020213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020213 NON-EXPEDITED N US-
BAYER-201030134NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8020214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020214 NON-EXPEDITED Y US-
BAYER-201037514NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8020215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020215 NON-EXPEDITED N US-
BAYER-201041188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8020216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020216 NON-EXPEDITED N US-
BAYER-201039863NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 209 DAY BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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8020217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020217 NON-EXPEDITED N US-
BAYER-201040142NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
VOMITING  

8020218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020218 NON-EXPEDITED Y US-
BAYER-201033747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 94 DAY BAYER

8020219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020219 NON-EXPEDITED Y US-
BAYER-201021155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 370 DAY BAYER

8020223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020223 NON-EXPEDITED Y US-
BAYER-201032041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020224 NON-EXPEDITED N US-
BAYER-201039879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8020225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020225 NON-EXPEDITED N US-
BAYER-201037437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8020226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020226 NON-EXPEDITED Y US-
BAYER-201041402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8020227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020227 NON-EXPEDITED Y US-
BAYER-201040852NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8020228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020228 NON-EXPEDITED Y US-
BAYER-201036774NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 184 DAY BAYER
DEVICE EXPULSION  

8020229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020229 NON-EXPEDITED Y US-
BAYER-201021163NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 57 DAY BAYER
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8020230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020230 NON-EXPEDITED N US-
BAYER-201039862NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING MIRENA S  BAYER
AMENORRHOEA  
MUSCLE SPASMS  

8020231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020231 NON-EXPEDITED N US-
BAYER-201038622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 682 DAY BAYER
DEVICE DISLOCATION  

8020232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020232 NON-EXPEDITED Y US-
BAYER-201037119NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 623 DAY BAYER
GENITAL HAEMORRHAGE  

8020233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020233 NON-EXPEDITED N US-
BAYER-201037123NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8020234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020234 NON-EXPEDITED N US-
BAYER-201038345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 786 DAY BAYER

8020235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020235 NON-EXPEDITED Y US-
BAYER-201037179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8020236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020236 NON-EXPEDITED Y US-
BAYER-201036119NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER
DEVICE EXPULSION  
GENITAL INFECTION FUNGAL  

8020237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020237 NON-EXPEDITED Y US-
BAYER-201038351NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 393 DAY BAYER

8020238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020238 NON-EXPEDITED N US-
BAYER-201041408NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
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8020239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020239 NON-EXPEDITED N US-
BAYER-201034035NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8020240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020240 NON-EXPEDITED Y US-
BAYER-201036923NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8020277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020277 NON-EXPEDITED N US-
BAYER-201027743NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8020668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020668 NON-EXPEDITED N US-TEVA-288749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8020669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020669 NON-EXPEDITED N US-TEVA-288710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8020671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020671 NON-EXPEDITED N US-TEVA-288734USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8020673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020673 NON-EXPEDITED N US-TEVA-288752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020675 NON-EXPEDITED N US-TEVA-288755USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020676 NON-EXPEDITED N US-TEVA-288747USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020677 NON-EXPEDITED N US-TEVA-288742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8020678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020678 NON-EXPEDITED N US-TEVA-288708USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8020679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020679 NON-EXPEDITED N US-TEVA-288743USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020680 NON-EXPEDITED N US-TEVA-288728USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
REBIF C  

8020689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020689 NON-EXPEDITED N US-TEVA-288754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8020690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020690 NON-EXPEDITED N US-TEVA-288753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8020709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020709 NON-EXPEDITED N US-TEVA-288748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8020779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020779 NON-EXPEDITED N US-TEVA-288750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8020829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020829 NON-EXPEDITED N US-TEVA-288751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  

8020851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020851 NON-EXPEDITED N US-
BAYER-201019218NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020896 NON-EXPEDITED N US-
BAYER-201019293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8020897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020897 NON-EXPEDITED N US-
BAYER-201019890NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 187 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8020898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020898 NON-EXPEDITED Y US-
BAYER-201021395NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 120 DAY BAYER

8020900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020900 NON-EXPEDITED N US-
BAYER-201022195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8020901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020901 NON-EXPEDITED N US-
BAYER-201019993NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
WEIGHT INCREASED  
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Detailed Report
8020902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020902 NON-EXPEDITED N US-
BAYER-201036293NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8020904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020904 NON-EXPEDITED Y US-
BAYER-201024653NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8020908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020908 NON-EXPEDITED N US-
BAYER-201031903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  
WEIGHT INCREASED  

8020910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020910 NON-EXPEDITED Y US-
BAYER-201036462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020911 NON-EXPEDITED Y US-
BAYER-201022407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
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Detailed Report
8020912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020912 NON-EXPEDITED Y US-
BAYER-201022414NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER  

8020913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020913 NON-EXPEDITED Y US-
BAYER-201036426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8020914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020914 NON-EXPEDITED Y US-
BAYER-201028976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8020917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020917 NON-EXPEDITED Y US-
BAYER-201039292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8020918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020918 NON-EXPEDITED N US-
BAYER-201037710NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER
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Detailed Report
8020919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020919 NON-EXPEDITED N US-
BAYER-201037369NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8020920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8020920 NON-EXPEDITED N US-
BAYER-201036618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8021047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021047 NON-EXPEDITED N US-TEVA-288668USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KIDNEY MEDICATION C  

8021133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021133 NON-EXPEDITED N US-TEVA-288712USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ORAL CONTRACEPTIVE C ORAL  

8021270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021270 NON-EXPEDITED Y OT US-BAYER-2011-053995 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER
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Detailed Report
8021271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021271 NON-EXPEDITED Y US-BAYER-2011-040869 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER IBUPROFEN C  

8021272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021272 NON-EXPEDITED Y US-BAYER-2011-046687 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8021273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021273 EXPEDITED (15-DAY) Y OT US-BAYER-2011-053925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEMIPLEGIC MIGRAINE MIRENA S INTRAUTERINE UNK  BAYER
DIZZINESS  
HYPOAESTHESIA  
MUSCULOSKELETAL DISCOMFORT  
NECK PAIN  

8021275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021275 NON-EXPEDITED Y OT US-BAYER-2011-053852 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8021276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021276 NON-EXPEDITED N OT US-BAYER-2011-054053 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ALOPECIA  

Page: 6,267 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8021278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021278 NON-EXPEDITED N US-BAYER-2011-045893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8021280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021280 NON-EXPEDITED Y US-BAYER-2011-050236 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8021281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021281 NON-EXPEDITED N OT US-BAYER-2011-053963 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8021282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021282 NON-EXPEDITED Y OT US-BAYER-2011-053998 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE 423 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8021284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021284 NON-EXPEDITED Y US-BAYER-2011-045937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8021301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021301 NON-EXPEDITED N HO US-BAYER-2011-054812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8021302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021302 NON-EXPEDITED N HO,OT US-BAYER-2011-054249 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT 483 DAY BAYER
ABDOMINAL PAIN  

8021304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021304 NON-EXPEDITED Y OT US-BAYER-2011-054930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL COMPLICATION  

8021305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021305 NON-EXPEDITED N OT US-BAYER-2011-054480 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8021306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021306 EXPEDITED (15-DAY) N HO US-BAYER-2011-054899 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER
INFLAMMATION  
OEDEMA PERIPHERAL  
PYREXIA  
SKIN DISCOLOURATION  

8021307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021307 NON-EXPEDITED Y OT US-BAYER-2011-054491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 957 DAY BAYER

8021316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021316 NON-EXPEDITED N OT US-BAYER-2011-054446 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  

8021317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021317 NON-EXPEDITED N OT US-BAYER-2011-054369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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8021319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021319 NON-EXPEDITED N OT US-BAYER-2011-054255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 1095 DAY BAYER
ANXIETY  
OVARIAN CYST  
PAIN  

8021353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021353 NON-EXPEDITED N US-BAYER-2011-055471 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 368 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8021354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021354 NON-EXPEDITED N OT US-BAYER-2011-055270 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8021356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021356 NON-EXPEDITED Y OT US-BAYER-2011-054961 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8021357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021357 NON-EXPEDITED N OT US-BAYER-2011-055242 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
8021358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021358 NON-EXPEDITED Y OT US-BAYER-2011-055206 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 72 DAY BAYER

MIRENA S  BAYER

8021360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021360 NON-EXPEDITED Y US-BAYER-2011-056935 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 28 DAY BAYER

8021361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021361 NON-EXPEDITED Y OT US-BAYER-2011-055245 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER

8021364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021364 NON-EXPEDITED N OT US-BAYER-2011-054985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  

8021365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021365 EXPEDITED (15-DAY) Y OT US-BAYER-2011-055414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CARDIAC ARREST  
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Detailed Report
8021366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021366 NON-EXPEDITED N OT US-BAYER-2011-055239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 105 DAY BAYER
ADVERSE DRUG REACTION  
DISCOMFORT  
GENERAL PHYSICAL HEALTH DETERIORATION  
PELVIC PAIN  

8021397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021397 EXPEDITED (15-DAY) N OT PT-BAYER-2011-053514 Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE UNK 91 DAY BAYER

8021399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021399 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-053294 38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS  
MUSCLE SPASMS  

8021402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021402 NON-EXPEDITED N US-TEVA-289049USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8021421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021421 EXPEDITED (15-DAY) N OT BE-BAYER-2011-053856 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE UNK  BAYER
BLOOD PRESSURE DECREASED  

8021448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021448 NON-EXPEDITED N US-TEVA-289039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8021481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021481 NON-EXPEDITED N US-TEVA-289051USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8021690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021690 EXPEDITED (15-DAY) Y HO,OT RU-BAYER-2011-054157 40 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8021845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021845 NON-EXPEDITED N US-
BAYER-201015668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8021857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021857 NON-EXPEDITED N US-
BAYER-201018337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8021858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021858 NON-EXPEDITED N US-
BAYER-201017017NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8021859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021859 NON-EXPEDITED N US-
BAYER-201019058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8021860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021860 NON-EXPEDITED N US-
BAYER-201015767NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  

8021861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021861 NON-EXPEDITED N US-
BAYER-201015406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8021864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021864 NON-EXPEDITED N US-
BAYER-201020130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8021867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021867 NON-EXPEDITED N US-
BAYER-201022439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8021869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021869 NON-EXPEDITED N US-
BAYER-201027999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER

8021884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021884 NON-EXPEDITED N US-
BAYER-201030092NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER
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Detailed Report
8021900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021900 NON-EXPEDITED N US-
BAYER-201035961NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
DIZZINESS  

8021904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021904 NON-EXPEDITED Y US-
BAYER-201030136NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8021905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021905 NON-EXPEDITED Y US-
BAYER-201036528NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8021906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021906 NON-EXPEDITED Y US-
BAYER-201036962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8021907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021907 NON-EXPEDITED N US-
BAYER-201035528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8021908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021908 NON-EXPEDITED Y US-
BAYER-201041266NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 315 DAY BAYER

MIRENA S  BAYER

8021909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021909 NON-EXPEDITED N US-
BAYER-201035436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
INFLUENZA LIKE ILLNESS  
MENORRHAGIA  
PAIN IN EXTREMITY  

8021912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021912 NON-EXPEDITED N US-
BAYER-201038367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
AMENORRHOEA  

8021963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021963 NON-EXPEDITED N US-
BAYER-201041482NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8021981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021981 NON-EXPEDITED N US-BAYER-2011-043775 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8021982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8021982 NON-EXPEDITED N US-BAYER-2011-000110 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8032635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8032635 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S  BAYER
ABDOMINAL DISTENSION  
ACTIVITIES OF DAILY LIVING IMPAIRED  
AGITATION  
CONSTIPATION  
DEPRESSION  
FATIGUE  
INSOMNIA  
METRORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
PAIN  
PALPITATIONS  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
8033319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2011 8033319 DIRECT Y HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PORTIA S ORAL 1 TABLET DAILY BY

MOUTH
 BARR

BACK PAIN  
HAEMORRHAGE  

7542549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 7542549 NON-EXPEDITED N US-
BAYER-201026378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN ANTIBIOTICS C UNK  
VOMITING DIET PILLS C  
AMENORRHOEA  
FATIGUE  
MALAISE  
NAUSEA  
VASCULAR SKIN DISORDER  

7752757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 7752757 NON-EXPEDITED N US-BAYER-2011-000150 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PREGNANCY  
VAGINAL HAEMORRHAGE  
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7946605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 7946605 EXPEDITED (15-DAY) N OT US-BAYER-2011-019499 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK 323 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

7955708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 7955708 NON-EXPEDITED N US-TEVA-282475USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  

8022491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022491 NON-EXPEDITED N US-TEVA-289060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022497 NON-EXPEDITED N US-TEVA-288965USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022508 NON-EXPEDITED N US-
BAYER-201023801NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8022509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022509 NON-EXPEDITED N US-
BAYER-201019889NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8022510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022510 NON-EXPEDITED N US-
BAYER-201027332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8022511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022511 NON-EXPEDITED Y US-
BAYER-201024669NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8022516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022516 NON-EXPEDITED Y US-
BAYER-201035806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 664 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022517 NON-EXPEDITED N US-
BAYER-201027840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER
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Detailed Report
8022518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022518 NON-EXPEDITED N US-
BAYER-201039902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022519 NON-EXPEDITED Y US-
BAYER-201039389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE  

8022520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022520 NON-EXPEDITED Y US-
BAYER-201039905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8022522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022522 NON-EXPEDITED Y US-
BAYER-201039248NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022523 NON-EXPEDITED N US-
BAYER-201020178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST SWELLING  
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Detailed Report
8022524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022524 NON-EXPEDITED N CA-
BAYER-201020475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NASOPHARYNGITIS  

8022525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022525 NON-EXPEDITED N US-
BAYER-201037124NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8022526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022526 NON-EXPEDITED N US-
BAYER-201038934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8022527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022527 NON-EXPEDITED N US-
BAYER-201020173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8022528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022528 NON-EXPEDITED Y US-
BAYER-201038712NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER

8022530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022530 NON-EXPEDITED N US-
BAYER-201019554NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8022531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022531 NON-EXPEDITED N US-
BAYER-201017931NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022532 NON-EXPEDITED N US-
BAYER-201019886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
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8022538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022538 NON-EXPEDITED Y US-
BAYER-201024315NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8022539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022539 NON-EXPEDITED Y US-BAYER-2011-043611 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8022546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022546 NON-EXPEDITED N US-TEVA-288975USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  

8022599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022599 EXPEDITED (15-DAY) N OT US-BAYER-2011-054925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S UNK  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8022600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022600 EXPEDITED (15-DAY) Y OT US-BAYER-2011-054978 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
VAGINITIS BACTERIAL MIRENA S  BAYER
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Detailed Report
8022618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022618 EXPEDITED (15-DAY) Y OT US-BAYER-2011-056938 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8022630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022630 NON-EXPEDITED N US-TEVA-289052USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022647 NON-EXPEDITED N US-TEVA-289055USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022661 NON-EXPEDITED N US-
BAYER-201022447NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

8022662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022662 NON-EXPEDITED N US-
BAYER-201020199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
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Detailed Report
8022663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022663 NON-EXPEDITED N US-
BAYER-201019813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8022664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022664 NON-EXPEDITED Y US-
BAYER-201018010NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8022665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022665 NON-EXPEDITED Y US-
BAYER-201022444NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER

8022666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022666 NON-EXPEDITED N US-
BAYER-201021200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8022667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022667 NON-EXPEDITED N US-
BAYER-201019896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8022668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022668 NON-EXPEDITED Y US-
BAYER-201022448NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 109 DAY BAYER
VAGINAL HAEMORRHAGE  

8022672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022672 NON-EXPEDITED N US-
BAYER-201025572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER

8022674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022674 NON-EXPEDITED N US-
BAYER-201030018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8022675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022675 NON-EXPEDITED Y US-
BAYER-201022445NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER

8022676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022676 NON-EXPEDITED N US-
BAYER-201040979NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022679 NON-EXPEDITED N US-
BAYER-201040048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022686 NON-EXPEDITED N US-TEVA-288967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  

8022732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022732 NON-EXPEDITED Y US-BAYER-2011-043612 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8022733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022733 NON-EXPEDITED N US-
BAYER-201033202NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8022736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022736 NON-EXPEDITED Y OT US-BAYER-2011-056104 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8022738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022738 NON-EXPEDITED Y OT US-BAYER-2011-055488 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK UNK, CONT 45 DAY BAYER

8022739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022739 NON-EXPEDITED N OT US-BAYER-2011-055925 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8022755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022755 NON-EXPEDITED N HO,OT US-BAYER-2011-055461 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN ANTIBIOTICS C ORAL UNK 61 DAY
AMENORRHOEA ANTI-ACNE PREPARATIONS FOR

TOPICAL USE
C TOPICAL UNK UNK, PRN  
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Detailed Report
8022809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022809 NON-EXPEDITED N OT US-BAYER-2011-055436 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8022810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022810 NON-EXPEDITED Y OT US-BAYER-2011-054932 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 491 DAY BAYER
DISCOMFORT  

8022812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022812 NON-EXPEDITED N OT US-BAYER-2011-056185 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 1825 DAY BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
POLYMENORRHAGIA  

8022831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022831 NON-EXPEDITED N OT US-BAYER-2011-055551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8022832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022832 NON-EXPEDITED Y OT US-BAYER-2011-055337 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S UNK  BAYER

Page: 6,292 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8022833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022833 NON-EXPEDITED N OT BR-BAYER-2011-054948 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 169 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8022834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022834 NON-EXPEDITED N OT US-BAYER-2011-055647 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 171 DAY BAYER

8022835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022835 NON-EXPEDITED N OT US-BAYER-2011-054996 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
GENITAL HAEMORRHAGE  

8022836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022836 NON-EXPEDITED N OT US-BAYER-2011-054957 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8022838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022838 NON-EXPEDITED N US-TEVA-288974USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,293 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8022936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022936 NON-EXPEDITED N US-TEVA-289084USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022958 NON-EXPEDITED N US-TEVA-288994USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022963 NON-EXPEDITED N US-TEVA-289081USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8022967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022967 NON-EXPEDITED N US-TEVA-289006USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8022980 NON-EXPEDITED N US-TEVA-289087USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8023000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023000 NON-EXPEDITED N US-TEVA-289042USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8023057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023057 NON-EXPEDITED N US-TEVA-289085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8023093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023093 NON-EXPEDITED N US-TEVA-289083USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  

8023252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023252 NON-EXPEDITED N US-TEVA-289076USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8023343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023343 NON-EXPEDITED N US-TEVA-289086USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DILATATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8023451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023451 NON-EXPEDITED N US-TEVA-289078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8023546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023546 NON-EXPEDITED N US-TEVA-289066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL ERYTHEMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8023599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023599 NON-EXPEDITED N US-TEVA-289075USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8023606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023606 NON-EXPEDITED Y US-
BAYER-201031836NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 174 DAY BAYER

8023607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023607 NON-EXPEDITED N US-
BAYER-201019124NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
WEIGHT DECREASED  

8023608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023608 NON-EXPEDITED N US-
BAYER-201022451NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 160 DAY BAYER
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Detailed Report
8023609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023609 NON-EXPEDITED N US-
BAYER-201022452NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8023610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023610 NON-EXPEDITED Y US-
BAYER-201020951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER

8023611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023611 EXPEDITED (15-DAY) Y OT US-BAYER-2011-055479 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEUROGENIC SHOCK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
HYPERHIDROSIS  
POST PROCEDURAL COMPLICATION  

8023612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023612 NON-EXPEDITED Y US-
BAYER-201030340NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 57 DAY BAYER
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Detailed Report
8023613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023613 NON-EXPEDITED N CA-
BAYER-201020267NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8023615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023615 NON-EXPEDITED N US-
BAYER-201020040NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8023616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023616 NON-EXPEDITED N US-
BAYER-201022453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 234 DAY BAYER

8023617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023617 NON-EXPEDITED Y US-
BAYER-201037125NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 207 DAY BAYER

8023623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023623 NON-EXPEDITED Y OT US-BAYER-2011-052989 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mg/24hr, CONT 1 DAY BAYER
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Detailed Report
8023624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023624 NON-EXPEDITED N OT US-BAYER-2011-054898 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 13 DAY BAYER
ANAEMIA  
DEVICE EXPULSION  

8023625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023625 NON-EXPEDITED N US-
BAYER-201037509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DRUG HYPERSENSITIVITY MIRENA S  BAYER

8023626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023626 NON-EXPEDITED Y OT US-BAYER-2011-055464 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8023627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023627 NON-EXPEDITED N US-BAYER-2011-054856 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 8 DAY BAYER

MIRENA S 20 µg, CONT  BAYER

8023628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023628 NON-EXPEDITED N US-
BAYER-201040044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8023629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023629 NON-EXPEDITED N US-
BAYER-201037126NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8023637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023637 NON-EXPEDITED N US-TEVA-289077USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
NAUSEA  
PAIN  
PELVIC PAIN  

8023638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023638 NON-EXPEDITED N US-TEVA-289064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  

8023791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023791 NON-EXPEDITED N US-TEVA-289088USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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Detailed Report
8023821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023821 NON-EXPEDITED N US-TEVA-289166USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LORATADINE C  

PELVIC PAIN  

8023831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8023831 NON-EXPEDITED N US-TEVA-289254USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8024059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8024059 NON-EXPEDITED Y OT US-BAYER-2011-055988 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8034553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8034553 DIRECT N HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC PERFORATION MIRENA S 5 YR  
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  
SCAR  
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Detailed Report
8056874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8056874 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011146261

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy LEVONORGESTREL AND

ETHINYL ESTRADIOL
S TRANSPLACENTAL 1 DF, 1x/day  PFIZER

PREMATURE BABY  

8056879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2011 8056879 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011146125

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTENSION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

DIZZINESS  
DRUG INEFFECTIVE  
NAUSEA  
UNINTENDED PREGNANCY  

8015504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8015504 NON-EXPEDITED N US-TEVA-288399USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPEPSIA  
GASTROOESOPHAGEAL REFLUX DISEASE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

Page: 6,302 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8020681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8020681 NON-EXPEDITED N US-TEVA-288715USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024455 NON-EXPEDITED N US-TEVA-289250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024464 NON-EXPEDITED N US-TEVA-289263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8024475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024475 NON-EXPEDITED N US-TEVA-289264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024481 NON-EXPEDITED N US-TEVA-289267USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024492 NON-EXPEDITED N US-TEVA-289260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8024520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024520 NON-EXPEDITED N US-TEVA-289174USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024559 NON-EXPEDITED N US-TEVA-289176USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024564 NON-EXPEDITED N US-TEVA-289241USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024587 NON-EXPEDITED N US-TEVA-289247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024619 NON-EXPEDITED N US-TEVA-289252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024630 NON-EXPEDITED N US-TEVA-289248USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8024650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024650 NON-EXPEDITED N US-TEVA-289234USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024681 NON-EXPEDITED N US-TEVA-289228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024697 NON-EXPEDITED N US-TEVA-289278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
VOMITING  

8024711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024711 NON-EXPEDITED N US-TEVA-289274USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTIC C  

8024762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024762 NON-EXPEDITED N US-TEVA-289273USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8024769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024769 NON-EXPEDITED N US-TEVA-289272USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024825 NON-EXPEDITED N US-TEVA-289292USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C  

8024845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024845 NON-EXPEDITED N US-TEVA-289290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024856 NON-EXPEDITED N US-TEVA-289175USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8024862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024862 NON-EXPEDITED N US-TEVA-289282USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024885 NON-EXPEDITED N US-TEVA-289265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8024897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024897 NON-EXPEDITED N US-TEVA-289262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024906 NON-EXPEDITED N US-TEVA-289261USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8024929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8024929 NON-EXPEDITED N US-TEVA-289257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  
HEADACHE  
NASAL CONGESTION  
NAUSEA  
PAIN  
VOMITING  

8025006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025006 NON-EXPEDITED N US-TEVA-289295USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8025104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025104 NON-EXPEDITED N US-TEVA-289454USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025213 NON-EXPEDITED N US-TEVA-289450USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  

8025236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025236 NON-EXPEDITED N US-TEVA-289443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS ZOLOFT C  
FATIGUE LAMICTAL C  
ABDOMINAL PAIN LOWER  

8025250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025250 NON-EXPEDITED N US-TEVA-289437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025255 NON-EXPEDITED N US-
BAYER-201016641NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8025257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025257 NON-EXPEDITED N US-
BAYER-201019940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8025277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025277 NON-EXPEDITED N US-TEVA-289418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025305 NON-EXPEDITED N US-TEVA-289389USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

8025387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025387 NON-EXPEDITED N US-TEVA-289421USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED HYDROCODONE BITARTRATE C  

8025391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025391 NON-EXPEDITED N US-TEVA-289415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8025403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025403 NON-EXPEDITED N US-TEVA-289412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025493 NON-EXPEDITED N US-TEVA-289396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025519 NON-EXPEDITED N US-TEVA-289391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8025542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2011 8025542 NON-EXPEDITED N US-TEVA-289388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8001228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8001228 NON-EXPEDITED N US-TEVA-286997USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
8008385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8008385 NON-EXPEDITED N US-TEVA-287699USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AZITHROMYCIN C  
ADVAIR DISKUS C  

8018093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8018093 NON-EXPEDITED N US-TEVA-288581USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8022789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8022789 NON-EXPEDITED N US-TEVA-288970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ALBUTEROL SULFATE C  

ADVAIR DISKUS C  

8023143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8023143 NON-EXPEDITED N US-TEVA-289080USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025792 NON-EXPEDITED N US-TEVA-289487USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
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8025793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025793 NON-EXPEDITED N US-TEVA-289482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8025797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025797 NON-EXPEDITED N US-TEVA-289449USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  
HYDROCODONE BITARTRATE C  

8025806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025806 NON-EXPEDITED N US-TEVA-289461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8025853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025853 NON-EXPEDITED N US-TEVA-289455USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8025873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025873 NON-EXPEDITED N US-TEVA-289447USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
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8025882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025882 NON-EXPEDITED N US-TEVA-289451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8025941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025941 NON-EXPEDITED N US-TEVA-289472USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8025972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8025972 NON-EXPEDITED N US-TEVA-289483USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026075 NON-EXPEDITED N US-TEVA-289496USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026093 NON-EXPEDITED N US-TEVA-289466USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 ;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,313 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8026099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026099 NON-EXPEDITED N US-TEVA-289495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
FATIGUE  
PELVIC PAIN  

8026109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026109 NON-EXPEDITED N US-TEVA-289492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026149 NON-EXPEDITED N US-TEVA-289497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026404 NON-EXPEDITED N US-TEVA-289560USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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8026749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026749 NON-EXPEDITED N US-TEVA-289582USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL INHALER C  
QVAR INHALER C  

8026805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026805 NON-EXPEDITED N US-TEVA-289601USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8026819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026819 NON-EXPEDITED N US-TEVA-289592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026875 NON-EXPEDITED N US-TEVA-289603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8026877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026877 NON-EXPEDITED N US-TEVA-289526USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8026885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026885 NON-EXPEDITED N US-TEVA-289581USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8026890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026890 NON-EXPEDITED N US-TEVA-289553USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8026914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026914 NON-EXPEDITED N US-TEVA-289550USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8026941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026941 NON-EXPEDITED N US-TEVA-289530USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8026986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8026986 NON-EXPEDITED N US-TEVA-289606USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LOESTRIN 1.5/30 21 DAY C ORAL  

8027022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8027022 NON-EXPEDITED N US-TEVA-289615USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  

8027028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8027028 NON-EXPEDITED N US-TEVA-289618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8027031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8027031 NON-EXPEDITED N US-TEVA-289624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8027032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2011 8027032 NON-EXPEDITED N US-TEVA-289622USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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7657371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7657371 NON-EXPEDITED Y OT US-
BAYER-201039280NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
475 DAY BAYER

DEVICE DISLOCATION  
PREGNANCY  

7663995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7663995 EXPEDITED (15-DAY) N OT US-
BAYER-201040158NA

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DILATION AND CURETTAGE CLIMARA PRO S TRANSDERMAL TOTAL DAILY DOSE:

0.045MG/0.015MG/DAY
 BAYER

APPLICATION SITE ERYTHEMA  
INSOMNIA  
MEMORY IMPAIRMENT  
MOOD ALTERED  
RASH PAPULAR  
THINKING ABNORMAL  
VAGINAL HAEMORRHAGE  

Page: 6,318 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7778187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7778187 NON-EXPEDITED Y OT US-BAYER-2011-006342 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN AMPICILLIN SODIUM C  
PELVIC PAIN CECLOR C  
ACTINOMYCOSIS  
CONSTIPATION  
PROCEDURAL PAIN  
STRESS  
VAGINAL INFECTION  

7792856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7792856 EXPEDITED (15-DAY) N OT BR-BAYER-2011-006916 38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST RABEPRAZOLE SODIUM C ORAL UNK  
ABDOMINAL DISCOMFORT MOTILIUM C ORAL UNK  
BACK PAIN  
BLOOD CREATINE PHOSPHOKINASE
INCREASED

 

CHOKING  
COUGH  
DEVICE DISLOCATION  
DYSPNOEA  
MENOMETRORRHAGIA  
PAIN  
PHARYNGEAL DISORDER  
PROCEDURAL PAIN  
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7820473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7820473 NON-EXPEDITED Y US-BAYER-2011-014079 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE continuously 20 DAY BAYER
HYPERTENSION VITAMINS C  
ABDOMINAL PAIN  
BACK PAIN  
CHILLS  
HORMONE LEVEL ABNORMAL  
PATIENT-DEVICE INCOMPATIBILITY  
PELVIC INFECTION  
PYREXIA  
STRESS  
UTERINE SPASM  

7855744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7855744 NON-EXPEDITED Y OT US-BAYER-2011-020664 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 37 DAY BAYER

DICLOFENAC C  
LIDOCAINE C  

7883357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7883357 NON-EXPEDITED Y OT US-BAYER-2011-026527 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg, CONT 139 DAY BAYER

VAGINAL HAEMORRHAGE  
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7889921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7889921 EXPEDITED (15-DAY) N OT US-BAYER-2011-027298 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE 20 µg, CONT 15 DAY BAYER
ERYTHEMA MIRENA S  BAYER
FLUSHING MIRENA S  BAYER
DIZZINESS  
EMOTIONAL DISTRESS  
FEELING ABNORMAL  
PALPITATIONS  
PRESYNCOPE  
PROCEDURAL DIZZINESS  
PROCEDURAL PAIN  

7916253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7916253 NON-EXPEDITED N OT US-BAYER-2011-031043 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 196 DAY BAYER
ABDOMINAL PAIN  
MUSCLE SPASMS  

7918666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7918666 NON-EXPEDITED N OT US-BAYER-2011-034614 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
CERVICAL DYSPLASIA  
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7920120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7920120 NON-EXPEDITED N OT US-BAYER-2011-033087 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
STILLBIRTH  
UTERINE PERFORATION  

7934919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7934919 NON-EXPEDITED Y OT US-BAYER-2011-036802 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

7937849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7937849 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-036761 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRAUMATIC HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
VAGINAL LACERATION  

7945388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7945388 NON-EXPEDITED N OT US-BAYER-2011-041168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  

7956367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7956367 NON-EXPEDITED Y OT US-BAYER-2011-041499 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 76 DAY BAYER
DEVICE DISLOCATION  
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7957240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7957240 EXPEDITED (15-DAY) N OT US-BAYER-2011-041564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BIOPSY CERVIX ABNORMAL  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
UTERINE PERFORATION  

7983074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7983074 EXPEDITED (15-DAY) Y HO DK-BAYER-2011-046243 34 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S UNK 128 DAY BAYER

NAUSEA COPPER-CONTAINING
INTRAUTERINE DEVICE (IUD)

C  

ABDOMINAL PAIN  
ACNE  
CONSTIPATION  
DIARRHOEA  
FATIGUE  
HAEMATOSALPINX  
OVARIAN HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
SYNCOPE  
VOMITING  
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Detailed Report
7985091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 7985091 NON-EXPEDITED Y OT US-BAYER-2011-046825 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8001224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8001224 NON-EXPEDITED N US-TEVA-287010USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8010542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8010542 NON-EXPEDITED N US-TEVA-287876USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ORTHO TRI CYCLEN C ORAL  

8012821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8012821 NON-EXPEDITED N US-TEVA-287976USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8014442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8014442 NON-EXPEDITED N US-TEVA-288103USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8014542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8014542 NON-EXPEDITED N US-TEVA-288189USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8014580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8014580 NON-EXPEDITED N US-TEVA-288179USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8014677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8014677 NON-EXPEDITED N US-TEVA-288018USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C  
ORTHO EVRA C  
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Detailed Report
8016698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8016698 NON-EXPEDITED N US-TEVA-288505USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION DELAYED  
VOMITING  

8018464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8018464 NON-EXPEDITED N US-TEVA-288617USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MICROGESTIN 1.5/30 C  

8018472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8018472 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-053292 19 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
BRADYCARDIA  
HYPOTENSION  

8021287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8021287 NON-EXPEDITED N US-TEVA-288721USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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8022611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8022611 NON-EXPEDITED N US-TEVA-289000USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN VALTREX C  
MENSTRUATION IRREGULAR FOLIC ACID C  

PRENATABS FA C  
ORTHO TRI CYCLEN C  

8022953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8022953 NON-EXPEDITED N US-TEVA-289082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8023665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8023665 NON-EXPEDITED N US-TEVA-289074USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8023836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8023836 NON-EXPEDITED N US-TEVA-289070USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8027574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027574 NON-EXPEDITED N US-BAYER-2011-056666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8027576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027576 NON-EXPEDITED N OT US-BAYER-2011-056623 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8027577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027577 NON-EXPEDITED N US-
BAYER-201035954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027578 EXPEDITED (15-DAY) Y HO AT-
BAYER-201044749GPV

40 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8027579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027579 NON-EXPEDITED Y US-
BAYER-201038987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  
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8027580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027580 NON-EXPEDITED N HO,OT US-BAYER-2011-055872 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DEVICE RELATED INFECTION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  
VOMITING  
WHITE BLOOD CELL COUNT INCREASED  

8027582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027582 EXPEDITED (15-DAY) N DS,OT US-BAYER-2011-056115 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BLINDNESS  
HEADACHE  

8027588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027588 NON-EXPEDITED N OT US-BAYER-2011-056632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027594 NON-EXPEDITED Y US-
BAYER-201041348NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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8027595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027595 NON-EXPEDITED N US-
BAYER-201041251NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8027596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027596 NON-EXPEDITED N US-
BAYER-201041257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027597 NON-EXPEDITED Y US-
BAYER-201041283NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027599 NON-EXPEDITED N OT US-BAYER-2011-055929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  

8027600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027600 NON-EXPEDITED N OT US-BAYER-2011-057678 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8027605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027605 NON-EXPEDITED Y US-
BAYER-201024627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027607 NON-EXPEDITED N US-
BAYER-201025753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027608 NON-EXPEDITED Y OT US-BAYER-2011-057091 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 100 DAY BAYER
DYSMENORRHOEA  

8027610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027610 NON-EXPEDITED N OT US-BAYER-2011-056180 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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8027612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027612 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-058247 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  BAYER
HYPERVENTILATION MIRENA S  BAYER
DEVICE DIFFICULT TO USE  
SYNCOPE  

8027614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027614 NON-EXPEDITED Y US-
BAYER-201019964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DISCOMFORT  

8027615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027615 NON-EXPEDITED N US-BAYER-2011-042032 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  

8027616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027616 NON-EXPEDITED Y US-
BAYER-201040749NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8027617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027617 NON-EXPEDITED N OT US-BAYER-2011-057088 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1460 DAY BAYER

8027618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027618 NON-EXPEDITED N US-
BAYER-201037079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027619 NON-EXPEDITED N OT US-BAYER-2011-057020 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027620 NON-EXPEDITED N US-
BAYER-201039042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027621 NON-EXPEDITED Y US-
BAYER-201035655NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8027622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027622 NON-EXPEDITED N US-
BAYER-201035673NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSED MOOD  
MOOD SWINGS  

8027623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027623 NON-EXPEDITED N US-
BAYER-201024621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027624 NON-EXPEDITED N US-
BAYER-201028331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027628 NON-EXPEDITED N US-
BAYER-201024205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  

8027629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027629 NON-EXPEDITED Y US-
BAYER-201037377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8027631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027631 NON-EXPEDITED N US-
BAYER-201020426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE MALPOSITION  

8027640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027640 NON-EXPEDITED Y US-
BAYER-201025313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027642 NON-EXPEDITED N OT US-BAYER-2011-056638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027643 NON-EXPEDITED Y US-
BAYER-201025178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

8027645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027645 NON-EXPEDITED N US-
BAYER-201025747NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8027649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027649 NON-EXPEDITED N OT US-BAYER-2011-057089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8027650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027650 NON-EXPEDITED N US-
BAYER-201026705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027651 NON-EXPEDITED N OT US-BAYER-2011-058251 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
PAIN  

8027653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027653 NON-EXPEDITED N OT US-BAYER-2011-057087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027654 NON-EXPEDITED N US-
BAYER-201024735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8027661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027661 EXPEDITED (15-DAY) N OT US-BAYER-2011-056573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S 20 mcg/24hr, UNK  BAYER
RESPIRATORY DISORDER  

8027662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027662 NON-EXPEDITED N US-
BAYER-201027193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER

8027665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027665 EXPEDITED (15-DAY) Y HO,OT FI-BAYER-2011-055198 45 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERALDOSTERONISM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MIGRAINE FROVATRIPTAN S ORAL 2.5 mg, PRN  
BLOOD PRESSURE INCREASED  

8027667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027667 NON-EXPEDITED Y US-
BAYER-201024636NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER
UTERINE HAEMORRHAGE  
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8027668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027668 EXPEDITED (15-DAY) N OT US-BAYER-2011-058852 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S  BAYER
EAR INFECTION  
NASOPHARYNGITIS  

8027670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027670 NON-EXPEDITED Y OT US-BAYER-2011-056937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 199 DAY BAYER
GENITAL HAEMORRHAGE  
OVARIAN CYST  
PAIN  

8027673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027673 NON-EXPEDITED N US-
BAYER-201020818NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027674 NON-EXPEDITED N US-
BAYER-201020863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8027680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027680 NON-EXPEDITED Y US-
BAYER-201020994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  

8027681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027681 NON-EXPEDITED N US-BAYER-2011-055913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MENORRHAGIA  

8027683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027683 NON-EXPEDITED N US-
BAYER-201039987NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8027694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027694 NON-EXPEDITED N US-
BAYER-201013201NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED YAZ S ORAL UNK UNK, QD  BAYER

LEVONORGESTREL S UNK 1 DAY
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8027695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027695 NON-EXPEDITED N US-BAYER-2011-056967 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOPAUSE  

8027696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027696 NON-EXPEDITED N US-
BAYER-201037080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8027698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027698 NON-EXPEDITED N US-
BAYER-201037410NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8027699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027699 NON-EXPEDITED N US-
BAYER-201037347NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  
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8027702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027702 NON-EXPEDITED N US-
BAYER-201023533NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL LESION  

8027704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027704 NON-EXPEDITED N OT US-BAYER-2011-055942 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8027706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027706 NON-EXPEDITED Y US-
BAYER-201024210NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8027707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027707 NON-EXPEDITED Y US-
BAYER-201024226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER

8027708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027708 NON-EXPEDITED N OT US-BAYER-2011-056763 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8027710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027710 NON-EXPEDITED N US-
BAYER-201026894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8027720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027720 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-054982 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027721 NON-EXPEDITED N US-
BAYER-201016120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027722 NON-EXPEDITED N US-
BAYER-201015929NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOSMIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8027727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027727 NON-EXPEDITED N US-
BAYER-201021052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

8027730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027730 NON-EXPEDITED N US-
BAYER-201035530NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027731 NON-EXPEDITED N US-
BAYER-201037235NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8027733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027733 NON-EXPEDITED Y US-
BAYER-201022826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8027739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027739 NON-EXPEDITED N US-
BAYER-201041378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  
MUSCLE SPASMS  
PAIN  

8027740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027740 NON-EXPEDITED Y US-
BAYER-201037513NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

8027741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027741 NON-EXPEDITED N US-
BAYER-201028482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

8027743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027743 NON-EXPEDITED N US-
BAYER-201041119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
METRORRHAGIA  
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8027751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027751 NON-EXPEDITED N US-
BAYER-201041183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8027752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027752 NON-EXPEDITED N US-
BAYER-201032582NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
MOOD SWINGS  

8027753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027753 NON-EXPEDITED N US-
BAYER-201041370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8027754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027754 NON-EXPEDITED N US-
BAYER-201023312NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 424 DAY BAYER
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8027755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027755 NON-EXPEDITED N US-
BAYER-201031906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8027756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027756 NON-EXPEDITED Y US-
BAYER-201032613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8027758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027758 NON-EXPEDITED Y US-
BAYER-201023272NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8027759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027759 NON-EXPEDITED N OT US-BAYER-2011-056041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
DYSMENORRHOEA  
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Detailed Report
8027763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027763 NON-EXPEDITED N US-
BAYER-201041144NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 169 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

8027770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027770 NON-EXPEDITED N US-
BAYER-201015928NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAIR COLOUR CHANGES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HAIR TEXTURE ABNORMAL  

8027771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027771 NON-EXPEDITED N US-
BAYER-201032595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8027773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027773 NON-EXPEDITED Y US-
BAYER-201030403NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8027775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027775 NON-EXPEDITED Y US-
BAYER-201024664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8027777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027777 NON-EXPEDITED Y US-
BAYER-201036116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027778 NON-EXPEDITED N US-
BAYER-201020529NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8027779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027779 NON-EXPEDITED N US-
BAYER-201020848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
MENSTRUATION IRREGULAR  

8027780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027780 NON-EXPEDITED N US-
BAYER-201035853NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8027781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027781 NON-EXPEDITED N US-
BAYER-201020384NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8027784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027784 NON-EXPEDITED N US-
BAYER-201020100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027785 NON-EXPEDITED N US-
BAYER-201023325NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER

8027787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027787 NON-EXPEDITED Y US-
BAYER-201021094NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8027790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027790 NON-EXPEDITED N US-
BAYER-201020033NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8027791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027791 NON-EXPEDITED N US-
BAYER-201032052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIARRHOEA MIRENA S  BAYER
DECREASED APPETITE  
GENITAL DISCHARGE  
INFLUENZA LIKE ILLNESS  
NAUSEA  
PYREXIA  
VAGINAL HAEMORRHAGE  
VOMITING  

8027792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027792 NON-EXPEDITED N US-
BAYER-201020277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8027794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027794 NON-EXPEDITED Y US-
BAYER-201028326NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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Detailed Report
8027796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027796 NON-EXPEDITED Y OT US-BAYER-2011-056656 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
ABDOMINAL PAIN  
CERVICITIS  
DIARRHOEA  
NAUSEA  
PROCEDURAL PAIN  
VOMITING  

8027797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027797 NON-EXPEDITED Y US-
BAYER-201028180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8027799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027799 NON-EXPEDITED N US-
BAYER-201022243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  

8027800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027800 NON-EXPEDITED N US-
BAYER-201020255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8027801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027801 NON-EXPEDITED N US-
BAYER-201021335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8027802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027802 NON-EXPEDITED N US-
BAYER-201023557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER
AMENORRHOEA  

8027803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027803 NON-EXPEDITED Y US-
BAYER-201024213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8027804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027804 NON-EXPEDITED Y US-
BAYER-201024216NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER

8027805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027805 NON-EXPEDITED N US-
BAYER-201024198NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
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Detailed Report
8027806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027806 NON-EXPEDITED N US-
BAYER-201022878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 1460 DAY BAYER
DEPRESSION  
FATIGUE  
WEIGHT INCREASED  

8027807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027807 NON-EXPEDITED N US-
BAYER-201022541NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8027808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027808 NON-EXPEDITED N US-
BAYER-201023622NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8027809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027809 NON-EXPEDITED Y US-
BAYER-201022466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
MENORRHAGIA  
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Detailed Report
8027811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027811 NON-EXPEDITED Y US-
BAYER-201039036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8027814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027814 NON-EXPEDITED N US-
BAYER-201038907NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 242 DAY BAYER

8027815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027815 NON-EXPEDITED N US-
BAYER-201029171NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
PAIN  

8027817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027817 NON-EXPEDITED N US-
BAYER-201038126NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST DISCHARGE  
BREAST TENDERNESS  

Page: 6,354 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8027818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027818 NON-EXPEDITED Y US-
BAYER-201038489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
HEADACHE  
PELVIC PAIN  
PYREXIA  

8027819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027819 NON-EXPEDITED Y US-
BAYER-201025318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8027821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027821 NON-EXPEDITED N US-
BAYER-201030795NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8027822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027822 NON-EXPEDITED N US-
BAYER-201031262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8027823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027823 NON-EXPEDITED N US-
BAYER-201019947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 428 DAY BAYER

8027824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027824 NON-EXPEDITED N US-
BAYER-201032584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027825 NON-EXPEDITED N US-
BAYER-201027573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8027826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027826 NON-EXPEDITED N US-
BAYER-201039172NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027827 NON-EXPEDITED N US-
BAYER-201023321NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8027828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027828 NON-EXPEDITED N US-
BAYER-201028681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027829 EXPEDITED (15-DAY) N OT US-BAYER-2011-056047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH DISORDER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8027830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027830 NON-EXPEDITED Y US-
BAYER-201023323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8027832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027832 NON-EXPEDITED Y US-
BAYER-201025610NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  

8027833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027833 NON-EXPEDITED Y US-
BAYER-201025624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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8027837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027837 NON-EXPEDITED N OT US-BAYER-2011-056630 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
POST PROCEDURAL COMPLICATION  

8027839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027839 EXPEDITED (15-DAY) N HO NL-BAYER-2011-056847 47 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL PRESSURE INCREASED MIRENA S INTRAUTERINE UNK  BAYER
BLINDNESS UNILATERAL LEVOTHYROXINE C  
DIPLOPIA  
MONOPLEGIA  
PAPILLOEDEMA  
VISION BLURRED  

8027841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027841 NON-EXPEDITED N US-
BAYER-201025625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8027842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027842 NON-EXPEDITED Y US-
BAYER-201022514NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
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Detailed Report
8027845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027845 NON-EXPEDITED Y US-
BAYER-201022520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027846 NON-EXPEDITED Y US-
BAYER-201022457NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8027847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027847 NON-EXPEDITED Y US-
BAYER-201022533NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8027848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027848 NON-EXPEDITED Y US-
BAYER-201022456NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8027849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027849 NON-EXPEDITED Y OT US-BAYER-2011-056936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL COMPLICATION  

Page: 6,359 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8027853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027853 NON-EXPEDITED Y US-
BAYER-201019582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 20 DAY BAYER

8027911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027911 NON-EXPEDITED N US-
BAYER-201019067NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8027943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027943 NON-EXPEDITED N US-TEVA-289623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8027952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8027952 NON-EXPEDITED N US-TEVA-289625USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8028003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028003 NON-EXPEDITED N US-TEVA-289626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8028020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028020 NON-EXPEDITED N US-TEVA-289616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8028034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028034 NON-EXPEDITED N US-BAYER-2011-057090 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 163 DAY BAYER

8028036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028036 NON-EXPEDITED N OT US-BAYER-2011-057028 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/d  BAYER
ABDOMINAL DISTENSION  
BREAST PAIN  
PROCEDURAL PAIN  
WEIGHT INCREASED  

8028037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028037 NON-EXPEDITED N OT US-BAYER-2011-056941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  

8028040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028040 NON-EXPEDITED N US-BAYER-2011-056869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8028041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028041 NON-EXPEDITED N OT US-BAYER-2011-056884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
MEDICAL DEVICE PAIN  
POST PROCEDURAL HAEMORRHAGE  

8028044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028044 NON-EXPEDITED N US-BAYER-2011-057030 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
MEDICAL DEVICE PAIN  

8028052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028052 NON-EXPEDITED N US-
BAYER-201037739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8028053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028053 NON-EXPEDITED Y US-
BAYER-201025658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8028054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028054 NON-EXPEDITED Y US-
BAYER-201037882NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER

Page: 6,362 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8028055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028055 NON-EXPEDITED N US-
BAYER-201036332NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8028056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028056 NON-EXPEDITED Y US-
BAYER-201027326NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8028057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028057 NON-EXPEDITED Y US-
BAYER-201026683NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8028058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028058 NON-EXPEDITED Y US-
BAYER-201027363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 76 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8028059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028059 NON-EXPEDITED Y US-
BAYER-201040828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8028060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028060 NON-EXPEDITED N US-
BAYER-201040830NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE INTOLERANCE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8028079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028079 NON-EXPEDITED N US-TEVA-289617USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8028259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028259 NON-EXPEDITED N US-TEVA-289612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C ORAL 20 Milligram;  
PRILOSEC C ORAL  

8028309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028309 NON-EXPEDITED N US-TEVA-289614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8028354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028354 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-059168 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8028355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028355 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-056833 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BENIGN HYDATIDIFORM MOLE  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
VAGINAL HAEMORRHAGE  

8028394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028394 NON-EXPEDITED N US-BAYER-2011-059440 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 61 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8028451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028451 NON-EXPEDITED N US-TEVA-253302USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8028492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028492 NON-EXPEDITED N US-TEVA-289776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8028756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8028756 NON-EXPEDITED N US-TEVA-289781USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8029207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029207 NON-EXPEDITED N US-TEVA-289778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8029215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029215 NON-EXPEDITED N US-TEVA-289774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8029270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029270 NON-EXPEDITED N US-TEVA-289627USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ERUCTATION LEVONORGESTREL S ORAL  
ABDOMINAL DISCOMFORT  
DIARRHOEA  
NAUSEA  
VOMITING  

8029299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029299 NON-EXPEDITED N US-
BAYER-201016208NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S  BAYER

VITAMINS NOS C  

8029300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029300 NON-EXPEDITED N US-
BAYER-201016148NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8029385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029385 NON-EXPEDITED Y US-
BAYER-201031945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8029386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029386 NON-EXPEDITED Y US-
BAYER-201027526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8029387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029387 NON-EXPEDITED Y US-
BAYER-201027531NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
ABDOMINAL PAIN LOWER  
MENOMETRORRHAGIA  
PELVIC PAIN  

8029388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029388 NON-EXPEDITED Y US-
BAYER-201036329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
ABDOMINAL PAIN  
HYPERSENSITIVITY  
HYPERTENSION  
NAUSEA  

8029390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029390 NON-EXPEDITED Y US-
BAYER-201027536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRA-ARTICULAR 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8029397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029397 EXPEDITED (15-DAY) Y HO FI-
ASTRAZENECA-2011SE
39603

45 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERALDOSTERONISM ATACAND S ORAL  
MIGRAINE ATACAND HCT S ORAL 2 YR
DRUG INEFFECTIVE FROVATRIPTAN SUCCINATE S ORAL 3 YR
HYPERTENSION MIRENA S INTRAUTERINE 4 YR

8029402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029402 NON-EXPEDITED N US-TEVA-289757USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8029403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029403 NON-EXPEDITED N US-TEVA-289836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8029414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029414 NON-EXPEDITED N US-TEVA-289748USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE  
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Detailed Report
8029435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029435 NON-EXPEDITED Y US-BAYER-2011-000509 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8029436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029436 NON-EXPEDITED Y US-BAYER-2010-008478 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8029437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029437 NON-EXPEDITED N US-
BAYER-201039839NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8029440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029440 NON-EXPEDITED N US-BAYER-2011-000589 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8029441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029441 NON-EXPEDITED N US-BAYER-2011-000590 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8029442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029442 NON-EXPEDITED N US-BAYER-2011-000593 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8029443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029443 NON-EXPEDITED N US-BAYER-2011-005297 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 231 DAY BAYER

8029444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029444 NON-EXPEDITED Y US-BAYER-2010-007427 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8029445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029445 NON-EXPEDITED Y US-BAYER-2010-007352 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8029446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2011 8029446 NON-EXPEDITED N US-BAYER-2010-008491 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

7991958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 7991958 NON-EXPEDITED N US-TEVA-286347USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHLAMYDIAL INFECTION  
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VAGINAL DISCHARGE  
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Detailed Report
8020672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8020672 NON-EXPEDITED N US-TEVA-288739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8024713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8024713 NON-EXPEDITED N US-TEVA-289230USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8026129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8026129 NON-EXPEDITED N US-TEVA-289493USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8026873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8026873 NON-EXPEDITED N US-TEVA-289587USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8026935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8026935 NON-EXPEDITED N US-TEVA-289547USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  
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Detailed Report
8030019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030019 NON-EXPEDITED N US-TEVA-289841USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030025 NON-EXPEDITED N US-TEVA-289838USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030034 NON-EXPEDITED N US-TEVA-289758USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE  

8030048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030048 NON-EXPEDITED N US-TEVA-289807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8030085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030085 NON-EXPEDITED N US-TEVA-289800USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
CRYING  
FEELING ABNORMAL  
NAUSEA  
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8030166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030166 NON-EXPEDITED N US-TEVA-289822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030215 NON-EXPEDITED N US-TEVA-289747USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030268 NON-EXPEDITED N US-TEVA-289846USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030328 NON-EXPEDITED N US-TEVA-289849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030359 NON-EXPEDITED N US-TEVA-289850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030450 NON-EXPEDITED N US-TEVA-289815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8030465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030465 NON-EXPEDITED N US-TEVA-289843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030523 NON-EXPEDITED N US-TEVA-289821USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030564 NON-EXPEDITED N US-TEVA-289835USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030632 NON-EXPEDITED N US-TEVA-289834USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030644 NON-EXPEDITED N US-TEVA-289827USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8030686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8030686 NON-EXPEDITED N US-TEVA-289837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
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Detailed Report
8031103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031103 NON-EXPEDITED N US-TEVA-289940USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8031179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031179 NON-EXPEDITED N US-TEVA-289919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8031496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031496 NON-EXPEDITED N US-TEVA-289903USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ADIPEX-P C ORAL  

8031658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031658 NON-EXPEDITED N US-TEVA-290057USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  

8031673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031673 NON-EXPEDITED N US-TEVA-290055USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
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Detailed Report
8031716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031716 NON-EXPEDITED N US-TEVA-290052USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8031762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031762 NON-EXPEDITED N US-TEVA-290045USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  
HEADACHE  
NAUSEA  

8031780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031780 NON-EXPEDITED N US-TEVA-290025USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8031805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8031805 NON-EXPEDITED N US-TEVA-290013USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO CYCLEN C  
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Detailed Report
8034846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8034846 NON-EXPEDITED Y DL2011-0458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIFEPRISTONE S ORAL 200 MG, ORAL  
VOMITING PLAN B ONE-STEP S 1.5 MG: 1.5 MG  
HAEMORRHAGE PLAN B ONE-STEP C  
MALAISE  

8034959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8034959 NON-EXPEDITED N 277669USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG, 1 IN 1

D), ORAL, 1.5 MG (1.5
MG, 1 IN 1 D), ORAL

 

ABDOMINAL PAIN MIFEPRISTONE S  
HAEMORRHAGE  
MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUATION IRREGULAR  
PAIN  
PELVIC PAIN  
VOMITING  

8730684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8730684 DIRECT N HO,LT,OT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALLOPIAN TUBE PERFORATION MIRENA S  
ECTOPIC PREGNANCY  
UTERINE PERFORATION  
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Detailed Report
8730697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2011 8730697 DIRECT Y OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S  

7588767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7588767 EXPEDITED (15-DAY) N OT US-
BAYER-201033060NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOGENITAL DYSPLASIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ADNEXA UTERI PAIN  
ANAL HAEMORRHAGE  
BACK PAIN  
BRONCHITIS  
CONSTIPATION  
DEVICE EXPULSION  
DYSFUNCTIONAL UTERINE BLEEDING  
ENDOMETRITIS  
FATIGUE  
FUNGAL INFECTION  
GENITAL DISCHARGE  
NAUSEA  
PELVIC PAIN  
PRURITUS  
PYREXIA  
URINARY TRACT INFECTION  
URINARY TRACT PAIN  
VAGINITIS BACTERIAL  
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Detailed Report
7634571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7634571 NON-EXPEDITED N HO,OT US-
BAYER-201034272NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1431 DAY BAYER
ABORTION SPONTANEOUS  
BLIGHTED OVUM  
POST PROCEDURAL HAEMORRHAGE  

7828662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7828662 NON-EXPEDITED Y OT US-BAYER-2011-016211 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ADNEXA UTERI MASS  
GENITAL HAEMORRHAGE  

7865657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7865657 EXPEDITED (15-DAY) Y US-BAYER-2011-022039 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 1 DAY BAYER
ABDOMINAL PAIN  
ENTEROCOCCAL INFECTION  

7924645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7924645 NON-EXPEDITED Y OT US-BAYER-2011-035145 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg, CONT 26 DAY BAYER
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Detailed Report
7928907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7928907 NON-EXPEDITED Y OT US-BAYER-2011-036931 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PAIN  

7941589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7941589 NON-EXPEDITED Y OT US-BAYER-2011-038215 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg, CONT 1435 DAY BAYER
HYPOMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7945399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7945399 NON-EXPEDITED N HO,OT US-BAYER-2011-039517 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INFECTED MIRENA S INTRAUTERINE 20 µg, CONT 7 DAY BAYER
SOFT TISSUE NECROSIS MIRENA S UNK  BAYER
ENDOMETRITIS BEYAZ C  BAYER
ABDOMINAL PAIN  
ATROPHIC VULVOVAGINITIS  
DEVICE DISLOCATION  
DEVICE EXPULSION  
DEVICE ISSUE  
PELVIC PAIN  
PYREXIA  
TACHYCARDIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
7951772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7951772 NON-EXPEDITED N OT US-BAYER-2011-040103 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  

7958950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7958950 NON-EXPEDITED N OT US-BAYER-2011-041633 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MALAISE  
MEDICAL DEVICE COMPLICATION  

7961898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7961898 EXPEDITED (15-DAY) N OT US-BAYER-2011-043420 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7964672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7964672 EXPEDITED (15-DAY) Y OT US-BAYER-2011-043772 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
DISCOMFORT  
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Detailed Report
7966657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7966657 NON-EXPEDITED N OT US-BAYER-2011-043275 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 340 DAY BAYER
ABDOMINAL PAIN  
METRORRHAGIA  
PAIN  

7966687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7966687 NON-EXPEDITED N HO US-BAYER-2011-043789 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 3 DAY BAYER
ABDOMINAL DISCOMFORT  
ANORECTAL DISCOMFORT  
DEVICE DISLOCATION  
PELVIC DISCOMFORT  

7989220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7989220 NON-EXPEDITED Y OT US-BAYER-2011-047896 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S 20 mcg/24hr, CONT 10 DAY BAYER
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Detailed Report
7995342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 7995342 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-048808 49 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URINARY TRACT INFECTION MIRENA S  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
MENORRHAGIA  
VAGINAL DISCHARGE  

8010864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8010864 NON-EXPEDITED N OT US-BAYER-2011-050854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE ISSUE LUPRON DEPOT C  
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Detailed Report
8018451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8018451 EXPEDITED (15-DAY) N OT US-BAYER-2011-052632 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 144 DAY BAYER
BACK PAIN FLAGYL C  
VULVOVAGINAL PRURITUS DIFLUCAN C  
DISCOMFORT YASMIN C  BAYER
ABDOMINAL PAIN  
ASTHENIA  
DIZZINESS  
GENITAL HAEMORRHAGE  
GENITAL RASH  
HAEMORRHAGIC ANAEMIA  
HORMONE LEVEL ABNORMAL  
NAUSEA  
OVARIAN CYST RUPTURED  
VULVOVAGINAL BURNING SENSATION  

8021355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8021355 NON-EXPEDITED N OT US-BAYER-2011-055425 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 44 DAY BAYER
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Detailed Report
8022984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8022984 NON-EXPEDITED N OT US-BAYER-2011-057886 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN HYPERPIGMENTATION YASMIN S ORAL UNK  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DIARRHOEA  
HEADACHE  
NAUSEA  
PROCEDURAL PAIN  
PYREXIA  

8032036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032036 NON-EXPEDITED N US-
BAYER-201020261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8032037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032037 NON-EXPEDITED Y US-
BAYER-201040973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
VAGINAL HAEMORRHAGE  

8032038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032038 NON-EXPEDITED Y US-
BAYER-201027539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
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8032039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032039 NON-EXPEDITED Y US-
BAYER-201027552NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8032041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032041 NON-EXPEDITED N US-
BAYER-201038203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
INCREASED APPETITE  
NAUSEA  

8032042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032042 NON-EXPEDITED N US-BAYER-2010-008085 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8032043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032043 NON-EXPEDITED Y US-BAYER-2011-002077 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8032044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032044 NON-EXPEDITED Y US-BAYER-2011-001984 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER
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8032045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032045 NON-EXPEDITED Y US-BAYER-2011-000170 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER

8032047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032047 NON-EXPEDITED N US-BAYER-2010-008531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8032048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032048 NON-EXPEDITED N US-BAYER-2010-008596 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8032049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032049 NON-EXPEDITED N US-BAYER-2010-008452 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8032055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032055 NON-EXPEDITED Y OT US-BAYER-2011-047984 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S 20 mcg/24hr, ONCE 178 DAY BAYER
DEVICE EXPULSION  
PREGNANCY TEST POSITIVE  

8032068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032068 NON-EXPEDITED Y US-BAYER-2011-050568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
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8032116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032116 NON-EXPEDITED N US-TEVA-289946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032158 NON-EXPEDITED N US-TEVA-289976USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8032211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032211 EXPEDITED (15-DAY) Y HO RU-BAYER-2011-011670 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
UTERINE POLYP MIRENA S  BAYER

8032262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032262 NON-EXPEDITED N US-TEVA-289956USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8032289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032289 NON-EXPEDITED N US-TEVA-290067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
8032377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032377 NON-EXPEDITED N US-TEVA-290015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032457 NON-EXPEDITED N US-TEVA-290030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8032540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032540 NON-EXPEDITED N US-TEVA-290072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032547 NON-EXPEDITED N US-TEVA-289948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8032561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032561 NON-EXPEDITED N US-TEVA-289967USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8032562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032562 NON-EXPEDITED N US-TEVA-290070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032618 EXPEDITED (15-DAY) Y HO FI-ENDO
PHARMACEUTICALS
INC.-FRVA20110015

45 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERALDOSTERONISM FROVA S ORAL 2.5 mg  
HYPERTENSION MIRENA S UNK  
MIGRAINE ATACAND HCT S UNKNOWN UNK  

ATACAND C UNKNOWN UNK  

8032638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032638 EXPEDITED (15-DAY) N OT US-BAYER-2011-058414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EYE MOVEMENT DISORDER  
HEADACHE  
MALAISE  
SWELLING FACE  

8032662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032662 NON-EXPEDITED N US-TEVA-289904USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8032819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032819 NON-EXPEDITED N US-TEVA-290071USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032831 NON-EXPEDITED N US-TEVA-290135USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032856 NON-EXPEDITED N US-TEVA-290068USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032861 NON-EXPEDITED N US-TEVA-290073USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032871 NON-EXPEDITED N OT US-BAYER-2011-057625 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8032872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032872 NON-EXPEDITED Y OT US-BAYER-2011-057734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8032874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032874 NON-EXPEDITED Y OT US-BAYER-2011-057632 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER
ABDOMINAL PAIN  

8032875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032875 NON-EXPEDITED N OT US-BAYER-2011-057649 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MUSCLE SPASMS  

8032880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032880 NON-EXPEDITED N OT US-BAYER-2011-058252 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8032882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032882 NON-EXPEDITED N US-BAYER-2011-057887 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
HEADACHE MIRENA S  BAYER
ABDOMINAL PAIN  
DIARRHOEA  
MENORRHAGIA  
NAUSEA  
PYREXIA  
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Detailed Report
8032883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032883 NON-EXPEDITED N OT US-BAYER-2011-058748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL HAEMORRHAGE  

8032884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032884 NON-EXPEDITED N US-BAYER-2011-059621 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 221 DAY BAYER

8032895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032895 NON-EXPEDITED N OT US-BAYER-2011-057826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8032901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032901 NON-EXPEDITED N OT US-BAYER-2011-058419 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  

8032902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032902 NON-EXPEDITED N US-BAYER-2011-058254 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MENORRHAGIA  
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Detailed Report
8032903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032903 NON-EXPEDITED N OT US-BAYER-2011-058693 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 47 DAY BAYER

8032906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032906 NON-EXPEDITED Y US-BAYER-2011-059587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 9 DAY BAYER
PAIN  

8032907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032907 NON-EXPEDITED N US-BAYER-2011-059609 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8032908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032908 NON-EXPEDITED N OT US-BAYER-2011-059465 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE INSERTION  

8032911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032911 NON-EXPEDITED Y OT US-BAYER-2011-059471 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
PELVIC PAIN  
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Detailed Report
8032912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032912 NON-EXPEDITED Y US-BAYER-2011-059467 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8032926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032926 NON-EXPEDITED Y US-BAYER-2011-059617 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8032931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8032931 NON-EXPEDITED Y US-BAYER-2011-059619 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8033006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033006 NON-EXPEDITED N US-TEVA-290050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8033018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033018 NON-EXPEDITED N US-TEVA-290064USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8033051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033051 NON-EXPEDITED N US-
BAYER-201016135NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE DISCHARGE MIRENA S  BAYER
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Detailed Report
8033052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033052 NON-EXPEDITED N US-
BAYER-201016067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8033055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033055 NON-EXPEDITED Y US-
BAYER-201016277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
PAIN  
VAGINAL HAEMORRHAGE  

8033073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033073 NON-EXPEDITED N US-TEVA-290140USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8033089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033089 EXPEDITED (15-DAY) N OT US-BAYER-2011-000151 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA MOUTH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 353 DAY BAYER
SYNCOPE UNSPECIFIED INGREDIENT S  
ACNE PARAGARD T380A C UNK  
ABDOMINAL PAIN  
ARTHRALGIA  
BACK PAIN  
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8033089
Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE SYSTOLIC INCREASED  
BREAST MASS  
CHEST DISCOMFORT  
CHEST PAIN  
CHILLS  
DEPRESSION  
DIZZINESS  
DYSPAREUNIA  
DYSPNOEA  
FOLLICULITIS  
GENITAL INJURY  
HEADACHE  
HYPERSENSITIVITY  
HYPERTENSION  
HYPOAESTHESIA  
JAUNDICE  
LIBIDO DECREASED  
LIP SWELLING  
MENSTRUATION DELAYED  
MOOD SWINGS  
NAUSEA  
NERVOUSNESS  
OCULAR ICTERUS  
PAIN IN EXTREMITY  
PELVIC PAIN  
PRURITUS  
PYREXIA  
RASH  
SKIN DISCOLOURATION  
SKIN MASS  
SWELLING FACE  
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8033089
Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWOLLEN TONGUE  
UPPER RESPIRATORY TRACT INFECTION  
URTICARIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VISUAL IMPAIRMENT  
VOMITING  
VULVOVAGINAL SWELLING  
WEIGHT INCREASED  

8033139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033139 EXPEDITED (15-DAY) Y CA,OT GXKR2011DE02209 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTONIA NEONATAL VALPROATE SODIUM S TRANSPLACENTAL 1200 mg/d  
RESPIRATORY DISORDER CLOZAPINE S TRANSPLACENTAL 600 mg/d  
CRYPTORCHISM PROPRANOLOL S TRANSPLACENTAL  
DYSMORPHISM NORDETTE S TRANSPLACENTAL  
RAYNAUD'S PHENOMENON  

8033375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033375 NON-EXPEDITED N US-TEVA-290138USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
NAUSEA  
PELVIC PAIN  
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Detailed Report
8033692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033692 NON-EXPEDITED N US-TEVA-290252USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8033707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033707 NON-EXPEDITED N US-TEVA-290247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8033737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033737 NON-EXPEDITED N US-TEVA-290225USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8033743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2011 8033743 NON-EXPEDITED N US-TEVA-290223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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6708965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 6708965 EXPEDITED (15-DAY) N OT US-
BAYER-200827619NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD POTASSIUM DECREASED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FOCAL NODULAR HYPERPLASIA  
HEPATIC LESION  
PAIN  

7864714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7864714 NON-EXPEDITED Y OT US-BAYER-2011-022316 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 µg, CONT 11 DAY BAYER
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7891988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7891988 EXPEDITED (15-DAY) Y LT,OT FR-BAYER-2011-027889 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 541 DAY BAYER

7975974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7975974 NON-EXPEDITED N OT US-BAYER-2011-045857 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 114 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

7979555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7979555 EXPEDITED (15-DAY) Y HO DE-BAYER-2011-045772 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  BAYER
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Detailed Report
7985035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7985035 EXPEDITED (15-DAY) Y OT US-BAYER-2011-047379 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  
PELVIC PAIN  
VOMITING  

7990608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 7990608 NON-EXPEDITED N OT US-BAYER-2011-048905 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8010968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8010968 NON-EXPEDITED N HO,OT US-BAYER-2011-050399 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ATENOLOL C ORAL 25 mg, UNK  
IMITREX C ORAL UNK UNK, PRN  

8011976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8011976 NON-EXPEDITED N OT US-BAYER-2011-050553 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S ORAL 20 mcg/24hr, ONCE 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8012370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8012370 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-049064 43 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER
UTERINE PERFORATION MIRENA S  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8018888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8018888 NON-EXPEDITED N US-TEVA-288724USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LIALDA C  

8021279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8021279 NON-EXPEDITED Y OT US-BAYER-2011-053892 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

8034135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034135 NON-EXPEDITED Y US-
BAYER-201027541NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8034166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034166 NON-EXPEDITED N US-TEVA-290226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8034178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034178 NON-EXPEDITED N US-TEVA-290224USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034226 NON-EXPEDITED N US-TEVA-290218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034290 NON-EXPEDITED N US-TEVA-290173USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8034306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034306 NON-EXPEDITED N US-TEVA-290164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034326 NON-EXPEDITED N US-TEVA-290144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8034425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034425 NON-EXPEDITED N US-TEVA-290269USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034459 EXPEDITED (15-DAY) Y CA,OT DE-TEVA-289123GER < 1 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMORPHISM VALPROIC ACID S TRANSPLACENTAL 1200 Milligram;  TEVA
RAYNAUD'S PHENOMENON CLOZAPINE S TRANSPLACENTAL 600 Milligram;  
RESPIRATORY DISORDER PROPRANOLOL S TRANSPLACENTAL  
CRYPTORCHISM NORDETTE S TRANSPLACENTAL  
HYPOTONIA NEONATAL  

8034508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034508 NON-EXPEDITED N US-TEVA-290263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034520 NON-EXPEDITED N US-TEVA-290227USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN S  
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Detailed Report
8034542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034542 NON-EXPEDITED N US-TEVA-290261USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

8034609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034609 NON-EXPEDITED N US-TEVA-290141USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE MULTI-VITAMIN C  

MELATONIN C  

8034651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034651 NON-EXPEDITED N US-TEVA-290219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034676 NON-EXPEDITED N US-TEVA-290182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION DELAYED  

8034700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034700 NON-EXPEDITED N US-TEVA-290161USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8034728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034728 NON-EXPEDITED N US-TEVA-290271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034749 NON-EXPEDITED N US-TEVA-290244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034783 NON-EXPEDITED N US-TEVA-290270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034839 NON-EXPEDITED N US-TEVA-290266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8034966 NON-EXPEDITED N US-TEVA-290264USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8035002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035002 NON-EXPEDITED N US-TEVA-290259USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8035195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035195 NON-EXPEDITED N US-TEVA-290254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8035248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035248 EXPEDITED (15-DAY) N DS CA-BAYER-2011-017229 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTIVITIES OF DAILY LIVING IMPAIRED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DISCOMFORT  
MENORRHAGIA  
PAIN  
VAGINAL HAEMORRHAGE  

8035253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035253 NON-EXPEDITED N OT US-BAYER-2011-059922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MUSCLE SPASMS  

8035279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035279 NON-EXPEDITED N OT US-BAYER-2011-058728 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8035280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035280 NON-EXPEDITED N OT US-BAYER-2011-058791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8035281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035281 NON-EXPEDITED N OT US-BAYER-2011-058857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 311 DAY BAYER

8035288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035288 NON-EXPEDITED N US-BAYER-2011-058781 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  

8035296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035296 NON-EXPEDITED N US-TEVA-290345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8035321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035321 NON-EXPEDITED N US-TEVA-290378USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8035328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035328 NON-EXPEDITED N OT US-BAYER-2011-059466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
ABDOMINAL PAIN  
INJURY  
VAGINAL HAEMORRHAGE  

8035330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035330 NON-EXPEDITED Y OT US-BAYER-2011-059442 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8035331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035331 NON-EXPEDITED N US-BAYER-2011-059472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BREAST PAIN  
MALAISE  

8035332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035332 NON-EXPEDITED Y US-BAYER-2011-059608 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 17 DAY BAYER
PAIN  
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Detailed Report
8035333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035333 NON-EXPEDITED Y OT US-BAYER-2011-059473 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8035374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035374 NON-EXPEDITED N US-TEVA-290421USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORVASC C  

8035386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035386 EXPEDITED (15-DAY) N OT US-BAYER-2011-059098 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER
HYPOAESTHESIA MEDICATION C  
ANGER  
BACK PAIN  
BREAST TENDERNESS  
FEMALE ORGASMIC DISORDER  
NAUSEA  
NERVOUSNESS  
NIPPLE DISORDER  
PHOTOPHOBIA  
PREMENSTRUAL SYNDROME  
PRURITUS GENERALISED  
VAGINAL DISCHARGE  
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Detailed Report
8035439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035439 NON-EXPEDITED N OT US-BAYER-2011-058790 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

8035597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035597 NON-EXPEDITED N US-TEVA-290437USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8035615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035615 NON-EXPEDITED N US-TEVA-290334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8035741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2011 8035741 NON-EXPEDITED N US-TEVA-290443USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ZOLOFT C ORAL 50 Milligram;  

7821402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 7821402 NON-EXPEDITED Y OT US-BAYER-2011-013964 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
7967516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 7967516 EXPEDITED (15-DAY) Y DS,OT TR-BAYER-2011-042410 Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S UNK 183 DAY BAYER
ABORTION  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
THROMBOSIS  

8008604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8008604 EXPEDITED (15-DAY) Y OT GB-TEVA-286798ISR 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S UNKNOWN  DURAMED
Maternal exposure during pregnancy  

8013285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8013285 NON-EXPEDITED N US-TEVA-288010USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIHYPERTENSIVE DRUG C ORAL  

8022671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8022671 NON-EXPEDITED Y US-
BAYER-201040047NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8028212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8028212 NON-EXPEDITED N US-TEVA-289619USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8028786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8028786 NON-EXPEDITED N US-TEVA-289803USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  
VOMITING  

8036227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036227 NON-EXPEDITED N US-TEVA-290442USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8036237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036237 NON-EXPEDITED N US-TEVA-290435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8036255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036255 NON-EXPEDITED N US-TEVA-290424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8036365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036365 NON-EXPEDITED N US-TEVA-290419USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8036399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036399 NON-EXPEDITED Y US-
BAYER-201040976NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8036403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036403 NON-EXPEDITED Y US-BAYER-2011-001110 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8036404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036404 NON-EXPEDITED N US-BAYER-2010-008610 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8036405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036405 NON-EXPEDITED Y US-BAYER-2010-008497 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8036406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036406 NON-EXPEDITED Y US-BAYER-2010-008887 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8036409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036409 NON-EXPEDITED N US-BAYER-2010-007975 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 883 DAY BAYER

8036410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036410 NON-EXPEDITED Y US-BAYER-2010-008892 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8036426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036426 NON-EXPEDITED N US-TEVA-290411USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8036444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036444 NON-EXPEDITED N US-BAYER-2011-011535 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S UNK  BAYER

8036456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036456 NON-EXPEDITED N US-TEVA-290365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8036537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036537 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-059331 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEPRESSION  
PANIC ATTACK  

8036538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036538 NON-EXPEDITED N US-BAYER-2011-056572 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8036546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036546 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-058190 51 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
UTERINE LEIOMYOMA  

8036548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036548 NON-EXPEDITED Y US-BAYER-2011-055440 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8036549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036549 NON-EXPEDITED Y US-BAYER-2011-057018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
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Detailed Report
8036550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036550 NON-EXPEDITED N US-BAYER-2011-055237 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 8 DAY BAYER

8036552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036552 EXPEDITED (15-DAY) N OT US-BAYER-2011-024828 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  
VENTRICULAR EXTRASYSTOLES  

8036553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036553 NON-EXPEDITED N US-BAYER-2011-056942 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 371 DAY BAYER

8036554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036554 EXPEDITED (15-DAY) N OT US-BAYER-2011-059383 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
UTERINE SPASM  

8036559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036559 NON-EXPEDITED N US-TEVA-290340USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
HEADACHE  
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Detailed Report
8036692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036692 NON-EXPEDITED N OT US-BAYER-2011-060715 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 6 DAY BAYER
DEVICE EXPULSION  
POST PROCEDURAL COMPLICATION  

8036695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036695 NON-EXPEDITED Y US-BAYER-2011-060749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 590 DAY BAYER
ABDOMINAL PAIN  

8036702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036702 NON-EXPEDITED N OT US-BAYER-2011-059328 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  

8036706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036706 NON-EXPEDITED N OT US-BAYER-2011-059474 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8036708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036708 NON-EXPEDITED N OT US-BAYER-2011-059379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DRUG HYPERSENSITIVITY  
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Detailed Report
8036740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036740 NON-EXPEDITED N US-TEVA-290450USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8036771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036771 NON-EXPEDITED N OT US-BAYER-2011-059204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8036772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036772 NON-EXPEDITED N OT US-BAYER-2011-059365 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8036786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036786 NON-EXPEDITED N US-TEVA-290459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8036826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036826 NON-EXPEDITED N US-TEVA-290493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8036862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8036862 NON-EXPEDITED N US-TEVA-290489USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037020 NON-EXPEDITED N US-TEVA-290486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8037068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037068 NON-EXPEDITED N OT US-BAYER-2011-059961 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8037070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037070 NON-EXPEDITED N US-TEVA-290560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8037074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037074 NON-EXPEDITED N US-BAYER-2011-060754 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8037092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037092 NON-EXPEDITED N US-TEVA-290494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037168 NON-EXPEDITED N US-TEVA-290492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037259 NON-EXPEDITED N US-TEVA-290555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037408 NON-EXPEDITED N US-TEVA-290477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

8037433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037433 NON-EXPEDITED N US-TEVA-290498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037466 NON-EXPEDITED N US-TEVA-290499USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8037487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037487 NON-EXPEDITED N US-TEVA-290379USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT CONGESTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8037515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037515 NON-EXPEDITED N US-TEVA-290547USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8037539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037539 NON-EXPEDITED Y US-BAYER-2011-060864 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8037622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037622 NON-EXPEDITED N US-TEVA-290460USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPNOEA  

8037666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037666 NON-EXPEDITED Y OT US-BAYER-2011-061134 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8037698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037698 NON-EXPEDITED N US-TEVA-290552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037754 NON-EXPEDITED N US-TEVA-290546USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037760 NON-EXPEDITED N US-TEVA-290539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8037785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8037785 NON-EXPEDITED N US-TEVA-290527USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALIVARY HYPERSECRETION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8058510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2011 8058510 EXPEDITED (15-DAY) Y CA,OT GER/GER/11/0018948 91 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY DISORDER VALPROIC ACID S TRANSPLACENTAL TRANSPLACENTAL  
CRYPTORCHISM CLOZAPINE S TRANSPLACENTAL TRANSPLACENTAL  
DYSMORPHISM ETHINYL ESTRADIOL

\LEVONORGESTREL
S TRANSPLACENTAL  

RAYNAUD'S PHENOMENON PROPRANOLOL S TRANSPLACENTAL  
CONGENITAL ANOMALY  
HYPOTONIA NEONATAL  
MATERNAL DRUGS AFFECTING FOETUS  

7814030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7814030 EXPEDITED (15-DAY) Y HO,OT RU-BAYER-2011-011287 50 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CANCER STAGE II MIRENA S INTRAUTERINE UNK  BAYER
OVARIAN CYST  

7842884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7842884 EXPEDITED (15-DAY) N OT US-BAYER-2011-017887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
DYSURIA  

7855479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7855479 NON-EXPEDITED Y OT US-BAYER-2011-020229 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER
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Detailed Report
7876511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7876511 EXPEDITED (15-DAY) Y OT FR-TEVA-273176ISR 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis COPAXONE S SUBCUTANEOUS 20 Milligram;  TEVA

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL  

7888001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7888001 NON-EXPEDITED Y OT US-BAYER-2011-027535 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION COUMADIN C ORAL 7.5 mg, UNK  

COUMADIN C  

7888032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7888032 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2011070324

36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis TRIPHASIL-21 S ORAL 1 DF, UNK  PFIZER

COPAXONE S SUBCUTANEOUS 1 DF, UNK 88 DAY

7890738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7890738 NON-EXPEDITED N OT US-BAYER-2011-027559 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 2 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  
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Detailed Report
7905594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7905594 EXPEDITED (15-DAY) Y OT US-BAYER-2011-031044 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

7935224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7935224 EXPEDITED (15-DAY) N HO,DS,OT US-BAYER-2011-036743 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT 342 DAY BAYER
EMBOLISM ARTERIAL  
MENORRHAGIA  
PAIN IN EXTREMITY  
PULSE ABSENT  
WALKING DISABILITY  
WOUND INFECTION  

7967547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7967547 NON-EXPEDITED Y OT US-BAYER-2011-044243 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 32 DAY BAYER

7988100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7988100 NON-EXPEDITED N US-TEVA-285339USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
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Detailed Report
7993548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 7993548 EXPEDITED (15-DAY) Y OT FR-BAYER-2010-002318 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HEPATITIS MINOCIN C ORAL 1 DF, QD 16 DAY

8011198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8011198 NON-EXPEDITED N HO,OT US-BAYER-2011-049871 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK 770 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION CITALOPRAM HYDROBROMIDE C ORAL 20 mg, UNK  
UTERINE POLYP HYDROCHLOROTHIAZIDE C ORAL 25 mg, UNK  

8024808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8024808 NON-EXPEDITED N US-TEVA-289213USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8025021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8025021 NON-EXPEDITED N US-TEVA-289229USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
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8026773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8026773 NON-EXPEDITED N US-TEVA-289546USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
NEURONTIN C  
TOPAMAX C  
ACIPHEX C  

8026984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8026984 NON-EXPEDITED N US-TEVA-289608USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8027709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8027709 NON-EXPEDITED N OT US-BAYER-2011-056099 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
DEPRESSED MOOD LEXAPRO C  
AFFECT LABILITY  
MALAISE  
MUSCLE SPASMS  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8029239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8029239 NON-EXPEDITED N US-TEVA-289771USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8030108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8030108 NON-EXPEDITED N US-TEVA-289814USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8032619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8032619 NON-EXPEDITED N US-TEVA-289955USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C  

8032620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8032620 NON-EXPEDITED N US-TEVA-290069USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DELSYM C  

8032699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8032699 NON-EXPEDITED N US-TEVA-290074USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS LISINOPRIL C 10 Milligram;  
NAUSEA PRAVASTATIN C 20 Milligram;  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8032876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8032876 NON-EXPEDITED Y OT US-BAYER-2011-057086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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8032975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8032975 NON-EXPEDITED N US-TEVA-290046USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8034621 NON-EXPEDITED N US-TEVA-290260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8034827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8034827 NON-EXPEDITED N US-TEVA-290253USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  

8035257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8035257 NON-EXPEDITED N US-TEVA-290436USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8035282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8035282 NON-EXPEDITED Y OT US-BAYER-2011-058873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 878 DAY BAYER
ABORTION MISSED  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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8035293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8035293 NON-EXPEDITED N US-TEVA-290410USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-PREMARIN C  

8041370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041370 NON-EXPEDITED N US-TEVA-290620USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8041371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041371 NON-EXPEDITED N US-
BAYER-201016543NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8041372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041372 NON-EXPEDITED Y US-
BAYER-201027543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER

8041373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041373 NON-EXPEDITED N US-
BAYER-201016457NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

Page: 6,432 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8041374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041374 NON-EXPEDITED Y US-
BAYER-201016450NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8041375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041375 NON-EXPEDITED N US-
BAYER-201020609NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8041376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041376 NON-EXPEDITED Y US-
BAYER-201016455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8041377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041377 NON-EXPEDITED N US-
BAYER-201017877NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8041379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041379 NON-EXPEDITED Y US-
BAYER-201019086NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 708 DAY BAYER
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8041380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041380 NON-EXPEDITED Y US-
BAYER-201021190NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8041381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041381 NON-EXPEDITED N US-BAYER-2011-001702 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8041382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041382 NON-EXPEDITED N US-BAYER-2011-001483 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 245 DAY BAYER

8041383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041383 NON-EXPEDITED N US-BAYER-2011-001797 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8041384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041384 NON-EXPEDITED N US-BAYER-2011-001808 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 454 DAY BAYER

8041385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041385 NON-EXPEDITED Y US-BAYER-2011-001757 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 320 DAY BAYER
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8041386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041386 NON-EXPEDITED Y US-BAYER-2011-002294 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8041387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041387 NON-EXPEDITED Y US-BAYER-2011-001770 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8041388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041388 NON-EXPEDITED N US-
BAYER-201028849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8041389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041389 NON-EXPEDITED N US-
BAYER-201029388NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8041403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041403 NON-EXPEDITED N US-TEVA-290616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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Detailed Report
8041411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041411 NON-EXPEDITED N US-TEVA-290615USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041431 EXPEDITED (15-DAY) N OT US-BAYER-2011-059933 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
CONVULSION  

8041432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041432 EXPEDITED (15-DAY) N OT US-BAYER-2011-060409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
HEADACHE  

8041433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041433 EXPEDITED (15-DAY) Y OT US-BAYER-2011-061147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S  BAYER

8041434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041434 NON-EXPEDITED N US-BAYER-2011-056958 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8041448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041448 NON-EXPEDITED N US-TEVA-290590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8041451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041451 NON-EXPEDITED N US-TEVA-290559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041454 NON-EXPEDITED N US-TEVA-290643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041467 NON-EXPEDITED N OT US-BAYER-2011-061150 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8041478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041478 NON-EXPEDITED N US-TEVA-290636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL SULFATE C  
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8041509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041509 NON-EXPEDITED N US-TEVA-290630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041567 NON-EXPEDITED N US-TEVA-290588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041878 NON-EXPEDITED N US-TEVA-290756USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041881 NON-EXPEDITED N US-
BAYER-201016143NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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8041882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041882 NON-EXPEDITED N US-
BAYER-201016240NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
BREAST PAIN  
COITAL BLEEDING  
FATIGUE  
HEADACHE  
HYPOMENORRHOEA  
MEMORY IMPAIRMENT  
MOOD ALTERED  
WEIGHT INCREASED  

8041896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041896 NON-EXPEDITED N OT US-BAYER-2011-059451 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE DISLOCATION  

8041898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041898 NON-EXPEDITED Y OT US-BAYER-2011-059450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL PAIN  

8041899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041899 EXPEDITED (15-DAY) Y OT US-BAYER-2011-060399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBERCULOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8041900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041900 EXPEDITED (15-DAY) Y HO SE-BAYER-2011-059610 33 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PETIT MAL EPILEPSY MIRENA S INTRAUTERINE 20 µg, CONT 27 DAY BAYER
FLUID RETENTION TEGRETOL C  
MOOD ALTERED VALPROATE SODIUM C  

8041901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041901 NON-EXPEDITED Y OT US-BAYER-2011-059959 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 81 DAY BAYER
VAGINAL HAEMORRHAGE  

8041903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041903 NON-EXPEDITED Y OT US-BAYER-2011-059444 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8041905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041905 EXPEDITED (15-DAY) N HO US-BAYER-2011-060460 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  

8041910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041910 NON-EXPEDITED Y OT US-BAYER-2011-059345 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8041914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041914 NON-EXPEDITED N US-TEVA-290646USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ADDERALL C  

VICODIN C  

8041922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041922 NON-EXPEDITED N OT US-BAYER-2011-061296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL PAIN  

8041926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8041926 NON-EXPEDITED N OT NL-BAYER-2011-060110 36 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8042068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042068 NON-EXPEDITED N US-TEVA-290818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8042080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042080 NON-EXPEDITED Y OT US-BAYER-2011-060450 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
8042083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042083 NON-EXPEDITED N OT US-BAYER-2011-059958 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8042085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042085 NON-EXPEDITED Y OT IL-BAYER-2011-061850 29 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK 152 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8042086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042086 NON-EXPEDITED N OT CA-BAYER-2011-059973 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8042087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042087 NON-EXPEDITED N US-BAYER-2011-060478 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AFFECT LABILITY  
DEVICE EXPULSION  
METRORRHAGIA  
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8042232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042232 NON-EXPEDITED N US-TEVA-290815USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8042241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042241 NON-EXPEDITED N US-TEVA-290780USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8042312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042312 NON-EXPEDITED N US-TEVA-290744USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C  

8042371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042371 EXPEDITED (15-DAY) Y OT US-BAYER-2011-060490 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BONE DISORDER MIRENA S UNK  BAYER
PRURITUS  
RASH  
VAGINAL LESION  

8042373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042373 NON-EXPEDITED Y OT US-BAYER-2011-061646 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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8042375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042375 NON-EXPEDITED N OT US-BAYER-2011-060497 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ACNE  
ALOPECIA  
GENITAL HAEMORRHAGE  
HEADACHE  

8042419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042419 NON-EXPEDITED N US-BAYER-2011-002275 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8042420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042420 NON-EXPEDITED Y US-BAYER-2011-002276 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

8042421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042421 NON-EXPEDITED Y US-BAYER-2011-001685 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8042422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042422 NON-EXPEDITED Y US-BAYER-2011-001681 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER
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8042423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042423 NON-EXPEDITED N US-
BAYER-201016713NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8042424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042424 NON-EXPEDITED Y US-BAYER-2011-001708 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8042454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042454 EXPEDITED (15-DAY) Y OT US-BAYER-2011-060741 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8042455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042455 NON-EXPEDITED N US-BAYER-2011-002194 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8042456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042456 NON-EXPEDITED Y US-BAYER-2011-002220 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 98 DAY BAYER
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8042457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042457 NON-EXPEDITED N US-BAYER-2011-002099 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 201 DAY BAYER

8042458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042458 NON-EXPEDITED N US-BAYER-2011-002201 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MENORRHAGIA  
PROCEDURAL COMPLICATION  

8042459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042459 NON-EXPEDITED Y US-BAYER-2011-001680 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8042602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042602 NON-EXPEDITED N US-BAYER-2011-061790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8042603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042603 NON-EXPEDITED Y OT CR-BAYER-2011-061803 32 YR Female CRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
PELVIC PAIN MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8042604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042604 NON-EXPEDITED N OT US-BAYER-2011-061690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 27 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8042606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042606 NON-EXPEDITED N US-BAYER-2011-061606 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
NAUSEA  
VOMITING  

8042607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8042607 NON-EXPEDITED N US-BAYER-2011-061917 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8049839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8049839 DIRECT N HO,OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 4 MTH
ACNE  
BACK PAIN  
CYSTITIS  
FATIGUE  
HEADACHE  
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Detailed Report
8342378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2011 8342378 EXPEDITED (15-DAY) Y OT BE-BAYER-2011-060826 17 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE YAZ S  BAYER
GASTROENTERITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

7825846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 7825846 NON-EXPEDITED N HO,OT US-BAYER-2011-015970 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
BALANCE DISORDER  
CHEST DISCOMFORT  
DEVICE EXPULSION  
FEELING ABNORMAL  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  
SYNCOPE  
VOMITING  
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7956809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 7956809 EXPEDITED (15-DAY) N HO,OT BR-BAYER-200912528LA 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

HIGH RISK PREGNANCY AMBROXOL ACEFYLLINATE C UNKNOWN 3 DAY
IMMINENT ABORTION ASCORBIC ACID\HESPERIDIN

\PIPERIDOLATE
HYDROCHLORIDE

C ORAL  

DEVICE DISLOCATION ISOXSUPRINE HYDROCHLORIDE C UNKNOWN TOOK 1 PACKAGE  
VAGINAL HAEMORRHAGE HYDROQUININE

HYDROBROMIDE
C UNKNOWN TOOK 1 PACKAGE  

ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
Haemorrhage in pregnancy  
MENSTRUATION DELAYED  
PELVIC PAIN  
PLACENTAL DISORDER  
RETROPLACENTAL HAEMATOMA  

7966069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 7966069 EXPEDITED (15-DAY) N OT CA-
JNJFOC-20110507852

40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PETIT MAL EPILEPSY TOPAMAX S ORAL  
DIZZINESS TOPIRAMATE S ORAL  
FEELING HOT LEVONORGESTREL S UNKNOWN once daily  
VAGINAL DISCHARGE ETHINYL ESTRADIOL S UNKNOWN once daily  

ETHINYL ESTRADIOL S UNKNOWN  
CITALOPRAM HYDROBROMIDE S UNKNOWN  
KEPPRA S UNKNOWN 1000 mg (500x2) twice

daily
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7994726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 7994726 NON-EXPEDITED Y OT US-BAYER-2011-048802 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER
DEVICE BREAKAGE  
MEDICAL DEVICE COMPLICATION  
UNEVALUABLE EVENT  

7996941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 7996941 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-049409 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg, CONT 305 DAY BAYER
AMENORRHOEA  

8014181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8014181 EXPEDITED (15-DAY) N OT US-BAYER-2011-051319 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COUGH  
EAR DISCOMFORT  
MENSTRUATION DELAYED  
NASOPHARYNGITIS  
PHARYNGITIS  
THROAT IRRITATION  

8035506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8035506 NON-EXPEDITED N US-TEVA-290439USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8037048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8037048 NON-EXPEDITED N US-TEVA-290485USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8041895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8041895 EXPEDITED (15-DAY) N OT US-BAYER-2011-060867 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S 20 µg, CONT  BAYER
AMENORRHOEA  

8042987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8042987 NON-EXPEDITED N US-TEVA-290840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043018 NON-EXPEDITED N US-TEVA-290833USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8043024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043024 NON-EXPEDITED N US-BAYER-2011-003243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8043025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043025 NON-EXPEDITED Y US-
BAYER-201037186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRA-ARTICULAR 20 mcg/24hr, CONT 55 DAY BAYER

MIRENA S  BAYER

8043026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043026 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-000951 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1443 DAY BAYER
DYSPAREUNIA  
INJURY  
VULVOVAGINAL DISCOMFORT  
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Detailed Report
8043028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043028 EXPEDITED (15-DAY) N OT US-BAYER-2011-034587 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER
MEMORY IMPAIRMENT MIRENA S  BAYER
ALOPECIA ANTI-ASTHMATICS C 2 puff(s), BID  
DISTURBANCE IN ATTENTION WELLBUTRIN XL C 3 DF, QD  
MENORRHAGIA WELLBUTRIN XL C ORAL 300 mg, QD  
POLYMENORRHOEA SINGULAIR C 10 mg, HS  
DEPRESSION TYLENOL WITH CODEINE C ORAL 1 DF, PRN  
MOOD SWINGS LAMISIL C ORAL 250 mg, QD  
ACNE DIFLUCAN C 150 mg, ONCE  
ASTHENIA XOPENEX C 45 µg, BID  
FATIGUE PRAVASTATIN SODIUM C ORAL 20 mg, UNK  
BACK PAIN TERAZOL 7 C VAGINAL UNK  
ANXIETY FISH OIL C  BAYER
VAGINAL HAEMORRHAGE FLOVENT HFA C 110 µg, UNK  
ABDOMINAL PAIN FLONASE C 50 µg, BID  

8043030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043030 NON-EXPEDITED N US-BAYER-2011-002213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

8043031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043031 NON-EXPEDITED Y US-BAYER-2011-002241 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
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Detailed Report
8043032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043032 NON-EXPEDITED Y US-BAYER-2011-002156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8043033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043033 NON-EXPEDITED N US-BAYER-2011-002261 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8043034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043034 NON-EXPEDITED N US-BAYER-2011-002195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8043058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043058 EXPEDITED (15-DAY) N OT US-BAYER-2011-060937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8043059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043059 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-060580 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE  BAYER
CHLOASMA  
ROSACEA  
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Detailed Report
8043060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043060 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-060785 34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOCYTOPENIC PURPURA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8043061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043061 EXPEDITED (15-DAY) Y OT US-BAYER-2011-061564 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
FEELING ABNORMAL  
SOMNOLENCE  

8043074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043074 NON-EXPEDITED N US-TEVA-290827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043091 NON-EXPEDITED N US-TEVA-290831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8043110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043110 NON-EXPEDITED N US-TEVA-290837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8043134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043134 NON-EXPEDITED N US-TEVA-290822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043154 NON-EXPEDITED N US-TEVA-290842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043217 NON-EXPEDITED N US-TEVA-290845USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR HYDROCODONE BITARTRATE

AND ACETAMINOPHEN
C  

CYCLOBENAPRINE
HYDROCHLORIDE

C  

8043236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043236 NON-EXPEDITED N US-TEVA-290858USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043249 NON-EXPEDITED N US-TEVA-290857USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8043250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043250 NON-EXPEDITED N US-TEVA-290839USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
FATIGUE  
FLUID RETENTION  
MOOD ALTERED  

8043340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043340 NON-EXPEDITED N US-TEVA-290860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8043391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043391 EXPEDITED (15-DAY) Y CA,OT PHHY2011DE60137 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTONIA NEONATAL CLOZAPINE S TRANSPLACENTAL Maternal dose 600 mg,

Daily
 

RESPIRATORY DISORDER PROPRANOLOL S TRANSPLACENTAL  
CRYPTORCHISM VALPROIC ACID S TRANSPLACENTAL 1200 mg, Per day  
DYSMORPHISM NORDETTE S TRANSPLACENTAL  
RAYNAUD'S PHENOMENON  

8043418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043418 NON-EXPEDITED N US-TEVA-290861USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  
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8043577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043577 NON-EXPEDITED N US-TEVA-290846USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LOESTRIN 1.5/30 21 DAY C  

8043871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043871 NON-EXPEDITED Y US-
BAYER-201022550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8043872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043872 NON-EXPEDITED Y US-
BAYER-201019965NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER

8043882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043882 NON-EXPEDITED Y OT US-
BAYER-201034734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8043883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043883 NON-EXPEDITED Y US-
BAYER-201026438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 96 DAY BAYER
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8043884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043884 NON-EXPEDITED Y US-
BAYER-201020611NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8043885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043885 NON-EXPEDITED Y US-
BAYER-201023838NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER

8043886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043886 NON-EXPEDITED N US-
BAYER-201023324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8043889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043889 NON-EXPEDITED N US-TEVA-290983USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8043913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8043913 NON-EXPEDITED N US-TEVA-290928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8044072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044072 NON-EXPEDITED N US-TEVA-290924USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  

8044103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044103 NON-EXPEDITED Y US-BAYER-2011-002262 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8044104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044104 NON-EXPEDITED N US-
BAYER-201017758NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8044105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044105 NON-EXPEDITED N US-BAYER-2011-001682 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8044106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044106 NON-EXPEDITED N US-BAYER-2011-002202 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
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8044107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044107 NON-EXPEDITED Y US-BAYER-2011-002224 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8044109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044109 NON-EXPEDITED N US-BAYER-2011-002187 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 158 DAY BAYER

8044110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044110 NON-EXPEDITED Y US-BAYER-2011-002221 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8044111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044111 NON-EXPEDITED Y US-BAYER-2011-002183 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8044112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044112 NON-EXPEDITED Y US-BAYER-2011-002200 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8044113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044113 NON-EXPEDITED N US-BAYER-2011-025450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8044114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044114 NON-EXPEDITED Y US-BAYER-2011-002094 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8044115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044115 NON-EXPEDITED Y US-BAYER-2011-002184 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DYSMENORRHOEA  

8044184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044184 NON-EXPEDITED Y OT US-BAYER-2011-061315 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 78 DAY BAYER
MENORRHAGIA  

8044185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044185 EXPEDITED (15-DAY) N OT SE-BAYER-2011-061615 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
COITAL BLEEDING MIRENA S  BAYER
DYSPAREUNIA UNKNOWN DRUG C  

8044186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044186 NON-EXPEDITED N OT US-BAYER-2011-060902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8044189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044189 NON-EXPEDITED Y OT US-BAYER-2011-062197 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8044191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044191 NON-EXPEDITED N US-BAYER-2011-060913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
BREAST PAIN  
BREAST TENDERNESS  
HYPOMENORRHOEA  

8044193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044193 NON-EXPEDITED N US-BAYER-2011-061662 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8044194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044194 NON-EXPEDITED Y OT US-BAYER-2011-061914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8044195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044195 NON-EXPEDITED Y OT US-BAYER-2011-061911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  

Page: 6,463 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8044196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044196 NON-EXPEDITED Y OT US-BAYER-2011-061176 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 224 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8044197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044197 NON-EXPEDITED N OT US-BAYER-2011-061916 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 72 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8044247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044247 EXPEDITED (15-DAY) Y CA,OT DE-
ABBOTT-11P-062-08381
12-00

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RAYNAUD'S PHENOMENON VALPROATE SODIUM S TRANSPLACENTAL  
Maternal exposure during pregnancy PROPRANOLOL

HYDROCHLORIDE
S TRANSPLACENTAL  

RESPIRATORY DISORDER CLOZAPINE S TRANSPLACENTAL  
CYANOSIS NORDETTE S TRANSPLACENTAL  
CRYPTORCHISM  
DYSMORPHISM  
HYPOTONIA NEONATAL  
PALLOR  
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8044407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8044407 EXPEDITED (15-DAY) Y CA,OT DE-
MYLANLABS-2011S1013
842

91 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTONIA NEONATAL VALPROIC ACID S TRANSPLACENTAL 1200 [mg/d ]  
RESPIRATORY DISORDER CLOZAPINE S TRANSPLACENTAL 600 [mg/d ]  
CRYPTORCHISM NORDETTE S TRANSPLACENTAL  
DYSMORPHISM PROPRANOLOL S TRANSPLACENTAL  
Maternal exposure during pregnancy  
RAYNAUD'S PHENOMENON  

8049606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2011 8049606 DIRECT N HO 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S  BAYER
BLOOD PRESSURE INADEQUATELY
CONTROLLED

 

CONVULSION  
SYNCOPE  
WEIGHT INCREASED  

7076685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7076685 NON-EXPEDITED N OT US-
BAYER-200928473NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 446 DAY BAYER
DIAGNOSTIC PROCEDURE  
PREMATURE LABOUR  
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Detailed Report
7734711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7734711 NON-EXPEDITED Y OT US-BAYER-2010-004318 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 80 DAY BAYER
DEVICE BREAKAGE MIRENA S  BAYER

7735215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7735215 NON-EXPEDITED Y OT US-BAYER-2010-005861 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER
DEVICE EXPULSION  
UTERINE PERFORATION  

7796143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7796143 NON-EXPEDITED Y OT US-BAYER-2010-008249 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S UNK 5 DAY BAYER
ABDOMINAL DISTENSION  
BALANCE DISORDER  
DECREASED APPETITE  
LETHARGY  
MUSCLE SPASMS  
PAIN  
PROCEDURAL PAIN  
PYREXIA  
UTERINE PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
7820497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7820497 NON-EXPEDITED Y HO,OT US-BAYER-2010-005537 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1207 DAY BAYER
ACNE  

7825171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7825171 NON-EXPEDITED Y OT US-BAYER-2011-015791 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1116 DAY BAYER
PRODUCT SHAPE ISSUE  

7825792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7825792 NON-EXPEDITED Y US-BAYER-2011-014803 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S VAGINAL 20 mcg/24hr, CONT 15 DAY BAYER
ABDOMINAL PAIN  

7825801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7825801 NON-EXPEDITED Y OT US-BAYER-2011-016372 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mg, daily 31 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

7825804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7825804 NON-EXPEDITED Y OT US-BAYER-2011-014214 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
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Detailed Report
7834354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7834354 EXPEDITED (15-DAY) Y OT US-BAYER-2011-016168 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPH GLAND INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7868961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7868961 NON-EXPEDITED Y OT US-BAYER-2011-023005 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, UNK 52 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
FRUSTRATION  
PROCEDURAL PAIN  
STRESS  
UTERINE PERFORATION  

7876981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7876981 NON-EXPEDITED Y OT US-BAYER-2011-024125 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 169 DAY BAYER
DEVICE EXPULSION DUAC C  

TRETINOIN C  
VALTREX C 500 mg, PRN  

7914434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7914434 NON-EXPEDITED Y HO,OT GB-BAYER-2011-034091 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S 20 µg, UNK  BAYER
CYANOPSIA  
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Detailed Report
7914457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7914457 NON-EXPEDITED N OT US-BAYER-2011-032429 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
PROCEDURAL PAIN  

7916087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7916087 NON-EXPEDITED N OT US-BAYER-2011-033096 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1790 DAY BAYER
DEVICE BREAKAGE  

7957097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7957097 NON-EXPEDITED Y OT US-BAYER-2011-040674 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK UNK, CONT 1 DAY BAYER
PROCEDURAL COMPLICATION  

7970792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7970792 NON-EXPEDITED Y HO,OT US-BAYER-2011-044663 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMENORRHOEA ZOLOFT C ORAL 50 mg, QD  
VAGINAL HAEMORRHAGE AMBIEN C ORAL 10 mg, UNK  

XANAX C UNK  
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Detailed Report
7985038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 7985038 NON-EXPEDITED Y OT US-BAYER-2011-047127 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  
PELVIC PAIN  

8017154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8017154 NON-EXPEDITED Y OT US-BAYER-2011-055366 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8021277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8021277 NON-EXPEDITED Y OT US-BAYER-2011-053846 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 152 DAY BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
DYSPAREUNIA  
MUSCLE SPASMS  
UTERINE HAEMORRHAGE  

8027767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8027767 NON-EXPEDITED Y OT US-BAYER-2011-056054 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER
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8027820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8027820 NON-EXPEDITED N OT US-BAYER-2011-055931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION BACTERIAL MIRENA S UNK  BAYER

8032877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8032877 NON-EXPEDITED N OT US-BAYER-2011-056965 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 319 DAY BAYER
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

8035269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8035269 NON-EXPEDITED N US-TEVA-290369USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
NAUSEA  
VAGINAL DISCHARGE  

8044555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044555 NON-EXPEDITED Y OT NZ-
BAYER-201047405GPV

Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 639 DAY BAYER

MIRENA S INTRAUTERINE UNK 1825 DAY BAYER
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Detailed Report
8044556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044556 NON-EXPEDITED Y OT US-BAYER-2010-006129 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 28 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8044637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044637 NON-EXPEDITED N US-
BAYER-201016556NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8044638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044638 NON-EXPEDITED N US-
BAYER-201030479NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8044639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044639 NON-EXPEDITED N US-
BAYER-201016560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8044640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044640 NON-EXPEDITED N US-BAYER-2011-002588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER
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Detailed Report
8044641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044641 NON-EXPEDITED N US-BAYER-2011-002502 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DIZZINESS  

8044642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044642 NON-EXPEDITED Y US-BAYER-2011-002716 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8044649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044649 NON-EXPEDITED N US-TEVA-290999USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS ANTIBIOTIC C  
BREAST PAIN  
DIARRHOEA  
MENSTRUATION IRREGULAR  

8044656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044656 NON-EXPEDITED N US-TEVA-290918USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8044682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044682 NON-EXPEDITED N US-TEVA-290945USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8044918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044918 NON-EXPEDITED N US-TEVA-290933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8044925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044925 NON-EXPEDITED N US-TEVA-290926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8044967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044967 NON-EXPEDITED N US-
BAYER-201016467NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8044968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044968 NON-EXPEDITED N US-
BAYER-201016704NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
PELVIC PAIN  

8044969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044969 NON-EXPEDITED N US-
BAYER-201016626NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION YAZ S UNK 10 DAY BAYER
ACNE  

8044980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044980 NON-EXPEDITED Y US-
BAYER-201016287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 92 DAY BAYER

8044982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8044982 NON-EXPEDITED N US-TEVA-291030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045000 NON-EXPEDITED N US-TEVA-291065USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8045024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045024 NON-EXPEDITED N US-TEVA-291023USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045037 NON-EXPEDITED N US-TEVA-290947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045051 NON-EXPEDITED N US-TEVA-290943USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045079 NON-EXPEDITED N US-TEVA-291089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045091 NON-EXPEDITED N US-TEVA-291035USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED VYVANSE C  

8045136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045136 NON-EXPEDITED N US-TEVA-291079USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8045169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045169 NON-EXPEDITED N US-TEVA-291062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045186 NON-EXPEDITED N US-TEVA-291054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045217 NON-EXPEDITED N US-TEVA-291048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045318 NON-EXPEDITED N US-TEVA-291091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045370 NON-EXPEDITED N US-TEVA-291029USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPO-PROVERA S  
UNSPECIFIED INGREDIENT S ORAL  

8045393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045393 NON-EXPEDITED N US-TEVA-291092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8045441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045441 NON-EXPEDITED N US-TEVA-291160USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BODY DYSMORPHIC DISORDER  
BURNING SENSATION  
MENSTRUATION IRREGULAR  
POLLAKIURIA  

8045482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045482 NON-EXPEDITED N US-TEVA-291178USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8045742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045742 NON-EXPEDITED N US-TEVA-291088USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045814 NON-EXPEDITED Y US-PFIZER
INC-2011156041

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S UNK  PFIZER
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Detailed Report
8045826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045826 NON-EXPEDITED N US-TEVA-291087USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8045925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045925 NON-EXPEDITED Y US-BAYER-2011-002768 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER

8045927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045927 NON-EXPEDITED Y US-BAYER-2011-002760 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
DEVICE DISLOCATION  

8045930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045930 NON-EXPEDITED N US-BAYER-2011-002564 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER

8045931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045931 NON-EXPEDITED N US-BAYER-2011-002772 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUAL DISORDER  

8045932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045932 NON-EXPEDITED N US-BAYER-2011-002753 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8045933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045933 NON-EXPEDITED N US-BAYER-2011-002751 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8045934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045934 NON-EXPEDITED Y US-BAYER-2011-003217 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
VAGINAL HAEMORRHAGE  

8045935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045935 NON-EXPEDITED N US-BAYER-2011-002726 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8045936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045936 NON-EXPEDITED N US-BAYER-2011-008471 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER

8045943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045943 NON-EXPEDITED N US-BAYER-2011-027751 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8045944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045944 NON-EXPEDITED N US-BAYER-2011-053897 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8045945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045945 NON-EXPEDITED Y US-BAYER-2011-003198 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8045946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045946 NON-EXPEDITED N US-BAYER-2011-003268 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8045955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045955 NON-EXPEDITED N US-TEVA-291084USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  

8045980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045980 NON-EXPEDITED N US-TEVA-291182USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MICRONOR C  

8045992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8045992 NON-EXPEDITED N US-TEVA-291177USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8046000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046000 NON-EXPEDITED N US-TEVA-291086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8046031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046031 EXPEDITED (15-DAY) N OT US-BAYER-2011-061660 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8046039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046039 EXPEDITED (15-DAY) N OT US-BAYER-2011-061913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 365 DAY BAYER

8046117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046117 NON-EXPEDITED N HO,OT US-BAYER-2011-061628 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8046118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046118 NON-EXPEDITED N OT US-BAYER-2011-061333 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CRYING  
DYSPAREUNIA  
EMOTIONAL DISTRESS  
GENITAL DISCOMFORT  
GENITAL PAIN  
LIBIDO DECREASED  
MOOD ALTERED  
VULVOVAGINAL SWELLING  

8046201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046201 NON-EXPEDITED N OT CN-BAYER-2011-047684 39 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8046202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046202 NON-EXPEDITED N US-BAYER-2011-062387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFERTILITY FEMALE  
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Detailed Report
8046203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046203 NON-EXPEDITED N US-BAYER-2011-061566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WITHDRAWAL BLEED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MOOD ALTERED  
WEIGHT INCREASED  

8046204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046204 NON-EXPEDITED Y OT US-BAYER-2011-061269 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg, CONT 162 DAY BAYER
POST PROCEDURAL HAEMORRHAGE IBUPROFEN C ORAL UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8046210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046210 NON-EXPEDITED N US-BAYER-2011-061688 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8046213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046213 NON-EXPEDITED Y OT US-BAYER-2011-061895 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER

8046217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046217 NON-EXPEDITED N US-BAYER-2011-061817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 µg, QD  BAYER
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Detailed Report
8046218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046218 NON-EXPEDITED Y US-BAYER-2011-061814 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER

8046219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046219 NON-EXPEDITED Y OT US-BAYER-2011-061658 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 24 DAY BAYER

8046220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046220 NON-EXPEDITED N OT US-BAYER-2011-061668 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANAEMIA MIRENA S  BAYER

8046221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046221 NON-EXPEDITED N OT US-BAYER-2011-062093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8046223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046223 NON-EXPEDITED N OT US-BAYER-2011-061702 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
PAIN  
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Detailed Report
8046256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046256 NON-EXPEDITED N US-BAYER-2011-062401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8046257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046257 NON-EXPEDITED N OT US-BAYER-2011-054259 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8046258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046258 NON-EXPEDITED N US-BAYER-2011-062274 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8046259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046259 NON-EXPEDITED N US-BAYER-2011-062273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 171 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8046261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046261 NON-EXPEDITED Y OT US-BAYER-2011-062210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8046262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2011 8046262 NON-EXPEDITED N OT US-BAYER-2011-062212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7632411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 7632411 NON-EXPEDITED N OT US-
BAYER-201036710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS. IT WAS
REPORTE THAT THE
FLANGE ON THE
MIRENA SEEMED A
LITTLE MORE STIFF

 BAYER

ABDOMINAL TENDERNESS  
PELVIC PAIN  

7952713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 7952713 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-039863 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK 70 DAY BAYER
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Detailed Report
8012259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8012259 NON-EXPEDITED Y US-BAYER-2011-050634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE  BAYER
BREAST TENDERNESS  
FEELING ABNORMAL  
FEELING JITTERY  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
UNEVALUABLE EVENT  

8041776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8041776 NON-EXPEDITED N US-TEVA-290591USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046552 NON-EXPEDITED N US-BAYER-2011-004004 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8046553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046553 NON-EXPEDITED Y US-BAYER-2011-003307 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8046563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046563 NON-EXPEDITED N US-BAYER-2011-003499 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8046564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046564 NON-EXPEDITED N US-BAYER-2011-003225 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8046565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046565 NON-EXPEDITED N US-BAYER-2011-004067 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 131 DAY BAYER

8046566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046566 NON-EXPEDITED N US-BAYER-2011-004087 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8046568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046568 NON-EXPEDITED N US-TEVA-291277USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046570 NON-EXPEDITED N US-TEVA-291284USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046578 NON-EXPEDITED N US-TEVA-291294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8046586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046586 NON-EXPEDITED N US-TEVA-291329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046640 NON-EXPEDITED Y US-BAYER-2011-003890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

8046649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046649 EXPEDITED (15-DAY) Y OT CR-BAYER-2011-061425 28 YR Female CRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ENDOMETRIAL ATROPHY  

8046659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046659 NON-EXPEDITED N US-BAYER-2011-056648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8046663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046663 NON-EXPEDITED N US-BAYER-2011-003889 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8046667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046667 NON-EXPEDITED N US-TEVA-291185USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8046697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046697 NON-EXPEDITED N US-TEVA-291189USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046710 NON-EXPEDITED N US-BAYER-2011-062768 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8046711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046711 NON-EXPEDITED Y OT US-BAYER-2011-062773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

8046713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046713 NON-EXPEDITED N OT US-BAYER-2011-062623 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8046716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046716 NON-EXPEDITED N OT US-BAYER-2011-062790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8046728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046728 NON-EXPEDITED N OT US-BAYER-2011-062198 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8046729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046729 NON-EXPEDITED Y US-BAYER-2011-003977 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8046730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046730 NON-EXPEDITED N US-BAYER-2011-004440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

8046733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046733 NON-EXPEDITED Y US-BAYER-2011-003651 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8046734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046734 NON-EXPEDITED N US-BAYER-2011-062233 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 345 DAY BAYER

8046735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046735 NON-EXPEDITED N US-BAYER-2011-004111 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8046737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046737 NON-EXPEDITED N OT US-BAYER-2011-062223 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN  
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Detailed Report
8046739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046739 NON-EXPEDITED N OT US-BAYER-2011-062220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

MIRENA S INTRAUTERINE  BAYER

8046757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046757 NON-EXPEDITED Y US-BAYER-2011-003987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8046759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046759 NON-EXPEDITED Y OT US-BAYER-2011-062138 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8046763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046763 NON-EXPEDITED N US-BAYER-2011-061810 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8046815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046815 NON-EXPEDITED N US-TEVA-291200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
8046832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046832 NON-EXPEDITED N US-TEVA-291221USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8046840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046840 NON-EXPEDITED N US-
BAYER-201035286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8046861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046861 NON-EXPEDITED N US-TEVA-291282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8046904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046904 NON-EXPEDITED N US-TEVA-291288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8046977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046977 NON-EXPEDITED N US-TEVA-291292USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8046986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8046986 NON-EXPEDITED N US-TEVA-291242USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8047008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047008 NON-EXPEDITED N US-TEVA-291223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047098 NON-EXPEDITED N US-TEVA-291215USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047105 NON-EXPEDITED N US-TEVA-291333USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8047120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047120 NON-EXPEDITED N US-TEVA-291196USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING CYMBALTA C  

ALLEGRA C  
SOMA C  
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Detailed Report
8047144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047144 NON-EXPEDITED N US-TEVA-291344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047163 NON-EXPEDITED N US-TEVA-291343USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047166 NON-EXPEDITED N US-TEVA-291471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047395 NON-EXPEDITED N US-TEVA-291438USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047437 NON-EXPEDITED N US-TEVA-291425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8047638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047638 NON-EXPEDITED N US-TEVA-291446USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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Detailed Report
8047678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047678 NON-EXPEDITED N US-TEVA-291472USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8047687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047687 NON-EXPEDITED N US-BAYER-2011-062826 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8047692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047692 NON-EXPEDITED N US-BAYER-2011-062924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8047694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047694 NON-EXPEDITED N US-BAYER-2011-062811 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 439 DAY BAYER

8047695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047695 NON-EXPEDITED N OT US-BAYER-2011-061787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8047696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047696 NON-EXPEDITED N OT US-BAYER-2011-062840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8047700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047700 NON-EXPEDITED Y OT US-BAYER-2011-062875 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 21 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8047704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047704 NON-EXPEDITED N US-BAYER-2011-062822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8047716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047716 NON-EXPEDITED Y US-
BAYER-201036531NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8047724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047724 NON-EXPEDITED Y US-
BAYER-201036519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8047765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047765 EXPEDITED (15-DAY) Y OT US-BAYER-2011-061909 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
WEIGHT DECREASED  

8047922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047922 NON-EXPEDITED N US-BAYER-2011-004461 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8047931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047931 NON-EXPEDITED N US-BAYER-2011-004929 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8047938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047938 NON-EXPEDITED N OT US-BAYER-2011-062928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  

8047940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047940 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-062823 35 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8047942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047942 NON-EXPEDITED Y US-BAYER-2011-037185 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8047943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047943 NON-EXPEDITED Y US-BAYER-2011-040852 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 115 DAY BAYER

8047948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8047948 NON-EXPEDITED Y US-BAYER-2011-062593 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8048030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8048030 NON-EXPEDITED N US-TEVA-291526USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8048117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8048117 NON-EXPEDITED N OT US-BAYER-2011-062981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 39 DAY BAYER
MENORRHAGIA  
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8048119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8048119 NON-EXPEDITED N US-BAYER-2011-063040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TONSILLITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8748759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8748759 DIRECT N DS,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
PSYCHOTIC DISORDER MIRENA C  
ACTIVITIES OF DAILY LIVING IMPAIRED  
IMPAIRED WORK ABILITY  

8748803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2011 8748803 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  

7838595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 7838595 EXPEDITED (15-DAY) N OT US-BAYER-2011-016770 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MIGRAINE  
MOOD ALTERED  
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7958955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 7958955 NON-EXPEDITED Y HO,OT US-BAYER-2011-041238 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 181 DAY BAYER
ABDOMINAL PAIN  
DIZZINESS  
INTRA-ABDOMINAL HAEMORRHAGE  
PAIN  

7971839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 7971839 EXPEDITED (15-DAY) N OT US-BAYER-2011-044983 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETAINED PLACENTA OR MEMBRANES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
GENITAL HAEMORRHAGE  

7985089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 7985089 NON-EXPEDITED N OT US-BAYER-2011-047541 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1402 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
PAIN  

8041390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8041390 NON-EXPEDITED N US-TEVA-290624USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8047926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8047926 NON-EXPEDITED N US-BAYER-2011-062967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8048606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048606 NON-EXPEDITED N US-TEVA-291522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048617 NON-EXPEDITED N US-
BAYER-201012371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S  BAYER

8048627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048627 NON-EXPEDITED N US-TEVA-291524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048629 NON-EXPEDITED N US-BAYER-2011-004438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
HYPOMENORRHOEA  

8048630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048630 NON-EXPEDITED N US-BAYER-2011-004459 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 144 DAY BAYER
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8048636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048636 NON-EXPEDITED N US-BAYER-2011-004458 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8048644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048644 NON-EXPEDITED Y US-BAYER-2011-004436 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8048645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048645 NON-EXPEDITED N US-BAYER-2011-008477 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER

8048653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048653 NON-EXPEDITED Y US-BAYER-2011-004441 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8048657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048657 NON-EXPEDITED Y US-BAYER-2011-004116 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1354 DAY BAYER

8048659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048659 NON-EXPEDITED Y US-BAYER-2011-004340 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8048662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048662 NON-EXPEDITED N US-BAYER-2011-004489 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8048667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048667 NON-EXPEDITED N US-TEVA-291525USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048677 NON-EXPEDITED Y US-BAYER-2011-003813 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 432 DAY BAYER

8048681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048681 NON-EXPEDITED N US-BAYER-2011-008483 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

8048698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048698 NON-EXPEDITED N US-TEVA-291476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048733 NON-EXPEDITED N US-TEVA-291443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
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8048744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048744 NON-EXPEDITED Y US-BAYER-2011-062848 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8048747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048747 NON-EXPEDITED N US-BAYER-2011-061906 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 413 DAY BAYER

8048748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048748 NON-EXPEDITED N OT US-BAYER-2011-061905 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8048749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048749 NON-EXPEDITED N US-BAYER-2011-063029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S  BAYER

8048750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048750 NON-EXPEDITED N US-BAYER-2011-062229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER

8048751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048751 NON-EXPEDITED N US-BAYER-2011-062588 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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8048752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048752 NON-EXPEDITED N US-BAYER-2011-062881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8048753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048753 NON-EXPEDITED N US-BAYER-2011-063283 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8048754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048754 NON-EXPEDITED Y US-BAYER-2011-062982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8048759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048759 NON-EXPEDITED N US-TEVA-291447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048812 NON-EXPEDITED N US-TEVA-291450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8048897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8048897 NON-EXPEDITED N US-TEVA-291474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8049004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049004 NON-EXPEDITED N US-TEVA-291536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8049085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049085 NON-EXPEDITED N US-TEVA-291533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8049087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049087 NON-EXPEDITED N US-TEVA-291540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049094 NON-EXPEDITED Y OT US-BAYER-2011-063225 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT 52 DAY BAYER
DEVICE EXPULSION  

8049128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049128 NON-EXPEDITED N US-TEVA-291529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  

Page: 6,508 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8049132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049132 NON-EXPEDITED N US-
BAYER-201028728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8049134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049134 NON-EXPEDITED N US-
BAYER-201012677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S 20 mcg/24hr, CONT  BAYER

8049143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049143 NON-EXPEDITED N US-TEVA-291523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049182 NON-EXPEDITED N US-TEVA-291530USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8049203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049203 NON-EXPEDITED N US-TEVA-291520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8049256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049256 NON-EXPEDITED N US-TEVA-291518USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049356 NON-EXPEDITED N US-TEVA-291514USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049370 NON-EXPEDITED N US-TEVA-291513USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049371 NON-EXPEDITED N US-TEVA-291519USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049373 NON-EXPEDITED N OT US-BAYER-2011-063277 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8049378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049378 NON-EXPEDITED Y OT US-BAYER-2011-062828 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8049380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049380 NON-EXPEDITED N OT US-BAYER-2011-063282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  

8049389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049389 NON-EXPEDITED N US-TEVA-291527USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049454 NON-EXPEDITED N US-TEVA-291492USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8049482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049482 NON-EXPEDITED Y US-BAYER-2011-005861 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8049483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049483 NON-EXPEDITED N US-BAYER-2011-005461 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER
VAGINAL HAEMORRHAGE  
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8049484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049484 NON-EXPEDITED Y US-BAYER-2011-005617 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8049485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049485 NON-EXPEDITED Y US-BAYER-2011-005882 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8049494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049494 NON-EXPEDITED N OT US-BAYER-2011-063279 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE EXPULSION  

8049524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049524 NON-EXPEDITED N US-BAYER-2011-004931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8049532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049532 NON-EXPEDITED Y US-BAYER-2011-004267 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PAIN  
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8049544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049544 NON-EXPEDITED N US-TEVA-291489USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8049568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049568 NON-EXPEDITED N US-BAYER-2011-055448 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 36 DAY BAYER

8049569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049569 NON-EXPEDITED Y US-BAYER-2011-056076 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 78 DAY BAYER

8049582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049582 NON-EXPEDITED N US-TEVA-291564USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C  

8049598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049598 NON-EXPEDITED N US-TEVA-291548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8049693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049693 NON-EXPEDITED N US-TEVA-291546USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS CLONAZEPAM C  

8049771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049771 NON-EXPEDITED N US-TEVA-291629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049772 NON-EXPEDITED N US-
BAYER-201015411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S UNK  BAYER

8049807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049807 NON-EXPEDITED N US-TEVA-291577USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8049823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049823 NON-EXPEDITED Y US-BAYER-2011-006431 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER
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8049828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049828 NON-EXPEDITED Y US-BAYER-2011-005450 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8049830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049830 NON-EXPEDITED Y US-BAYER-2011-005484 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8049833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049833 NON-EXPEDITED N US-BAYER-2011-005478 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8049835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049835 NON-EXPEDITED N US-TEVA-291642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8049844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049844 NON-EXPEDITED N US-BAYER-2011-055010 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT 262 DAY BAYER
DEVICE EXPULSION  

8049875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049875 NON-EXPEDITED N US-TEVA-291643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8049963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8049963 NON-EXPEDITED N HO,OT US-BAYER-2011-063437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ABDOMINAL PAIN  

8050081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8050081 NON-EXPEDITED N US-BAYER-2011-063049 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
BREAST ENLARGEMENT  
FATIGUE  

8050082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8050082 NON-EXPEDITED N US-BAYER-2011-062857 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 2 DAY BAYER
MEDICAL DEVICE COMPLICATION  
VOMITING  

8050187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8050187 NON-EXPEDITED Y HO,OT US-BAYER-2011-062818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PERITONEAL HAEMORRHAGE  
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8730841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2011 8730841 DIRECT N HO,OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S 4 YR BAYER
FLATULENCE  
GALLBLADDER DISORDER  
HAIR GROWTH ABNORMAL  
INSULIN RESISTANCE  
WEIGHT INCREASED  

7855711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 7855711 NON-EXPEDITED Y OT US-BAYER-2011-020564 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8014175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8014175 NON-EXPEDITED N OT US-BAYER-2011-051516 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 44 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8014189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8014189 NON-EXPEDITED Y OT US-BAYER-2011-051523 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK 5 DAY BAYER
PELVIC PAIN  
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Detailed Report
8023614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8023614 EXPEDITED (15-DAY) N OT US-BAYER-2011-055447 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIARRHOEA  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PRESYNCOPE  
UTERINE PAIN  
VOMITING  

8030344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8030344 EXPEDITED (15-DAY) Y HO US-TEVA-289368USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN AVIANE S 10 DAY DURAMED
HAEMORRHAGE  
MUSCLE SPASMS  

8041470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8041470 EXPEDITED (15-DAY) Y OT US-BAYER-2011-060458 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE UNK 75 DAY BAYER
OEDEMA PERIPHERAL  

8045038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8045038 NON-EXPEDITED N US-TEVA-291042USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
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8050598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050598 NON-EXPEDITED N US-
BAYER-201015885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8050615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050615 NON-EXPEDITED N US-TEVA-291631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8050616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050616 NON-EXPEDITED N US-TEVA-291611USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONTUSION  

8050617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050617 NON-EXPEDITED N US-TEVA-291644USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  

8050687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050687 NON-EXPEDITED N US-TEVA-291657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
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8050718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050718 NON-EXPEDITED N US-TEVA-291663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8050727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050727 NON-EXPEDITED N US-TEVA-291665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8050764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050764 NON-EXPEDITED N US-TEVA-291666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8050780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050780 NON-EXPEDITED N US-TEVA-291667USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8050834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050834 NON-EXPEDITED Y US-BAYER-2011-063227 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER
DEVICE EXPULSION  
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8050962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8050962 NON-EXPEDITED N US-TEVA-291660USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  

8051438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051438 NON-EXPEDITED Y US-BAYER-2011-005456 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8051446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051446 NON-EXPEDITED Y OT US-BAYER-2011-063729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8051447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051447 NON-EXPEDITED Y US-BAYER-2011-005616 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 358 DAY BAYER

8051448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051448 NON-EXPEDITED Y US-BAYER-2011-010132 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8051449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051449 NON-EXPEDITED Y US-BAYER-2011-005457 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
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8051455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051455 NON-EXPEDITED Y US-BAYER-2011-006345 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8051969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8051969 NON-EXPEDITED N US-TEVA-291582USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS LEVONORGESTREL S ORAL  
MENSTRUATION IRREGULAR  

8052246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052246 NON-EXPEDITED N OT US-BAYER-2011-063808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8052250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052250 NON-EXPEDITED N US-BAYER-2011-062956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg, CONT 122 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 365 DAY BAYER

8052289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052289 NON-EXPEDITED N US-TEVA-291574USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8052389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052389 NON-EXPEDITED N US-TEVA-291671USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8052438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052438 NON-EXPEDITED N US-TEVA-291670USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8052505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052505 NON-EXPEDITED N US-TEVA-291668USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8052726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052726 NON-EXPEDITED N US-TEVA-291664USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8052882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052882 NON-EXPEDITED N US-TEVA-291658USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN CHORIONIC GONADOTROPIN C ORAL  
NAUSEA  
VOMITING  
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8052913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052913 NON-EXPEDITED N US-TEVA-291655USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8052966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052966 NON-EXPEDITED N US-BAYER-2011-007179 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 156 DAY BAYER

8052967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052967 NON-EXPEDITED N US-BAYER-2011-006576 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 478 DAY BAYER

8052968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052968 NON-EXPEDITED N US-BAYER-2011-007286 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8052969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052969 NON-EXPEDITED N US-BAYER-2011-005826 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8052970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052970 NON-EXPEDITED N US-BAYER-2011-007175 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 530 DAY BAYER
FUNGAL INFECTION  
PELVIC PAIN  

Page: 6,524 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8052971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052971 NON-EXPEDITED N US-BAYER-2011-006577 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER

8052972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8052972 NON-EXPEDITED Y US-BAYER-2011-007233 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 199 DAY BAYER

8053028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053028 NON-EXPEDITED N US-TEVA-291650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053040 NON-EXPEDITED N US-TEVA-291646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053148 NON-EXPEDITED N US-TEVA-291906USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8053175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053175 NON-EXPEDITED N US-TEVA-291899USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8053267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053267 NON-EXPEDITED N US-TEVA-291886USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8053304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053304 NON-EXPEDITED N US-TEVA-291920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8053329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053329 NON-EXPEDITED N US-TEVA-291918USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8053357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053357 EXPEDITED (15-DAY) N OT US-BAYER-2011-062819 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER
DEVICE EXPULSION  
INJURY  
PENIS DISORDER  
URINARY TRACT INFECTION  

8053369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053369 EXPEDITED (15-DAY) Y HO FR-BAYER-2011-062777 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COCCYDYNIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ARTHRALGIA  
HEADACHE  

8053615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053615 NON-EXPEDITED Y US-BAYER-2011-064379 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER

8053616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053616 NON-EXPEDITED N OT US-BAYER-2011-063421 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8053617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053617 NON-EXPEDITED N US-BAYER-2011-063453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8053620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053620 NON-EXPEDITED Y US-BAYER-2011-064337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S  BAYER

8053621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053621 NON-EXPEDITED N US-BAYER-2011-063731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8053623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053623 NON-EXPEDITED N OT US-BAYER-2011-063435 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  

8053624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8053624 NON-EXPEDITED N OT US-BAYER-2011-063778 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPERTENSION METOPROLOL TARTRATE C 25 mg, UNK  
PELVIC PAIN METOPROLOL TARTRATE C 50 mg, UNK  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8056717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2011 8056717 EXPEDITED (15-DAY) N OT AU-PFIZER
INC-2011161468

37 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK  PFIZER

HYPOAESTHESIA LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER

FLUID RETENTION  
METRORRHAGIA  

7847094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 7847094 NON-EXPEDITED N OT US-BAYER-2011-016482 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT 2 DAY BAYER
PAIN  

7953291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 7953291 EXPEDITED (15-DAY) N OT DE-BAYER-2011-039862 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE UNK  BAYER
BLOOD BILIRUBIN INCREASED  
GAMMA-GLUTAMYLTRANSFERASE INCREASED  

7979551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 7979551 EXPEDITED (15-DAY) Y OT TR-BAYER-2011-046024 44 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CORONARY ARTERY EMBOLISM MIRENA S UNK  BAYER

ASPIRIN C  BAYER
ANTIHYPERTENSIVES C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7985931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 7985931 NON-EXPEDITED N OT US-BAYER-2011-047562 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8041436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8041436 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-059785 46 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S INTRAUTERINE 20 µg, CONT 7 DAY BAYER
INTRA-ABDOMINAL HAEMORRHAGE ACETAMINOPHEN C  
ABDOMINAL PAIN  

8041722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8041722 NON-EXPEDITED N US-TEVA-290614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM HYDROBROMIDE C  

8047701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8047701 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2011-062098 35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANAEMIA  
CHEST PAIN  
INTRACARDIAC THROMBUS  
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8050003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8050003 NON-EXPEDITED N US-BAYER-2011-059952 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DISCOMFORT  
DIZZINESS  
EMOTIONAL DISTRESS  
HOT FLUSH  
HYPERHIDROSIS  
NAUSEA  
PRESYNCOPE  
PROCEDURAL COMPLICATION  

8051450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8051450 NON-EXPEDITED Y OT US-BAYER-2011-039085 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 39 DAY BAYER
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
NAUSEA  

8053758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053758 NON-EXPEDITED Y US-
BAYER-201019585NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8053759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053759 NON-EXPEDITED N US-
BAYER-201016709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DYSPEPSIA  
INCREASED APPETITE  
MENSTRUATION IRREGULAR  
POLYURIA  

8053760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053760 NON-EXPEDITED Y US-BAYER-2011-007183 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 298 DAY BAYER

8053761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053761 NON-EXPEDITED N US-BAYER-2011-025080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
THROAT IRRITATION ANTIBIOTICS C  
FEELING COLD  

8053762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053762 NON-EXPEDITED N US-BAYER-2011-007288 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8053763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053763 NON-EXPEDITED N US-BAYER-2011-007285 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8053765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053765 NON-EXPEDITED Y US-
BAYER-201031940NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 245 DAY BAYER

8053777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053777 NON-EXPEDITED N US-TEVA-291898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053789 NON-EXPEDITED N US-TEVA-291902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053818 NON-EXPEDITED N OT US-BAYER-2011-063908 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8053830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053830 NON-EXPEDITED N US-TEVA-291916USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8053834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053834 NON-EXPEDITED N US-BAYER-2011-007185 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

8053846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053846 NON-EXPEDITED N US-TEVA-291917USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053875 NON-EXPEDITED N US-TEVA-291894USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LOESTRIN 24 FE C  

8053906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053906 NON-EXPEDITED N US-TEVA-291857USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8053932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053932 NON-EXPEDITED N US-TEVA-291935USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8053995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8053995 NON-EXPEDITED N OT US-BAYER-2011-064078 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg, QD  BAYER
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Detailed Report
8054019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054019 NON-EXPEDITED Y US-
BAYER-201017979NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER

8054066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054066 NON-EXPEDITED N US-TEVA-291882USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C  

8054067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054067 NON-EXPEDITED Y US-BAYER-2011-008453 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 293 DAY BAYER

8054068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054068 NON-EXPEDITED Y US-BAYER-2011-007200 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 586 DAY BAYER

8054069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054069 NON-EXPEDITED N US-BAYER-2011-007184 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8054070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054070 NON-EXPEDITED N US-BAYER-2011-007214 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
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Detailed Report
8054071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054071 NON-EXPEDITED Y US-BAYER-2011-007203 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

8054072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054072 NON-EXPEDITED Y US-BAYER-2011-008258 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

MIRENA S  BAYER

8054189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054189 NON-EXPEDITED Y US-BAYER-2011-064018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8054190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054190 NON-EXPEDITED N US-BAYER-2011-063955 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8054191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054191 NON-EXPEDITED Y US-BAYER-2011-063956 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 55 DAY BAYER

8054207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054207 NON-EXPEDITED N US-TEVA-291850USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8054210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054210 NON-EXPEDITED N US-BAYER-2011-064058 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8054218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054218 NON-EXPEDITED N US-BAYER-2011-064100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 3 DAY BAYER

8054239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054239 NON-EXPEDITED N US-BAYER-2011-064225 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  

8054240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054240 NON-EXPEDITED N US-BAYER-2011-064234 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, UNK 176 DAY BAYER
ABDOMINAL PAIN  

8054241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054241 NON-EXPEDITED N US-BAYER-2011-063278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S  BAYER
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Detailed Report
8054314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054314 NON-EXPEDITED N US-TEVA-291842USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8054315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054315 NON-EXPEDITED N US-BAYER-2011-062917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  

8054316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054316 NON-EXPEDITED N US-BAYER-2011-062964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
APPLICATION SITE IRRITATION  

8054318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054318 NON-EXPEDITED N OT US-BAYER-2011-064291 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8054319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054319 NON-EXPEDITED Y US-BAYER-2011-064021 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8054321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054321 NON-EXPEDITED Y OT US-BAYER-2011-063044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

8054322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054322 NON-EXPEDITED Y US-BAYER-2011-062959 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S UNK  BAYER
BREAST PAIN  
HOT FLUSH  
PAIN IN EXTREMITY  

8054324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054324 NON-EXPEDITED N US-BAYER-2011-062992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8054326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054326 NON-EXPEDITED Y OT US-BAYER-2011-062750 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HETEROTOPIC PREGNANCY LEVONORGESTREL S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8054394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054394 NON-EXPEDITED Y OT US-BAYER-2011-063255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8054454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054454 EXPEDITED (15-DAY) N OT AU-BAYER-2011-063513 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC NEOPLASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8054455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054455 EXPEDITED (15-DAY) N OT US-BAYER-2011-062915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8054456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054456 NON-EXPEDITED N US-TEVA-291915USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

8054523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054523 NON-EXPEDITED N US-TEVA-291924USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8054607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054607 NON-EXPEDITED N US-TEVA-291923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8054640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054640 NON-EXPEDITED N US-TEVA-291907USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8054675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054675 NON-EXPEDITED N US-TEVA-291931USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8054768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054768 NON-EXPEDITED N US-TEVA-291939USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MIGRAINE BIRTH CONTROL C ORAL  

8054805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054805 NON-EXPEDITED N US-BAYER-2011-008511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8054806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054806 NON-EXPEDITED Y US-BAYER-2011-007287 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8054807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054807 NON-EXPEDITED N OT US-BAYER-2011-064571 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT 153 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
DISCOMFORT  
SENSATION OF PRESSURE  
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8054808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054808 NON-EXPEDITED Y US-BAYER-2011-008251 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 76 DAY BAYER

8054810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054810 NON-EXPEDITED N US-BAYER-2011-008507 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8054812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8054812 NON-EXPEDITED Y US-BAYER-2011-012208 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8055353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055353 NON-EXPEDITED N US-TEVA-291936USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055418 NON-EXPEDITED N US-TEVA-292217USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8055483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055483 NON-EXPEDITED N US-TEVA-292275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8055494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055494 NON-EXPEDITED N US-TEVA-292270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055517 NON-EXPEDITED N US-TEVA-292264USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055534 NON-EXPEDITED N US-TEVA-292261USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8055544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055544 NON-EXPEDITED N US-TEVA-292258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055552 NON-EXPEDITED N US-TEVA-292232USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055570 NON-EXPEDITED N US-TEVA-292226USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8055616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055616 NON-EXPEDITED N US-TEVA-292220USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055634 NON-EXPEDITED N US-TEVA-292170USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ALBUTEROL SULFATE C  

8055643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055643 NON-EXPEDITED N US-TEVA-292126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8055662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8055662 NON-EXPEDITED N US-TEVA-291940USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8056823 EXPEDITED (15-DAY) Y HO JP-PFIZER
INC-2011152068

45 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day 8 DAY PFIZER

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER
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Detailed Report
8060284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2011 8060284 EXPEDITED (15-DAY) Y OT DE-PFIZER
INC-2011162117

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  PFIZER

CYSTITIS  

8011780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8011780 NON-EXPEDITED Y OT US-BAYER-2011-050098 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ABDOMINAL DISTENSION  
MALAISE  

8025010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8025010 NON-EXPEDITED N US-TEVA-289293USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8056072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056072 NON-EXPEDITED Y US-BAYER-2011-064541 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8056073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056073 NON-EXPEDITED Y US-BAYER-2011-010316 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1089 DAY BAYER
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8056074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056074 NON-EXPEDITED N US-BAYER-2011-064580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8056075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056075 NON-EXPEDITED N OT US-BAYER-2011-063439 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8056077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056077 NON-EXPEDITED Y US-BAYER-2011-064680 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 19 DAY BAYER

8056079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056079 NON-EXPEDITED Y US-BAYER-2011-064300 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg, CONT 1256 DAY BAYER
SOMNOLENCE  

8056080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056080 NON-EXPEDITED N US-BAYER-2011-063432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8056081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056081 NON-EXPEDITED N US-BAYER-2011-041221 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 162 DAY BAYER
ABDOMINAL PAIN  
DEVICE DIFFICULT TO USE  

8056084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056084 NON-EXPEDITED Y US-BAYER-2011-063427 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT  BAYER

8056086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056086 NON-EXPEDITED N OT US-BAYER-2011-064874 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8056087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056087 NON-EXPEDITED N US-BAYER-2011-008198 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

8056088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056088 NON-EXPEDITED Y OT US-BAYER-2011-063458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8056089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056089 EXPEDITED (15-DAY) Y OT US-BAYER-2011-063351 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTHYROIDISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8056090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056090 NON-EXPEDITED Y US-BAYER-2011-063470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
OVARIAN CYST  

8056091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056091 NON-EXPEDITED N US-BAYER-2011-063398 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 9 DAY BAYER

8056093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056093 NON-EXPEDITED N US-BAYER-2011-064655 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8056094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056094 NON-EXPEDITED Y US-BAYER-2011-008266 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

8056095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056095 NON-EXPEDITED Y OT US-BAYER-2011-064664 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
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Detailed Report
8056097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056097 EXPEDITED (15-DAY) N OT US-BAYER-2011-063350 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE HAEMORRHAGE MIRENA S CUTANEOUS  BAYER
PENIS INJURY  

8056098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056098 NON-EXPEDITED Y US-BAYER-2011-008512 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER

8056099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056099 NON-EXPEDITED N US-BAYER-2011-010040 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8056100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056100 NON-EXPEDITED Y US-BAYER-2011-008465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 207 DAY BAYER

8056101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056101 NON-EXPEDITED N US-BAYER-2011-008515 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 110 DAY BAYER

8056210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056210 NON-EXPEDITED N US-BAYER-2011-064668 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
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Detailed Report
8056211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056211 NON-EXPEDITED N US-BAYER-2011-064609 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 544 DAY BAYER

8056212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056212 NON-EXPEDITED Y HO,OT US-BAYER-2011-063920 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8056213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056213 NON-EXPEDITED N US-BAYER-2011-063954 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 195 DAY BAYER

8056565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056565 NON-EXPEDITED N US-TEVA-292313USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056567 NON-EXPEDITED N US-TEVA-292150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8056579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056579 NON-EXPEDITED N US-TEVA-292125USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8056618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056618 NON-EXPEDITED N US-TEVA-292225USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056707 NON-EXPEDITED N US-TEVA-292184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
NAUSEA  

8056726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056726 NON-EXPEDITED N US-TEVA-292214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056732 NON-EXPEDITED N US-TEVA-292169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056802 NON-EXPEDITED N US-TEVA-292257USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8056909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056909 NON-EXPEDITED N US-TEVA-292564USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056930 NON-EXPEDITED N US-TEVA-292456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056945 NON-EXPEDITED N US-TEVA-292159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8056967 NON-EXPEDITED N US-TEVA-292437USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057005 NON-EXPEDITED N US-TEVA-292448USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057036 NON-EXPEDITED N US-TEVA-292434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8057047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057047 NON-EXPEDITED N US-TEVA-292485USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057220 NON-EXPEDITED N US-TEVA-292544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057235 NON-EXPEDITED N US-TEVA-292611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8057236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057236 NON-EXPEDITED N US-TEVA-292791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057257 NON-EXPEDITED N US-TEVA-292885USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

GABAPENTIN C  
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8057270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057270 NON-EXPEDITED N US-TEVA-292821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057285 NON-EXPEDITED N US-TEVA-292855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057389 NON-EXPEDITED N US-TEVA-292925USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8057404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057404 NON-EXPEDITED N US-TEVA-292274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8057424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057424 NON-EXPEDITED N US-TEVA-292771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8057457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057457 NON-EXPEDITED N US-TEVA-292715USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057479 NON-EXPEDITED N US-TEVA-292616USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR OXYCODONE HYDROCHLORIDE C  

8057480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8057480 NON-EXPEDITED N US-TEVA-292548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8062429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8062429 DIRECT OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  
DEVICE BREAKAGE  

8735171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2011 8735171 DIRECT N RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHAGIA MIRENA S  
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7320967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 7320967 NON-EXPEDITED N DS,OT US-
BAYER-201016195NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
508 DAY BAYER

MENOMETRORRHAGIA  
MUSCLE SPASMS  
UTERINE PERFORATION  

7924187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 7924187 NON-EXPEDITED N OT US-BAYER-2011-034848 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 132 DAY BAYER
ABDOMINAL PAIN  

8021359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8021359 NON-EXPEDITED N OT US-BAYER-2011-055232 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER

8045025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8045025 NON-EXPEDITED N US-TEVA-291075USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
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8046058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8046058 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2011-062209 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOTIC STROKE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANAEMIA  
DIZZINESS  
HEADACHE  
LACUNAR INFARCTION  
MENORRHAGIA  
SPEECH DISORDER  

8046643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8046643 EXPEDITED (15-DAY) Y HO ZA-BAYER-2011-062370 35 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8047009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8047009 NON-EXPEDITED N US-TEVA-291296USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C ORAL 30 Milligram;  

8048611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8048611 NON-EXPEDITED N US-
BAYER-201014613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA LIKE ILLNESS MIRENA S  BAYER
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8048612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8048612 NON-EXPEDITED N US-
BAYER-201016434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S  BAYER

8048616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8048616 NON-EXPEDITED N US-
BAYER-201010555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER

8050655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8050655 NON-EXPEDITED N US-TEVA-291647USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8055271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8055271 NON-EXPEDITED N US-TEVA-291937USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA LITODENE C ORAL  

8057724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057724 NON-EXPEDITED N OT US-BAYER-2011-064869 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8057728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057728 NON-EXPEDITED N US-BAYER-2011-065328 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8057730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057730 NON-EXPEDITED N OT US-BAYER-2011-064575 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8057742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057742 NON-EXPEDITED N US-BAYER-2011-064845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8057745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057745 NON-EXPEDITED Y OT US-BAYER-2011-064665 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  

8057759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057759 NON-EXPEDITED N US-BAYER-2011-064846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8057992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057992 NON-EXPEDITED Y US-BAYER-2011-010334 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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8057993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057993 NON-EXPEDITED N US-BAYER-2011-008664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8057996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057996 NON-EXPEDITED Y US-BAYER-2011-010322 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8057997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057997 NON-EXPEDITED Y US-BAYER-2011-010240 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 203 DAY BAYER

8057998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057998 NON-EXPEDITED Y US-BAYER-2011-010004 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8057999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8057999 NON-EXPEDITED N US-BAYER-2011-010490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8058000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058000 NON-EXPEDITED Y US-BAYER-2011-008787 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
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8058014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058014 NON-EXPEDITED Y US-BAYER-2011-010477 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 448 DAY BAYER

8058233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058233 NON-EXPEDITED N US-BAYER-2011-012841 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8058234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058234 NON-EXPEDITED N US-BAYER-2011-010036 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8058236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058236 NON-EXPEDITED Y US-BAYER-2011-010519 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

8058239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058239 NON-EXPEDITED Y US-BAYER-2011-010587 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8058242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058242 NON-EXPEDITED N US-BAYER-2011-010178 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
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8058268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058268 NON-EXPEDITED N OT US-BAYER-2011-063923 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1281 DAY BAYER
FRUSTRATION  
INFERTILITY FEMALE  
METRORRHAGIA  

8058272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058272 NON-EXPEDITED Y US-BAYER-2011-064346 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DIFFICULT TO USE  

8058274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058274 NON-EXPEDITED N US-BAYER-2011-064103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8058275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058275 NON-EXPEDITED Y OT US-BAYER-2011-064285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8058290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058290 NON-EXPEDITED N OT US-BAYER-2011-063924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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8058296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058296 NON-EXPEDITED N US-TEVA-293237USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058300 NON-EXPEDITED N US-TEVA-292803USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C  
SUBOXONE C  

8058301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058301 NON-EXPEDITED N OT US-BAYER-2011-063749 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PROLAPSE  

8058305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058305 NON-EXPEDITED N US-TEVA-292869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058432 NON-EXPEDITED N US-BAYER-2011-063473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TONGUE GEOGRAPHIC MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HYPOAESTHESIA ORAL  
TONGUE ERUPTION  
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8058436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058436 NON-EXPEDITED N US-TEVA-292520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058462 NON-EXPEDITED N US-TEVA-292724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058466 NON-EXPEDITED Y US-BAYER-2011-011473 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8058467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058467 NON-EXPEDITED Y US-BAYER-2011-010906 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8058468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058468 NON-EXPEDITED Y US-BAYER-2011-010375 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER

8058469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058469 NON-EXPEDITED N US-BAYER-2011-019635 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 181 DAY BAYER
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8058500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058500 NON-EXPEDITED N US-TEVA-292735USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058532 NON-EXPEDITED N US-TEVA-292746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058576 NON-EXPEDITED N US-TEVA-292772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ARMOUR C  

8058597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058597 NON-EXPEDITED Y US-BAYER-2011-011450 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER

8058598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058598 NON-EXPEDITED N US-BAYER-2011-011029 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8058599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058599 NON-EXPEDITED N US-BAYER-2011-010980 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

8058600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058600 NON-EXPEDITED Y US-BAYER-2011-010807 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8058601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058601 NON-EXPEDITED N US-BAYER-2011-011409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8058603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058603 NON-EXPEDITED Y US-BAYER-2011-010973 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8058604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058604 NON-EXPEDITED Y US-BAYER-2011-010960 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8058644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058644 NON-EXPEDITED N US-TEVA-293036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8058719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058719 NON-EXPEDITED N US-BAYER-2011-049280 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 359 DAY BAYER

8058720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058720 NON-EXPEDITED N OT US-BAYER-2011-062214 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8058721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058721 NON-EXPEDITED N US-BAYER-2011-064550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8058839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058839 NON-EXPEDITED N US-TEVA-293022USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058865 NON-EXPEDITED Y US-BAYER-2011-011347 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8058866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058866 NON-EXPEDITED Y US-BAYER-2011-011023 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 93 DAY BAYER
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Detailed Report
8058867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058867 NON-EXPEDITED N US-BAYER-2011-010948 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8058870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058870 NON-EXPEDITED N US-TEVA-293030USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058897 NON-EXPEDITED N US-TEVA-293256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BETAINE HCL C  

8058927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058927 NON-EXPEDITED N US-TEVA-293216USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058942 NON-EXPEDITED N US-BAYER-2011-011786 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER
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Detailed Report
8058948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058948 NON-EXPEDITED Y US-BAYER-2011-011556 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
MENSTRUAL DISORDER  

8058949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058949 NON-EXPEDITED Y US-BAYER-2011-012171 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8058950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058950 NON-EXPEDITED Y US-BAYER-2011-011894 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8058952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058952 NON-EXPEDITED N US-TEVA-293337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058975 NON-EXPEDITED N US-TEVA-293316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8058980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8058980 NON-EXPEDITED N US-TEVA-293015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059000 NON-EXPEDITED N US-TEVA-292922USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059002 NON-EXPEDITED N US-TEVA-292897USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059024 NON-EXPEDITED N US-TEVA-292905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059025 NON-EXPEDITED N US-TEVA-292874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
BREAST PAIN  

8059051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059051 NON-EXPEDITED N US-TEVA-292854USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8059125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059125 NON-EXPEDITED N US-TEVA-292830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8059157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059157 NON-EXPEDITED N US-TEVA-293402USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8059178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059178 NON-EXPEDITED N US-TEVA-293234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059540 NON-EXPEDITED N US-TEVA-293278USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059547 NON-EXPEDITED N US-TEVA-293464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8059551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059551 NON-EXPEDITED N US-TEVA-293185USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059623 NON-EXPEDITED N US-TEVA-293374USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8059674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059674 NON-EXPEDITED N US-TEVA-293312USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DYSURIA  

8059683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2011 8059683 NON-EXPEDITED N US-TEVA-293338USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7889951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 7889951 EXPEDITED (15-DAY) N OT US-BAYER-2011-027553 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg/d, CONT 1762 DAY BAYER
HUMAN PAPILLOMA VIRUS TEST POSITIVE  
SMEAR CERVIX ABNORMAL  
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Detailed Report
7989258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 7989258 NON-EXPEDITED N OT US-BAYER-2011-047953 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 8 DAY BAYER
PAIN  

8021303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8021303 NON-EXPEDITED Y OT US-BAYER-2011-054814 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
PELVIC PAIN  

8022621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8022621 NON-EXPEDITED Y OT US-BAYER-2011-055435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S  BAYER

8026995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8026995 NON-EXPEDITED N US-TEVA-289599USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

8053833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8053833 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-063755 31 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 663 DAY BAYER
CAESAREAN SECTION  
DEVICE DISLOCATION  
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Detailed Report
8060029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060029 NON-EXPEDITED N US-BAYER-2011-064623 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8060033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060033 NON-EXPEDITED N OT US-BAYER-2011-064831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8060034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060034 NON-EXPEDITED Y US-BAYER-2011-065660 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8060035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060035 NON-EXPEDITED N US-BAYER-2011-064648 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8060041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060041 NON-EXPEDITED Y OT CA-BAYER-2011-059901 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  
PROCEDURAL PAIN  
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Detailed Report
8060077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060077 NON-EXPEDITED Y US-BAYER-2011-065217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8060110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060110 NON-EXPEDITED Y US-BAYER-2011-003506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER

8060111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060111 NON-EXPEDITED N US-BAYER-2011-061919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8060112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060112 NON-EXPEDITED N US-BAYER-2011-064054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 14 DAY BAYER

8060113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060113 NON-EXPEDITED N US-BAYER-2011-062922 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8060114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060114 NON-EXPEDITED N OT US-BAYER-2011-046670 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg, CONT  BAYER
ADNEXA UTERI CYST  

Page: 6,575 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8060115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060115 NON-EXPEDITED N US-BAYER-2011-061920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8060116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060116 NON-EXPEDITED N US-BAYER-2011-062604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 150 DAY BAYER

8060118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060118 NON-EXPEDITED N OT US-BAYER-2011-064269 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  

8060151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060151 NON-EXPEDITED Y US-BAYER-2010-008218 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8060152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060152 NON-EXPEDITED N US-BAYER-2010-007489 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER
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Detailed Report
8060153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060153 NON-EXPEDITED N US-
BAYER-201015066NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

8060156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060156 NON-EXPEDITED N US-BAYER-2011-064556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8060157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060157 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-064516 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK 1460 DAY BAYER
ACNE  
ARTHRALGIA  
DEPRESSION  

8060158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060158 NON-EXPEDITED N OT US-BAYER-2011-064272 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
HEADACHE  
INCREASED APPETITE  
NAUSEA  
PROCEDURAL COMPLICATION  
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Detailed Report
8060159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060159 NON-EXPEDITED N US-BAYER-2011-064301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  
PAIN  
UNEVALUABLE EVENT  

8060160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060160 NON-EXPEDITED Y US-BAYER-2011-064306 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8060233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060233 NON-EXPEDITED N US-BAYER-2011-061903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8060234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060234 NON-EXPEDITED Y US-BAYER-2011-065840 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8060235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060235 NON-EXPEDITED N US-BAYER-2011-064348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  

8060273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060273 NON-EXPEDITED Y US-BAYER-2010-006917 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 324 DAY BAYER

8060276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060276 NON-EXPEDITED N US-
BAYER-201016381NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8060277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060277 NON-EXPEDITED Y US-BAYER-2010-009295 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8060299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060299 NON-EXPEDITED Y US-BAYER-2011-065306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 673 DAY BAYER
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Detailed Report
8060300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060300 NON-EXPEDITED N OT US-BAYER-2011-063921 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
CHLOASMA  

8060311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060311 NON-EXPEDITED Y US-BAYER-2011-065810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8060642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060642 NON-EXPEDITED N US-BAYER-2011-062955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S UNK  BAYER

8060643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060643 NON-EXPEDITED N US-BAYER-2010-008294 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8060644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060644 NON-EXPEDITED Y US-BAYER-2010-008767 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8060646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060646 NON-EXPEDITED Y US-BAYER-2011-000033 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8060647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060647 NON-EXPEDITED Y US-BAYER-2010-007442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8060781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060781 NON-EXPEDITED N US-TEVA-293522USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BENADRYL C  

8060865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060865 NON-EXPEDITED N US-TEVA-293477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8060889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060889 NON-EXPEDITED N US-TEVA-293468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8060899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060899 NON-EXPEDITED N US-TEVA-293459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8060909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060909 NON-EXPEDITED N US-TEVA-293394USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8060939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060939 NON-EXPEDITED N US-TEVA-293373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8060942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060942 NON-EXPEDITED N US-TEVA-293367USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8060943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8060943 NON-EXPEDITED N US-TEVA-293383USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061082 NON-EXPEDITED N US-TEVA-293678USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061283 NON-EXPEDITED N US-TEVA-293675USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8061291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061291 NON-EXPEDITED N US-TEVA-293669USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061308 NON-EXPEDITED N US-TEVA-293649USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061389 NON-EXPEDITED N US-TEVA-293636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061415 NON-EXPEDITED N US-TEVA-293629USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061418 NON-EXPEDITED N US-TEVA-293679USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061448 NON-EXPEDITED N US-TEVA-293626USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,583 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8061471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061471 NON-EXPEDITED N US-TEVA-293663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061477 NON-EXPEDITED N US-BAYER-2011-064884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8061480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061480 NON-EXPEDITED N US-BAYER-2011-065773 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 331 DAY BAYER

8061481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061481 NON-EXPEDITED Y US-BAYER-2011-064662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8061482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061482 NON-EXPEDITED Y US-BAYER-2011-065311 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 328 DAY BAYER

8061483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061483 NON-EXPEDITED Y US-BAYER-2011-064830 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 995 DAY BAYER
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Detailed Report
8061563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061563 NON-EXPEDITED N US-TEVA-293660USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061592 NON-EXPEDITED N US-TEVA-293648USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061614 NON-EXPEDITED N US-TEVA-293633USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8061643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061643 NON-EXPEDITED N US-TEVA-293709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPNOEA  

8061726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061726 NON-EXPEDITED N US-TEVA-293711USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8061733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061733 NON-EXPEDITED N US-TEVA-293707USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8061738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8061738 NON-EXPEDITED N US-TEVA-293684USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8066311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8066311 DIRECT N HO,LT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8853638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2011 8853638 NON-EXPEDITED US-BAYER-2011-061918 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE UNK  BAYER
Drug hypersensitivity  
Urticaria  

7880992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7880992 NON-EXPEDITED Y HO US-BAYER-2011-025911 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
7916244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7916244 NON-EXPEDITED Y OT US-BAYER-2011-034111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

MIRENA S  BAYER

7956364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7956364 EXPEDITED (15-DAY) N OT US-BAYER-2011-040765 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
PROCEDURAL PAIN MIRENA S  BAYER
ABDOMINAL PAIN NEURONTIN C ORAL 900 mg, TID  
VULVOVAGINAL DISCOMFORT NAPROXEN C ORAL 500 mg, BID  
DIZZINESS CYMBALTA C ORAL 30 mg, BID  
ASTHENIA  
DEPRESSED MOOD  
FATIGUE  
HEADACHE  
MENORRHAGIA  
PELVIC PAIN  
PRURITUS  
URTICARIA  

7956369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7956369 NON-EXPEDITED Y HO AT-BAYER-2011-024817 35 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  
MENORRHAGIA  
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Detailed Report
7957094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7957094 EXPEDITED (15-DAY) N OT US-BAYER-2011-023779 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 179 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

7998638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 7998638 NON-EXPEDITED N US-TEVA-286789USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8012205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8012205 NON-EXPEDITED N OT US-BAYER-2011-050593 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
FUNGAL INFECTION  
GENITAL DISCHARGE  
MEDICAL DEVICE COMPLICATION  

8022807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8022807 NON-EXPEDITED N OT US-BAYER-2011-054903 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8024637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8024637 EXPEDITED (15-DAY) Y HO,LT,OT FR-BAYER-2011-055109 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
CARDIO-RESPIRATORY ARREST  
COLON INJURY  
DEVICE DISLOCATION  
INTRA-ABDOMINAL HAEMATOMA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  

8028043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8028043 NON-EXPEDITED Y OT US-BAYER-2011-057834 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8032583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8032583 EXPEDITED (15-DAY) Y FR-BAYER-2011-058246 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8045180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8045180 EXPEDITED (15-DAY) Y HO SE-
JNJFOC-20110705176

Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLESTASIS IBUPROFEN S ORAL  

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL  

8048619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8048619 NON-EXPEDITED N US-
BAYER-201016682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S  BAYER

8054357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8054357 NON-EXPEDITED N US-TEVA-291921USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8056491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8056491 NON-EXPEDITED N US-TEVA-292324USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8058431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8058431 NON-EXPEDITED N OT US-BAYER-2011-063446 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8061484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8061484 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-065496 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART DISEASE CONGENITAL MIRENA S TRANSPLACENTAL UNK  BAYER
ATRIAL SEPTAL DEFECT  
PULMONARY ARTERIAL WEDGE PRESSURE
DECREASED

 

TRICUSPID VALVE INCOMPETENCE  

8062136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062136 NON-EXPEDITED N US-
BAYER-201035965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8062137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062137 NON-EXPEDITED N US-
BAYER-201028059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062138 NON-EXPEDITED N US-
BAYER-201037546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8062139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062139 NON-EXPEDITED N US-
BAYER-201015927NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062140 NON-EXPEDITED Y US-
BAYER-201019590NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 357 DAY BAYER

8062141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062141 NON-EXPEDITED Y US-
BAYER-201018545NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8062143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062143 NON-EXPEDITED N US-
BAYER-201022523NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT 4 DAY BAYER

8062144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062144 NON-EXPEDITED Y US-
BAYER-201029986NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER
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Detailed Report
8062145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062145 NON-EXPEDITED N US-
BAYER-201019231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8062146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062146 NON-EXPEDITED N US-
BAYER-201016710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062147 NON-EXPEDITED N US-
BAYER-201016731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8062148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062148 NON-EXPEDITED N US-
BAYER-201029439NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

CONTRACEPTIVES NOS C UNK  

8062149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062149 NON-EXPEDITED N US-
BAYER-201036282NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER
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Detailed Report
8062150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062150 NON-EXPEDITED Y US-
BAYER-201023620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062151 NON-EXPEDITED N US-
BAYER-201035667NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8062152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062152 NON-EXPEDITED N US-
BAYER-201034907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8062154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062154 NON-EXPEDITED N US-
BAYER-201036345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
INCREASED APPETITE  

8062155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062155 NON-EXPEDITED N US-
BAYER-201016700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8062156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062156 NON-EXPEDITED N US-
BAYER-201019072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062157 NON-EXPEDITED N US-
BAYER-201019366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062158 NON-EXPEDITED N US-
BAYER-201034692NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062167 NON-EXPEDITED N US-BAYER-2011-055299 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062169 NON-EXPEDITED Y US-BAYER-2011-055992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8062170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062170 NON-EXPEDITED N US-
BAYER-201037701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  

8062171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062171 NON-EXPEDITED Y US-BAYER-2010-008656 14 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MENORRHAGIA  
UTERINE SPASM  

8062172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062172 NON-EXPEDITED N US-BAYER-2011-061576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8062173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062173 NON-EXPEDITED Y US-BAYER-2010-008201 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062174 NON-EXPEDITED N US-BAYER-2011-001031 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8062175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062175 NON-EXPEDITED N US-
BAYER-201039296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 453 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8062176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062176 NON-EXPEDITED Y US-BAYER-2010-006081 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 246 DAY BAYER

8062177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062177 NON-EXPEDITED N US-
BAYER-201039462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8062227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062227 NON-EXPEDITED N US-BAYER-2011-065468 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062228 NON-EXPEDITED N US-BAYER-2011-064820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
NO ADVERSE EVENT  
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Detailed Report
8062229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062229 NON-EXPEDITED N US-BAYER-2011-065733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062231 NON-EXPEDITED N US-BAYER-2011-065227 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8062232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062232 NON-EXPEDITED N OT US-BAYER-2011-065709 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 9 DAY BAYER
DISCOMFORT MIRENA S UNK  BAYER

8062237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062237 NON-EXPEDITED N US-BAYER-2011-065654 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8062238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062238 NON-EXPEDITED N OT US-BAYER-2011-065737 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062241 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2011-064406 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 µg, CONT 213 DAY BAYER
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Detailed Report
8062242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062242 NON-EXPEDITED N US-BAYER-2011-065072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER

8062245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062245 NON-EXPEDITED N OT US-BAYER-2011-065233 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
DECREASED APPETITE  
DIZZINESS  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  
VOMITING  

8062300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062300 NON-EXPEDITED Y US-
BAYER-201039973NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8062301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062301 NON-EXPEDITED Y US-BAYER-2010-009066 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE FAILURE  
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Detailed Report
8062302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062302 NON-EXPEDITED N US-
BAYER-201039454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INCREASED APPETITE  

8062304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062304 NON-EXPEDITED Y OT US-BAYER-2011-065351 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

MIRENA S  BAYER

8062305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062305 NON-EXPEDITED Y US-BAYER-2010-006872 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8062323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062323 NON-EXPEDITED N US-
BAYER-201017150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
GENITAL HAEMORRHAGE  

8062324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062324 NON-EXPEDITED N US-
BAYER-201023842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE MOVEMENT DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE INCREASED  
OEDEMA PERIPHERAL  
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Detailed Report
8062325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062325 NON-EXPEDITED N US-
BAYER-201021659NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER

8062326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062326 NON-EXPEDITED Y US-
BAYER-201017192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DEVICE DISLOCATION  

8062342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062342 NON-EXPEDITED N US-
BAYER-201018025NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062344 NON-EXPEDITED Y US-
BAYER-201035434NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8062346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062346 NON-EXPEDITED N US-
BAYER-201035435NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING  
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Detailed Report
8062347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062347 NON-EXPEDITED N US-
BAYER-201037665NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062348 NON-EXPEDITED N US-
BAYER-201039979NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8062349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062349 NON-EXPEDITED N US-
BAYER-201033462NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE UNK  BAYER

8062350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062350 NON-EXPEDITED Y US-
BAYER-201022561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8062353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062353 NON-EXPEDITED Y US-
BAYER-201040474NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8062354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062354 NON-EXPEDITED N US-
BAYER-201039888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062355 NON-EXPEDITED Y US-
BAYER-201039946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER
MUSCLE SPASMS  

8062356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062356 NON-EXPEDITED Y US-
BAYER-201039948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 173 DAY BAYER

8062380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062380 NON-EXPEDITED Y US-BAYER-2011-054266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062381 NON-EXPEDITED N US-BAYER-2011-066410 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8062513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062513 NON-EXPEDITED N US-BAYER-2010-009070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8062515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062515 NON-EXPEDITED N US-
BAYER-201039303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062516 NON-EXPEDITED N US-
BAYER-201024640NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8062517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062517 NON-EXPEDITED Y US-
BAYER-201018451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062519 NON-EXPEDITED N US-
BAYER-201018020NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
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Detailed Report
8062520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062520 NON-EXPEDITED N US-
BAYER-201039978NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 681 DAY BAYER

8062522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062522 NON-EXPEDITED N US-
BAYER-201031793NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062523 NON-EXPEDITED Y US-
BAYER-201021533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8062524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062524 NON-EXPEDITED N US-
BAYER-201039347NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  

8062525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062525 NON-EXPEDITED N US-BAYER-2011-066423 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT 556 DAY BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  
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8062563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062563 NON-EXPEDITED Y US-
BAYER-201030339NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 402 DAY BAYER

8062564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062564 NON-EXPEDITED Y US-
BAYER-201017859NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062565 NON-EXPEDITED Y US-
BAYER-201018014NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 411 DAY BAYER

8062566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062566 NON-EXPEDITED N US-
BAYER-201029665NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BACK PAIN  
PAIN IN EXTREMITY  

8062612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062612 NON-EXPEDITED N US-
BAYER-201038652NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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8062613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062613 NON-EXPEDITED Y US-BAYER-2011-000448 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8062614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062614 NON-EXPEDITED Y US-
BAYER-201039809NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8062616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062616 NON-EXPEDITED Y US-
BAYER-201040125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8062617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062617 NON-EXPEDITED N US-
BAYER-201039807NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TINNITUS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8062743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062743 NON-EXPEDITED Y US-BAYER-2011-063322 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
DEVICE EXPULSION  
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8062747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062747 NON-EXPEDITED N OT US-BAYER-2011-066489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8062836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062836 NON-EXPEDITED N US-TEVA-293727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8062913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062913 NON-EXPEDITED N US-TEVA-293725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8062956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062956 NON-EXPEDITED N US-TEVA-293720USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE LABETALOL HCL C ORAL 200 Milligram;  

8062975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062975 NON-EXPEDITED N US-
BAYER-201019068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
ABDOMINAL PAIN  
MUSCLE SPASMS  
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8062976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062976 NON-EXPEDITED Y US-
BAYER-201037017NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 335 DAY BAYER

8062977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062977 NON-EXPEDITED N US-
BAYER-201036765NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062978 NON-EXPEDITED Y US-
BAYER-201039847NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 37 DAY BAYER

8062979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062979 NON-EXPEDITED Y US-
BAYER-201039333NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8062980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062980 NON-EXPEDITED Y US-
BAYER-201019115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8062981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062981 NON-EXPEDITED N US-
BAYER-201036604NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8062982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062982 NON-EXPEDITED N US-
BAYER-201036762NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8062983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8062983 NON-EXPEDITED N US-
BAYER-201036767NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8063166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063166 EXPEDITED (15-DAY) Y OT GB-TEVA-293112ISR 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GAIT DISTURBANCE LEVONORGESTREL S UNKNOWN  DURAMED
DIZZINESS  
NAUSEA  
PALLOR  

8063238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063238 NON-EXPEDITED N US-
BAYER-201036906NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8063239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063239 NON-EXPEDITED Y US-
BAYER-201039901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8063241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063241 NON-EXPEDITED N US-
BAYER-201036753NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8063242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063242 NON-EXPEDITED N US-
BAYER-201025750NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
OVARIAN CYST  
PROCEDURAL PAIN  

8063277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063277 EXPEDITED (15-DAY) Y OT GB-TEVA-291156ISR 23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S UNKNOWN  DURAMED
ECTOPIC PREGNANCY  
Maternal exposure during pregnancy  

8063318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063318 NON-EXPEDITED N US-BAYER-2011-063006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
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8063319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063319 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-064403 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE UNK 79 DAY BAYER

8063335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063335 NON-EXPEDITED N OT US-BAYER-2011-065198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8063336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063336 EXPEDITED (15-DAY) Y OT US-BAYER-2011-064750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE OPERATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8063355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063355 NON-EXPEDITED Y OT US-BAYER-2011-066467 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8063359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063359 NON-EXPEDITED N OT US-BAYER-2011-066429 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  
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8063360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063360 NON-EXPEDITED Y OT US-BAYER-2011-065812 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DISCOMFORT  
PROCEDURAL COMPLICATION  

8063361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063361 NON-EXPEDITED N OT US-BAYER-2011-066498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8063363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063363 NON-EXPEDITED N OT US-BAYER-2011-065970 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  

8063364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063364 NON-EXPEDITED N US-BAYER-2011-065439 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8063365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063365 NON-EXPEDITED N OT US-BAYER-2011-066332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8063455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063455 NON-EXPEDITED N US-PFIZER
INC-2011169917

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN DEPO-PROVERA S UNK  PFIZER

PLAN B ONE-STEP S ORAL 1.5mg, 1x/day (1.5 mg, 1
in 1 D)

1 DAY

8063478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063478 NON-EXPEDITED N US-TEVA-294273USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8063498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063498 NON-EXPEDITED N US-TEVA-294275USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8063533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063533 NON-EXPEDITED N US-TEVA-294262USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8063598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063598 NON-EXPEDITED N US-TEVA-294223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  
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8063604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8063604 NON-EXPEDITED N US-TEVA-294176USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8105833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8105833 NON-EXPEDITED N DE 281612USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH LOSEASONIQUE S  

8105840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8105840 NON-EXPEDITED N OT 285022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL FIELD DEFECT LOSEASONIQUE S  
HEADACHE  

8735213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2011 8735213 NON-EXPEDITED Y US-
BAYER-201037512NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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6608846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 6608846 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200818456NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 UG/DAY,

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
DISORIENTATION  
EPILEPSY  
FALL  
FEELING OF BODY TEMPERATURE CHANGE  
ORAL PAIN  
OVARIAN CYST  
POOR QUALITY SLEEP  
TONGUE BITING  

7907030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 7907030 NON-EXPEDITED N US-TEVA-262417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8010310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8010310 EXPEDITED (15-DAY) Y HO ES-TEVA-285457ISR 22 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LEVONORGESTREL S UNKNOWN  DURAMED
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8057475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8057475 NON-EXPEDITED N US-TEVA-292702USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CYMBALTA C 50 Milligram;  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8064032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064032 NON-EXPEDITED N US-TEVA-294003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8064049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064049 NON-EXPEDITED N US-TEVA-294091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064079 NON-EXPEDITED N US-TEVA-294132USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064101 NON-EXPEDITED Y US-
BAYER-201037103NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8064102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064102 NON-EXPEDITED N US-
BAYER-201039909NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8064103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064103 NON-EXPEDITED Y US-
BAYER-201039067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8064104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064104 NON-EXPEDITED Y US-
BAYER-201034782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
DEVICE DISLOCATION  
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

8064105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064105 NON-EXPEDITED N US-
BAYER-201025903NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8064106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064106 NON-EXPEDITED N US-
BAYER-201032003NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8064107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064107 NON-EXPEDITED N US-
BAYER-201031994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 73 DAY BAYER

8064108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064108 NON-EXPEDITED N US-
BAYER-201037043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064109 NON-EXPEDITED N US-
BAYER-201032178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 281 DAY BAYER

8064110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064110 NON-EXPEDITED N US-
BAYER-201036956NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064111 NON-EXPEDITED Y US-BAYER-2011-048684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8064112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064112 NON-EXPEDITED Y US-
BAYER-201027584NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 588 DAY BAYER

8064113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064113 NON-EXPEDITED N US-
BAYER-201020922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064114 NON-EXPEDITED N US-
BAYER-201019253NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8064115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064115 NON-EXPEDITED Y US-
BAYER-201023338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8064116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064116 NON-EXPEDITED Y US-
BAYER-201038571NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 235 DAY BAYER
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Detailed Report
8064117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064117 NON-EXPEDITED Y US-
BAYER-201031892NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8064118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064118 NON-EXPEDITED Y US-
BAYER-201031947NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 8 DAY BAYER

8064119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064119 NON-EXPEDITED Y OT US-
BAYER-201030494NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
WITHDRAWAL BLEED  

8064120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064120 NON-EXPEDITED N US-
BAYER-201035172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064121 NON-EXPEDITED N US-
BAYER-201037434NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8064122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064122 NON-EXPEDITED N US-
BAYER-201023805NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8064123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064123 NON-EXPEDITED Y US-
BAYER-201035016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1148 DAY BAYER

8064124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064124 NON-EXPEDITED Y US-
BAYER-201037056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064125 NON-EXPEDITED Y US-
BAYER-201032044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 170 DAY BAYER

8064126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064126 NON-EXPEDITED N US-
BAYER-201035282NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8064127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064127 NON-EXPEDITED N US-
BAYER-201026901NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064128 NON-EXPEDITED Y US-
BAYER-201024360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FLUID RETENTION  
VAGINAL HAEMORRHAGE  

8064129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064129 NON-EXPEDITED N US-
BAYER-201017033NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8064130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064130 NON-EXPEDITED N US-
BAYER-201036859NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064131 NON-EXPEDITED Y US-
BAYER-201027711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
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Detailed Report
8064132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064132 NON-EXPEDITED N US-
BAYER-201018482NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8064133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064133 NON-EXPEDITED N US-
BAYER-201037058NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER

8064134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064134 NON-EXPEDITED N US-
BAYER-201017957NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
FEELING ABNORMAL  

8064135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064135 NON-EXPEDITED N US-
BAYER-201032028NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064136 NON-EXPEDITED N US-
BAYER-201017751NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8064137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064137 NON-EXPEDITED Y US-
BAYER-201027522NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8064138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064138 NON-EXPEDITED N US-
BAYER-201025331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064139 NON-EXPEDITED N US-
BAYER-201018347NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8064140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064140 NON-EXPEDITED Y US-
BAYER-201032400NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8064141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064141 NON-EXPEDITED Y US-
BAYER-201038944NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8064142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064142 NON-EXPEDITED Y US-
BAYER-201032045NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8064143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064143 NON-EXPEDITED Y US-
BAYER-201037013NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064144 NON-EXPEDITED N US-
BAYER-201041512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064145 NON-EXPEDITED N US-
BAYER-201039116NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064146 NON-EXPEDITED N US-
BAYER-201035346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8064147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064147 NON-EXPEDITED Y US-
BAYER-201037099NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 322 DAY BAYER

8064148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064148 NON-EXPEDITED N US-
BAYER-201040782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064149 NON-EXPEDITED N US-
BAYER-201038102NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8064150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064150 NON-EXPEDITED Y US-
BAYER-201038669NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  
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Detailed Report
8064151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064151 NON-EXPEDITED N US-
BAYER-201041443NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION MIRENA S  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8064152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064152 NON-EXPEDITED N US-
BAYER-201039907NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8064153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064153 NON-EXPEDITED Y US-
BAYER-201039975NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8064154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064154 NON-EXPEDITED N US-
BAYER-201039844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FUNGAL INFECTION DIFLUCAN C  
VAGINITIS BACTERIAL METROGEL C  
MEDICAL DEVICE COMPLICATION  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PAIN  
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Detailed Report
8064155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064155 NON-EXPEDITED N US-
BAYER-201041501NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8064156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064156 NON-EXPEDITED N US-
BAYER-201024260NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8064157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064157 NON-EXPEDITED N US-
BAYER-201039974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064158 NON-EXPEDITED Y US-
BAYER-201037298NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064160 NON-EXPEDITED Y US-
BAYER-201036952NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8064161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064161 NON-EXPEDITED Y US-
BAYER-201038496NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064162 NON-EXPEDITED N US-
BAYER-201040784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064163 NON-EXPEDITED Y US-
BAYER-201039812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064164 NON-EXPEDITED N US-
BAYER-201039297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8064165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064165 NON-EXPEDITED Y US-
BAYER-201039099NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8064166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064166 NON-EXPEDITED N US-
BAYER-201039390NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064167 NON-EXPEDITED N US-
BAYER-201041538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8064168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064168 NON-EXPEDITED N US-
BAYER-201039840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8064179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064179 NON-EXPEDITED N US-TEVA-294178USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8064214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064214 NON-EXPEDITED N US-TEVA-294244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
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Detailed Report
8064228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064228 NON-EXPEDITED N US-TEVA-294280USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMITRIPTYLINE
HYDROCHLORIDE

C  

SCRIRALINE C  
LAMOTRIGINE C  
TOPAMAX C  

8064261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064261 NON-EXPEDITED Y US-
BAYER-201017883NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 30 DAY BAYER

8064262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064262 NON-EXPEDITED N US-
BAYER-201013432NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION LITHIUM CARBONATE C  
ABDOMINAL PAIN  
MEDICAL DEVICE DISCOMFORT  
MENORRHAGIA  
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Detailed Report
8064263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064263 NON-EXPEDITED N US-
BAYER-201017700NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8064267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064267 NON-EXPEDITED N US-
BAYER-201041488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ANTIBIOTICS C  

8064268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064268 NON-EXPEDITED Y US-
BAYER-201038578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 184 DAY BAYER
MENORRHAGIA  

8064269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064269 NON-EXPEDITED Y US-
BAYER-201028582NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064270 NON-EXPEDITED Y US-
BAYER-201040070NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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Detailed Report
8064271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064271 NON-EXPEDITED N US-
BAYER-201040074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8064272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064272 NON-EXPEDITED N US-
BAYER-201038573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064273 NON-EXPEDITED N US-
BAYER-201037206NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 230 DAY BAYER

8064274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064274 NON-EXPEDITED Y US-
BAYER-201038584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 176 DAY BAYER
MEDICAL DEVICE PAIN  

8064275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064275 NON-EXPEDITED Y US-
BAYER-201037525NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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8064276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064276 NON-EXPEDITED Y US-
BAYER-201037420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064277 NON-EXPEDITED N US-
BAYER-201040640NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE  

8064278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064278 NON-EXPEDITED N US-
BAYER-201041039NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8064279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064279 NON-EXPEDITED N US-
BAYER-201021326NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8064280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064280 NON-EXPEDITED N US-
BAYER-201041520NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

MIRENA S  BAYER

8064281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064281 NON-EXPEDITED Y US-
BAYER-201032117NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8064282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064282 NON-EXPEDITED N US-
BAYER-201021185NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  

8064283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064283 NON-EXPEDITED N US-
BAYER-201032014NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
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8064284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064284 NON-EXPEDITED N US-
BAYER-201035157NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 96 DAY BAYER

8064293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064293 NON-EXPEDITED N US-TEVA-294288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064327 NON-EXPEDITED Y US-BAYER-2011-001062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064328 NON-EXPEDITED Y US-BAYER-2010-006793 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

8064329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064329 NON-EXPEDITED N US-BAYER-2010-009347 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064337 NON-EXPEDITED N US-BAYER-2011-002297 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8064338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064338 NON-EXPEDITED Y US-BAYER-2010-006778 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER
PAIN  

8064385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064385 NON-EXPEDITED N US-TEVA-294304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064403 EXPEDITED (15-DAY) Y OT US-BAYER-2011-062203 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
PRURITUS GENERALISED ANTIHISTAMINES C INTRAUTERINE 20 mcg/24hr, CONT  
URTICARIA ZYRTEC C  
FATIGUE CLARITIN C  
DISCOMFORT  
SOMNOLENCE  

8064404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064404 NON-EXPEDITED N US-TEVA-294305USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064429 NON-EXPEDITED N US-TEVA-294306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8064444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064444 NON-EXPEDITED N US-
BAYER-201025323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064445 NON-EXPEDITED Y US-
BAYER-201018718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
NAUSEA  
VOMITING  

8064451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064451 NON-EXPEDITED Y US-
BAYER-201039927NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064452 NON-EXPEDITED N US-
BAYER-201037522NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
COITAL BLEEDING  
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Detailed Report
8064453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064453 NON-EXPEDITED Y US-
BAYER-201028848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8064454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064454 NON-EXPEDITED N US-
BAYER-201037555NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064455 NON-EXPEDITED Y US-
BAYER-201040075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 126 DAY BAYER

8064456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064456 NON-EXPEDITED N US-
BAYER-201041438NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8064458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064458 NON-EXPEDITED N US-BAYER-2010-009192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8064459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064459 NON-EXPEDITED N US-
BAYER-201039977NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8064460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064460 NON-EXPEDITED N US-
BAYER-201024382NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN  
DIARRHOEA  
DIZZINESS  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8064461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064461 NON-EXPEDITED Y OT US-BAYER-2011-044015 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 267 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064462 NON-EXPEDITED N US-BAYER-2011-000568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8064463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064463 NON-EXPEDITED Y US-
BAYER-201036297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

8064464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064464 NON-EXPEDITED N US-BAYER-2011-000582 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8064465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064465 NON-EXPEDITED N US-TEVA-294312USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8064504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064504 NON-EXPEDITED N US-TEVA-294320USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064577 NON-EXPEDITED N US-
BAYER-201019762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 221 DAY BAYER
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Detailed Report
8064578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064578 NON-EXPEDITED Y US-BAYER-2011-048686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER

8064579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064579 NON-EXPEDITED N US-
BAYER-201020755NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8064580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064580 NON-EXPEDITED N US-
BAYER-201020279NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 38 DAY BAYER

MIRENA S  BAYER

8064623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064623 NON-EXPEDITED Y US-
BAYER-201031887NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8064624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064624 NON-EXPEDITED N US-
BAYER-201021341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8064625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064625 NON-EXPEDITED Y US-
BAYER-201027443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER

8064626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064626 NON-EXPEDITED N US-
BAYER-201021520NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S UNK  BAYER

AMOXICILLIN C UNK  

8064663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064663 NON-EXPEDITED N US-TEVA-294303USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8064664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064664 NON-EXPEDITED Y US-
BAYER-201041230NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064665 NON-EXPEDITED Y US-
BAYER-201040602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8064668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064668 NON-EXPEDITED N US-
BAYER-201040545NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8064672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064672 NON-EXPEDITED N US-
BAYER-201041367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8064673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064673 NON-EXPEDITED Y US-
BAYER-201041372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8064674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064674 NON-EXPEDITED N US-BAYER-2010-007217 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8064804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064804 NON-EXPEDITED N US-TEVA-294455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,645 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8064853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8064853 NON-EXPEDITED N US-TEVA-294469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8065041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065041 NON-EXPEDITED N US-
BAYER-201028677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8065042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065042 NON-EXPEDITED N US-
BAYER-201021192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8065043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065043 NON-EXPEDITED N US-
BAYER-201027465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8065044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065044 NON-EXPEDITED N US-
BAYER-201040129NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8065045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065045 NON-EXPEDITED N US-
BAYER-201025629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8065055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065055 NON-EXPEDITED N US-
BAYER-201041240NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8065056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065056 NON-EXPEDITED N US-
BAYER-201041263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8065065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065065 NON-EXPEDITED N US-TEVA-294467USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA BIRTH CONTROL PILL C  
CRYING  
FRUSTRATION  

8065145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065145 NON-EXPEDITED N US-
BAYER-201036543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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Detailed Report
8065146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065146 NON-EXPEDITED Y US-
BAYER-201041299NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

MIRENA S  BAYER

8065147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065147 NON-EXPEDITED Y US-
BAYER-201036191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8065148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065148 NON-EXPEDITED N US-
BAYER-201035158NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8065149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065149 NON-EXPEDITED N US-
BAYER-201038444NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8065150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065150 NON-EXPEDITED Y US-
BAYER-201036266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8065159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065159 NON-EXPEDITED N US-TEVA-294409USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR VALTREX C  

LAMISIL C  

8065221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065221 NON-EXPEDITED N US-TEVA-294506USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8065225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065225 NON-EXPEDITED N US-TEVA-294402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8065232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065232 NON-EXPEDITED N US-TEVA-294512USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8065260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065260 NON-EXPEDITED N US-TEVA-294438USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8065265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065265 NON-EXPEDITED Y US-
BAYER-201036213NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8065266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065266 NON-EXPEDITED Y US-
BAYER-201031888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8065289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065289 NON-EXPEDITED N US-TEVA-294484USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8065295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065295 EXPEDITED (15-DAY) N OT US-BAYER-2011-065411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN CANCER CLIMARA PRO S  BAYER
HOT FLUSH  
MIDDLE INSOMNIA  

8065318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065318 NON-EXPEDITED N US-TEVA-294493USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8065320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065320 EXPEDITED (15-DAY) N OT US-BAYER-2011-066342 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  

8065342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065342 EXPEDITED (15-DAY) Y OT US-BAYER-2011-066626 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
ALOPECIA  
INSOMNIA  
PRURITUS GENERALISED  
SWOLLEN TONGUE  
THROAT TIGHTNESS  
URTICARIA  

8065350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065350 NON-EXPEDITED N US-TEVA-294466USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
VOMITING  
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Detailed Report
8065370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8065370 NON-EXPEDITED N US-TEVA-294429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

8735242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2011 8735242 DIRECT Y OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS SEASONIQUE S ORAL ONE TABLET ONCE A

DAY PO
 DURAMED

7806844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 7806844 NON-EXPEDITED N OT US-BAYER-2011-012099 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 1787 DAY BAYER

AMENORRHOEA  

7918674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 7918674 NON-EXPEDITED N OT US-BAYER-2011-035742 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, UNK 57 DAY BAYER
PELVIC PAIN  
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Detailed Report
7949524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 7949524 NON-EXPEDITED N OT US-BAYER-2011-041604 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER
DEVICE DAMAGE MIRENA S  BAYER

7953356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 7953356 NON-EXPEDITED N HO,OT US-BAYER-2011-039301 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg, CONT 58 DAY BAYER

Procedural haemorrhage LIDOCAINE C UNK  
ANAEMIA  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
PROCEDURAL HEADACHE  

8011934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8011934 NON-EXPEDITED Y OT US-BAYER-2011-049742 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8012249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8012249 NON-EXPEDITED N OT US-BAYER-2011-051797 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 112 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION DOXYCYCLINE C ORAL 100 mg, BID  
PENILE PAIN  
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Detailed Report
8014196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8014196 NON-EXPEDITED N OT US-BAYER-2011-051860 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, ONCE 65 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  

8016545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8016545 NON-EXPEDITED N US-TEVA-288412USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8018452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8018452 EXPEDITED (15-DAY) Y EG-BAYER-2011-052506 38 YR Female EGY

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8060746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8060746 NON-EXPEDITED N US-TEVA-293409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8062303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8062303 NON-EXPEDITED Y OT US-BAYER-2011-066474 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 32 DAY BAYER
DEVICE EXPULSION  
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8065300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8065300 EXPEDITED (15-DAY) Y OT US-BAYER-2011-065290 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DRUG HYPERSENSITIVITY  
SWELLING FACE  
SWOLLEN TONGUE  
URTICARIA  

8066034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066034 NON-EXPEDITED N US-BAYER-2010-000261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 6 DAY BAYER

8066036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066036 NON-EXPEDITED N US-
BAYER-201010168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
MIGRAINE  
VAGINAL HAEMORRHAGE  

8066038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066038 NON-EXPEDITED Y US-BAYER-2011-019800 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 189 DAY BAYER
DEVICE EXPULSION  

Page: 6,655 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8066108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066108 NON-EXPEDITED N US-TEVA-294517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA BIRTH CONTROL C  
HEADACHE  

8066126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066126 NON-EXPEDITED N US-
BAYER-201017441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066127 NON-EXPEDITED Y US-
BAYER-201020083NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ANTIBIOTICS C  

8066128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066128 NON-EXPEDITED Y US-
BAYER-201017678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 38 DAY BAYER

8066129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066129 NON-EXPEDITED N US-
BAYER-201023292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 6,656 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8066130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066130 NON-EXPEDITED N US-
BAYER-201018341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MOOD ALTERED  
PREMENSTRUAL SYNDROME  

8066131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066131 NON-EXPEDITED N US-
BAYER-201019999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066132 NON-EXPEDITED N US-
BAYER-201023368NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 624 DAY BAYER

8066133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066133 NON-EXPEDITED N US-
BAYER-201017924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ADNEXA UTERI PAIN MIRENA S  BAYER
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Detailed Report
8066134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066134 NON-EXPEDITED N US-
BAYER-201017470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER

8066141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066141 NON-EXPEDITED N US-
BAYER-201041261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066142 NON-EXPEDITED N US-
BAYER-201033012NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
MULTIPLE ALLERGIES  
WEIGHT INCREASED  

8066143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066143 NON-EXPEDITED Y US-
BAYER-201041309NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066144 NON-EXPEDITED Y US-
BAYER-201041312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8066145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066145 NON-EXPEDITED N US-
BAYER-201041280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066146 NON-EXPEDITED N US-
BAYER-201041403NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 72 DAY BAYER

8066147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066147 NON-EXPEDITED N US-
BAYER-201041431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
POST PROCEDURAL DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  

8066148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066148 NON-EXPEDITED Y US-
BAYER-201035437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066149 NON-EXPEDITED N US-
BAYER-201039106NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER
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8066150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066150 NON-EXPEDITED Y US-
BAYER-201041191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066151 NON-EXPEDITED N US-
BAYER-201041333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
CHILLS  
PARAESTHESIA  

8066152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066152 NON-EXPEDITED N US-
BAYER-201040077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066153 NON-EXPEDITED Y US-
BAYER-201041419NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8066154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066154 NON-EXPEDITED Y US-
BAYER-201038485NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

8066155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066155 NON-EXPEDITED Y US-
BAYER-201032548NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8066156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066156 NON-EXPEDITED N US-
BAYER-201041337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8066157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066157 NON-EXPEDITED Y US-
BAYER-201037491NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 169 DAY BAYER

8066158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066158 NON-EXPEDITED N US-
BAYER-201041195NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8066159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066159 NON-EXPEDITED N US-
BAYER-201040823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8066161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066161 NON-EXPEDITED Y US-
BAYER-201032672NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

MIRENA S  BAYER

8066162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066162 NON-EXPEDITED N US-
BAYER-201039646NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
BREAST TENDERNESS  

8066163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066163 NON-EXPEDITED Y US-
BAYER-201027832NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 927 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8066164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066164 NON-EXPEDITED N US-
BAYER-201030936NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL BURNING SENSATION  
PRURITUS GENITAL  

8066165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066165 NON-EXPEDITED Y US-
BAYER-201038055NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER
ABDOMINAL PAIN LOWER  

8066166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066166 NON-EXPEDITED Y US-
BAYER-201036463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8066167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066167 NON-EXPEDITED N US-
BAYER-201040862NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 6,663 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8066168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066168 NON-EXPEDITED Y US-
BAYER-201039924NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8066169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066169 NON-EXPEDITED Y US-
BAYER-201040005NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

8066170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066170 NON-EXPEDITED Y US-
BAYER-201039034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER

MIRENA S  BAYER

8066171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066171 NON-EXPEDITED N US-
BAYER-201041343NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8066172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066172 NON-EXPEDITED N US-
BAYER-201041278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8066173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066173 NON-EXPEDITED N US-
BAYER-201039833NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
DEPRESSION  
HEADACHE  
URTICARIA  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8066174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066174 NON-EXPEDITED N US-
BAYER-201027853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066175 NON-EXPEDITED N US-
BAYER-201041355NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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8066176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066176 NON-EXPEDITED N US-
BAYER-201026429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066177 NON-EXPEDITED Y US-
BAYER-201029833NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8066182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066182 NON-EXPEDITED N US-
BAYER-201041094NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 31 DAY BAYER

8066184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066184 NON-EXPEDITED N US-
BAYER-201041088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066187 NON-EXPEDITED Y US-
BAYER-201041209NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 214 DAY BAYER
POST PROCEDURAL DISCOMFORT  
PROCEDURAL PAIN  
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Detailed Report
8066214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066214 NON-EXPEDITED N US-TEVA-294524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8066229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066229 NON-EXPEDITED N US-TEVA-294526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8066257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066257 NON-EXPEDITED N US-BAYER-2011-063054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8066262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066262 NON-EXPEDITED N OT US-BAYER-2011-065260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8066265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066265 NON-EXPEDITED N US-BAYER-2011-063020 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISORDER MIRENA S UNK  BAYER
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Detailed Report
8066267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066267 NON-EXPEDITED Y OT CA-BAYER-2011-051505 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
BACK PAIN  
DEVICE DIFFICULT TO USE  
MUSCULOSKELETAL DISCOMFORT  

8066368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066368 NON-EXPEDITED N US-TEVA-294528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8066378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066378 NON-EXPEDITED N US-
BAYER-201017781NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN UPPER  
DIZZINESS  
METRORRHAGIA  

8066379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066379 NON-EXPEDITED Y US-
BAYER-201030463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8066380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066380 NON-EXPEDITED N US-
BAYER-201024305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S 20 mcg/24hr, UNK  BAYER

8066381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066381 NON-EXPEDITED N US-
BAYER-201020249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER

8066382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066382 NON-EXPEDITED Y US-
BAYER-201017911NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 783 DAY BAYER

8066383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066383 NON-EXPEDITED N US-
BAYER-201017872NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN  

8066384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066384 NON-EXPEDITED Y US-
BAYER-201019254NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
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Detailed Report
8066385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066385 NON-EXPEDITED Y US-
BAYER-201040229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER
METRORRHAGIA  

8066386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066386 NON-EXPEDITED N US-
BAYER-201032669NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  

8066388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066388 NON-EXPEDITED N US-
BAYER-201041246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066392 NON-EXPEDITED N US-
BAYER-201028427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S  BAYER
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8066393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066393 NON-EXPEDITED N US-
BAYER-201041426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8066394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066394 NON-EXPEDITED Y US-
BAYER-201037493NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8066395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066395 NON-EXPEDITED Y US-
BAYER-201032608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8066396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066396 NON-EXPEDITED Y US-
BAYER-201036493NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8066397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066397 NON-EXPEDITED Y US-
BAYER-201041248NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 223 DAY BAYER

MIRENA S  BAYER

8066398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066398 NON-EXPEDITED N US-
BAYER-201018512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE con20 mcg/24hr, CONT 15 DAY BAYER
VAGINAL HAEMORRHAGE  

8066532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066532 NON-EXPEDITED N US-TEVA-294480USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8066543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066543 NON-EXPEDITED Y US-BAYER-2010-009146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066547 NON-EXPEDITED Y US-BAYER-2011-000485 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8066548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066548 NON-EXPEDITED N US-BAYER-2011-000591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066549 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-066987 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTOID REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
BURNING SENSATION FLUOXETINE C  
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DERMATITIS ACNEIFORM  
HEADACHE  
MOUTH ULCERATION  
ORAL DISCOMFORT  
OROPHARYNGEAL PAIN  
PRURITUS GENERALISED  
THROAT IRRITATION  

8066550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066550 NON-EXPEDITED Y US-BAYER-2010-006795 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 79 DAY BAYER

MIRENA S  BAYER

8066554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066554 NON-EXPEDITED N US-BAYER-2011-065333 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
PAIN  
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Detailed Report
8066555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066555 NON-EXPEDITED Y US-BAYER-2011-000546 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066556 NON-EXPEDITED Y US-BAYER-2010-008533 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8066557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066557 NON-EXPEDITED N OT US-BAYER-2011-065423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 246 DAY BAYER

8066558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066558 NON-EXPEDITED N OT US-BAYER-2011-065415 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8066560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066560 NON-EXPEDITED Y OT US-BAYER-2011-065315 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1825 DAY BAYER
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Detailed Report
8066562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066562 NON-EXPEDITED Y OT US-BAYER-2011-066361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
PAIN  

8066572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066572 NON-EXPEDITED N US-TEVA-294487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8066606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066606 NON-EXPEDITED N US-TEVA-294515USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8066643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066643 NON-EXPEDITED Y US-
BAYER-201027572NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066644 NON-EXPEDITED Y US-
BAYER-201030121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER
UTERINE SPASM  
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Detailed Report
8066645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066645 NON-EXPEDITED N US-
BAYER-201041066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

8066646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066646 NON-EXPEDITED Y US-
BAYER-201025162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8066647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066647 NON-EXPEDITED N US-
BAYER-201041234NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066649 NON-EXPEDITED Y US-BAYER-2010-008552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER
PAIN  
UTERINE SPASM  

8066651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066651 NON-EXPEDITED Y US-
BAYER-201036025NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8066652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066652 NON-EXPEDITED Y OT US-BAYER-2011-067033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8066653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066653 NON-EXPEDITED N US-
BAYER-201031505NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 664 DAY BAYER

8066654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066654 NON-EXPEDITED N US-
BAYER-201036130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066655 NON-EXPEDITED Y US-BAYER-2010-008056 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066657 NON-EXPEDITED N US-
BAYER-201038969NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 792 DAY BAYER
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8066658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066658 NON-EXPEDITED N OT US-BAYER-2011-067057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
DEPRESSION  
DYSPAREUNIA  
INFECTION  
IRRITABILITY  
NAUSEA  
PAIN  
PAIN IN EXTREMITY  
PATIENT-DEVICE INCOMPATIBILITY  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PRURITUS  
VULVOVAGINAL SWELLING  

8066659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066659 NON-EXPEDITED Y US-
BAYER-201025071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8066663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066663 NON-EXPEDITED N US-TEVA-294521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
THROMBOSIS  
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Detailed Report
8066713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066713 NON-EXPEDITED N OT US-BAYER-2011-067034 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8066714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066714 NON-EXPEDITED N OT US-BAYER-2011-067146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
FATIGUE  
HEADACHE  

8066715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066715 NON-EXPEDITED N OT US-BAYER-2011-067116 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

MIRENA S  BAYER

8066717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066717 NON-EXPEDITED Y US-BAYER-2011-067081 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8066718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066718 NON-EXPEDITED Y US-BAYER-2011-067118 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
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8066719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066719 NON-EXPEDITED Y OT US-BAYER-2011-067098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8066720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066720 NON-EXPEDITED Y OT US-BAYER-2011-067125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8066721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066721 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-066151 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DILATION AND CURETTAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DEPOSIT ISSUE  

8066722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066722 NON-EXPEDITED N US-BAYER-2011-067067 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8066780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066780 NON-EXPEDITED N OT US-BAYER-2011-067418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8066781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066781 NON-EXPEDITED N US-BAYER-2011-067217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER
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8066783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066783 NON-EXPEDITED Y OT US-BAYER-2011-067710 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 µg, CONT  BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

8066785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066785 EXPEDITED (15-DAY) N OT US-BAYER-2011-067597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FATIGUE  
INSOMNIA  

8066787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066787 NON-EXPEDITED N OT US-BAYER-2011-067487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
ABDOMINAL PAIN  

8066788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066788 NON-EXPEDITED Y OT US-BAYER-2011-067468 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8066789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066789 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-067545 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST CANCER  
DEVICE DISLOCATION  
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8066790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066790 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-067403 51 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BREAST MASS ESTRADERM C  

8066791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066791 NON-EXPEDITED Y HO,OT DE-BAYER-2011-067278 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8066986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8066986 NON-EXPEDITED N US-TEVA-294529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

INSULIN C  

8067024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067024 NON-EXPEDITED N US-TEVA-294525USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8067060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067060 NON-EXPEDITED N US-TEVA-294531USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8067065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067065 NON-EXPEDITED N US-TEVA-294530USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8067074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067074 NON-EXPEDITED Y US-
BAYER-201024118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8067075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067075 NON-EXPEDITED Y US-
BAYER-201028360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER

8067076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067076 NON-EXPEDITED Y US-
BAYER-201023353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8067078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067078 NON-EXPEDITED Y US-
BAYER-201027823NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER
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8067079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067079 NON-EXPEDITED Y US-
BAYER-201028356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8067080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067080 NON-EXPEDITED N US-
BAYER-201023872NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 279 DAY BAYER

8067082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067082 NON-EXPEDITED N US-
BAYER-201031291NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  

8067085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067085 NON-EXPEDITED N US-
BAYER-201041388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

8067086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067086 NON-EXPEDITED N US-
BAYER-201037075NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, UNK  BAYER
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8067087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067087 NON-EXPEDITED N US-
BAYER-201032147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINITIS BACTERIAL  

8067088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067088 NON-EXPEDITED N US-
BAYER-201031294NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
DYSPAREUNIA  

8067089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067089 NON-EXPEDITED N US-
BAYER-201041314NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8067090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067090 NON-EXPEDITED Y US-
BAYER-201041301NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8067091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067091 NON-EXPEDITED N US-
BAYER-201036123NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 10 DAY BAYER
FATIGUE  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8067092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067092 NON-EXPEDITED N US-
BAYER-201040018NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

MIRENA S  BAYER

8067093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067093 NON-EXPEDITED N US-
BAYER-201040423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 µg/d, CONT  BAYER

8067095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067095 NON-EXPEDITED Y US-BAYER-2010-008161 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8067096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067096 NON-EXPEDITED Y US-
BAYER-201041531NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8067097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067097 NON-EXPEDITED Y US-
BAYER-201040883NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8067098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067098 NON-EXPEDITED Y US-
BAYER-201041323NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER

8067099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067099 NON-EXPEDITED Y US-
BAYER-201031884NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8067101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067101 NON-EXPEDITED N US-BAYER-2011-000168 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8067102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067102 NON-EXPEDITED Y US-BAYER-2011-000633 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8067177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067177 NON-EXPEDITED N US-TEVA-294709USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8067278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067278 NON-EXPEDITED Y US-
BAYER-201031881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8067279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067279 NON-EXPEDITED Y US-
BAYER-201019815NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  

8067280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067280 NON-EXPEDITED N OT US-BAYER-2011-067917 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8067283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8067283 NON-EXPEDITED N US-BAYER-2011-067048 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
METRORRHAGIA MIRENA S  BAYER
MENORRHAGIA MEDIACATION (NOS) C  
ABDOMINAL PAIN  
ANGER  
CRYING  
DEPRESSION  
FRUSTRATION  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  

8737738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2011 8737738 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  BAYER
MUSCLE SPASMS  

7944254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 7944254 NON-EXPEDITED N OT US-BAYER-2011-038717 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE IBUPROFEN C  
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7969561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 7969561 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-043724 24 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CEREBROVASCULAR ACCIDENT MIRENA S  BAYER
HYPOAESTHESIA NEXIUM C 40 mg, QD  
ANXIETY  

8049386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8049386 NON-EXPEDITED Y OT US-BAYER-2011-062872 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, QD 13 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8060030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8060030 NON-EXPEDITED Y OT US-BAYER-2011-064844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 134 DAY BAYER
DEVICE EXPULSION  

8060032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8060032 NON-EXPEDITED Y OT US-BAYER-2011-064684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8060808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8060808 NON-EXPEDITED N US-TEVA-293521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR DEPO SHOT C  
ABDOMINAL PAIN UPPER  
MENORRHAGIA  

8066190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8066190 NON-EXPEDITED N US-TEVA-294522USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8067267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8067267 NON-EXPEDITED Y US-
BAYER-201036222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER
PAIN  

8068179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068179 NON-EXPEDITED N US-TEVA-294678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8068184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068184 NON-EXPEDITED N US-TEVA-294680USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068195 NON-EXPEDITED Y US-
BAYER-201023084NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8068197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068197 NON-EXPEDITED Y US-
BAYER-201019816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
ABDOMINAL PAIN  
HAEMORRHAGE  

8068198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068198 NON-EXPEDITED N US-
BAYER-201041093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068199 NON-EXPEDITED Y US-
BAYER-201031876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 233 DAY BAYER
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Detailed Report
8068201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068201 NON-EXPEDITED N US-
BAYER-201027389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  

8068202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068202 NON-EXPEDITED N US-
BAYER-201031387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8068203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068203 NON-EXPEDITED Y US-
BAYER-201040040NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8068204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068204 NON-EXPEDITED N US-
BAYER-201033904NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 470 DAY BAYER

8068205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068205 NON-EXPEDITED Y US-
BAYER-201034064NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 389 DAY BAYER
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Detailed Report
8068206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068206 NON-EXPEDITED N US-
BAYER-201039952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 188 DAY BAYER

8068207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068207 NON-EXPEDITED N US-
BAYER-201036300NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8068208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068208 NON-EXPEDITED Y US-
BAYER-201032604NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 190 DAY BAYER

8068209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068209 NON-EXPEDITED N US-
BAYER-201035966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8068210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068210 NON-EXPEDITED N US-
BAYER-201032025NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
FEELING HOT  
RASH  

8068211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068211 NON-EXPEDITED Y US-
BAYER-201032974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068212 NON-EXPEDITED N US-
BAYER-201040638NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  BAYER

8068213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068213 NON-EXPEDITED N US-
BAYER-201031367NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
NAUSEA  
NERVOUSNESS  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8068214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068214 NON-EXPEDITED N US-
BAYER-201028895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
INCREASED APPETITE  
NAUSEA  

8068219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068219 NON-EXPEDITED Y US-
BAYER-201024618NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 1 DAY BAYER

8068220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068220 NON-EXPEDITED N US-
BAYER-201021196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 266 DAY BAYER

8068221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068221 NON-EXPEDITED Y US-
BAYER-201029835NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8068223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068223 NON-EXPEDITED N US-
BAYER-201031662NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8068224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068224 NON-EXPEDITED N US-
BAYER-201040093NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8068225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068225 NON-EXPEDITED Y US-
BAYER-201035145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8068226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068226 NON-EXPEDITED Y US-
BAYER-201039283NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8068227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068227 NON-EXPEDITED Y US-BAYER-2011-002790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8068229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068229 NON-EXPEDITED Y US-BAYER-2011-067166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S  BAYER

8068230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068230 NON-EXPEDITED Y US-
BAYER-201041412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068232 NON-EXPEDITED Y US-
BAYER-201041140NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUAL DISORDER  

8068234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068234 NON-EXPEDITED Y US-BAYER-2011-053997 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8068235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068235 NON-EXPEDITED Y US-
BAYER-201041069NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

Page: 6,698 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8068236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068236 NON-EXPEDITED N US-
BAYER-201041242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8068237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068237 NON-EXPEDITED N US-BAYER-2011-055853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8068238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068238 NON-EXPEDITED Y US-
BAYER-201041297NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER
GENITAL HAEMORRHAGE  

8068239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068239 NON-EXPEDITED Y US-
BAYER-201040844NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068240 NON-EXPEDITED N US-BAYER-2011-056578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8068242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068242 NON-EXPEDITED N US-BAYER-2011-000419 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 480 DAY BAYER

8068243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068243 NON-EXPEDITED N US-
BAYER-201041231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068244 NON-EXPEDITED N US-
BAYER-201041357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
PRURITUS  

8068245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068245 NON-EXPEDITED N US-BAYER-2011-040017 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8068246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068246 NON-EXPEDITED N US-
BAYER-201041287NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 81 DAY BAYER
MENORRHAGIA  
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Detailed Report
8068247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068247 NON-EXPEDITED N US-
BAYER-201041081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINITIS BACTERIAL  

8068250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068250 NON-EXPEDITED N US-
BAYER-201041529NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068291 NON-EXPEDITED N US-TEVA-294703USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068341 NON-EXPEDITED Y US-
BAYER-201024135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8068342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068342 NON-EXPEDITED Y US-
BAYER-201020290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8068343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068343 NON-EXPEDITED N US-
BAYER-201041254NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8068344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068344 NON-EXPEDITED N US-BAYER-2011-001100 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068345 NON-EXPEDITED N US-
BAYER-201041051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068346 NON-EXPEDITED Y US-
BAYER-201031831NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 275 DAY BAYER

8068347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068347 NON-EXPEDITED N US-
BAYER-201040678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8068348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068348 NON-EXPEDITED Y US-
BAYER-201027555NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8068349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068349 NON-EXPEDITED N US-BAYER-2011-000173 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8068350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068350 NON-EXPEDITED N US-
BAYER-201041451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S UNK  BAYER
FUNGAL INFECTION  
UPPER RESPIRATORY TRACT INFECTION  

8068351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068351 NON-EXPEDITED Y US-
BAYER-201031875NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL 20 mcg/24hr, CONT 105 DAY BAYER

MIRENA S  BAYER

8068352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068352 NON-EXPEDITED N US-BAYER-2011-001735 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
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Detailed Report
8068353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068353 NON-EXPEDITED Y US-
BAYER-201028271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg, CONT 227 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8068428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068428 NON-EXPEDITED N US-TEVA-294706USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068506 NON-EXPEDITED Y US-BAYER-2010-008956 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8068507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068507 NON-EXPEDITED Y US-
BAYER-201041350NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8068508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068508 NON-EXPEDITED N US-
BAYER-201041506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8068509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068509 NON-EXPEDITED Y US-
BAYER-201031363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8068510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068510 NON-EXPEDITED Y US-
BAYER-201032040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8068511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068511 NON-EXPEDITED N US-
BAYER-201023568NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HUMAN PAPILLOMA VIRUS TEST POSITIVE  

8068512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068512 NON-EXPEDITED Y US-
BAYER-201041381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068513 NON-EXPEDITED N US-
BAYER-201031833NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 187 DAY BAYER
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Detailed Report
8068515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068515 NON-EXPEDITED N US-
BAYER-201033167NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8068516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068516 NON-EXPEDITED N US-
BAYER-201028779NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 1 DAY BAYER

8068518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068518 NON-EXPEDITED N US-BAYER-2011-001753 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 886 DAY BAYER

8068519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068519 NON-EXPEDITED N US-BAYER-2011-001728 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 297 DAY BAYER
PELVIC PAIN  

8068520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068520 NON-EXPEDITED Y US-BAYER-2011-001671 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8068531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068531 NON-EXPEDITED N US-TEVA-294707USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
NAUSEA  

8068535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068535 NON-EXPEDITED N OT US-BAYER-2011-067105 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN UPPER  
ASTHENIA  
MIGRAINE  
NAUSEA  
PENILE PAIN  
VAGINAL DISCHARGE  

8068551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068551 NON-EXPEDITED N OT US-BAYER-2011-067427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

LOESTRIN FE 1/20 28 DAY C  

8068552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068552 NON-EXPEDITED N OT US-BAYER-2011-067912 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8068655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068655 NON-EXPEDITED Y US-
BAYER-201030053NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8068656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068656 NON-EXPEDITED N US-
BAYER-201031990NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 243 DAY BAYER

8068657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068657 NON-EXPEDITED N US-
BAYER-201019118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION URGENCY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8068658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068658 NON-EXPEDITED N US-
BAYER-201031984NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8068659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068659 NON-EXPEDITED N US-
BAYER-201019670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FATIGUE  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  
PAIN  
WEIGHT INCREASED  

8068660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068660 NON-EXPEDITED N US-
BAYER-201030993NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068672 NON-EXPEDITED Y US-
BAYER-201041376NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 281 DAY BAYER
GENITAL HAEMORRHAGE  

8068673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068673 NON-EXPEDITED Y US-
BAYER-201033229NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 330 DAY BAYER
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Detailed Report
8068679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068679 NON-EXPEDITED N US-
BAYER-201032226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8068681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068681 NON-EXPEDITED N US-
BAYER-201041406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8068683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068683 NON-EXPEDITED N US-TEVA-294715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068685 NON-EXPEDITED N US-TEVA-294656USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068706 NON-EXPEDITED N US-TEVA-294532USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PROBIOTICS C  
DIZZINESS VITAMINS C  
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Detailed Report
8068713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068713 NON-EXPEDITED N US-TEVA-294716USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068736 NON-EXPEDITED N US-TEVA-294714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8068779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068779 NON-EXPEDITED N US-TEVA-294710USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIARRHOEA  
POLLAKIURIA  

8068784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068784 NON-EXPEDITED N US-TEVA-294717USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8068821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068821 NON-EXPEDITED N US-TEVA-294679USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8068890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068890 NON-EXPEDITED N US-TEVA-294677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  

8068926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068926 NON-EXPEDITED N US-TEVA-294660USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8068995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8068995 NON-EXPEDITED N US-TEVA-294651USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8069013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069013 NON-EXPEDITED N US-TEVA-294626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8069048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069048 NON-EXPEDITED N US-TEVA-294723USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8069070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069070 NON-EXPEDITED N US-TEVA-294724USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8069157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069157 NON-EXPEDITED Y US-
BAYER-201041411NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 171 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8069158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069158 NON-EXPEDITED Y US-
BAYER-201032866NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER

8069159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069159 NON-EXPEDITED N US-
BAYER-201032011NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8069160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069160 NON-EXPEDITED Y US-
BAYER-201034041NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 231 DAY BAYER
MENSTRUAL DISORDER  

8069162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069162 NON-EXPEDITED Y US-
BAYER-201027843NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8069163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069163 NON-EXPEDITED N US-
BAYER-201031837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  

8069164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069164 NON-EXPEDITED Y US-
BAYER-201031890NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8069428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069428 NON-EXPEDITED N US-TEVA-294886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8069479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069479 NON-EXPEDITED N US-TEVA-294900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8069485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069485 NON-EXPEDITED N US-TEVA-294850USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8069499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069499 NON-EXPEDITED N US-TEVA-294813USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  

8069582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069582 NON-EXPEDITED N US-TEVA-294802USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Freedom of Information Act (FOIA) 

Detailed Report
8069603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069603 NON-EXPEDITED N US-TEVA-294822USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER PHENAZOPYRIDINE

HYDROCHLORIDE
S  

VOMITING WELLBUTRIN C  
NAUSEA THIORIDAZINE HYDROCHLORIDE C  

8069678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069678 NON-EXPEDITED N US-TEVA-294888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8069925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8069925 NON-EXPEDITED N US-TEVA-294923USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8730960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 8730960 DIRECT Y HO 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 TABLET DAILY FOR

THE LAST 2.5 YEARS
 

PAIN IN EXTREMITY  
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Detailed Report
7368508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 7368508 NON-EXPEDITED Y OT US-
BAYER-201019811NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

7919791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 7919791 NON-EXPEDITED Y US-BAYER-2011-032736 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

8021318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8021318 NON-EXPEDITED Y DS,OT US-BAYER-2011-054265 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER
PROCEDURAL PAIN  

8060117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8060117 EXPEDITED (15-DAY) N OT US-BAYER-2011-049635 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S UNK  BAYER
DYSPAREUNIA  
VAGINAL INFLAMMATION  
VAGINAL LACERATION  
VAGINITIS BACTERIAL  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL DRYNESS  
VULVOVAGINAL MYCOTIC INFECTION  
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Detailed Report
8064341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8064341 NON-EXPEDITED Y US-BAYER-2011-052717 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT 149 DAY BAYER

8064720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8064720 NON-EXPEDITED N US-TEVA-294300USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8064774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8064774 NON-EXPEDITED N US-TEVA-294461USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PHENDIMETRAZINE C  
DIARRHOEA  
DIZZINESS  

8064827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8064827 NON-EXPEDITED N US-TEVA-294432USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8068241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8068241 NON-EXPEDITED N OT US-BAYER-2011-067104 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8070335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070335 NON-EXPEDITED N US-
BAYER-201022075NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8070336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070336 NON-EXPEDITED Y US-
BAYER-201018122NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER

8070337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070337 NON-EXPEDITED N US-
BAYER-201017577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER
BACK PAIN  
GENITAL HAEMORRHAGE  

8070338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070338 NON-EXPEDITED N US-
BAYER-201021538NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8070339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070339 NON-EXPEDITED N US-
BAYER-201020921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
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Detailed Report
8070340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070340 NON-EXPEDITED Y US-
BAYER-201017576NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, CONT 419 DAY BAYER
MENORRHAGIA  

8070341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070341 NON-EXPEDITED N US-
BAYER-201017816NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  

8070342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070342 NON-EXPEDITED Y US-
BAYER-201025320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070343 NON-EXPEDITED Y US-
BAYER-201025632NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

8070344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070344 NON-EXPEDITED N US-
BAYER-201025450NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
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8070345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070345 NON-EXPEDITED Y US-
BAYER-201025308NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 448 DAY BAYER

8070346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070346 NON-EXPEDITED N US-
BAYER-201022535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8070347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070347 NON-EXPEDITED Y US-
BAYER-201026481NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070348 NON-EXPEDITED N US-
BAYER-201026175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070349 NON-EXPEDITED Y US-
BAYER-201026826NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 449 DAY BAYER
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Detailed Report
8070350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070350 NON-EXPEDITED Y US-
BAYER-201028592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8070351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070351 NON-EXPEDITED Y US-
BAYER-201027098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8070352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070352 NON-EXPEDITED N US-
BAYER-201027211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070353 NON-EXPEDITED N US-
BAYER-201027094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER
PAIN  

8070354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070354 NON-EXPEDITED Y US-
BAYER-201030599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
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Detailed Report
8070355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070355 NON-EXPEDITED N US-
BAYER-201028451NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070356 NON-EXPEDITED Y US-
BAYER-201027324NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8070357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070357 NON-EXPEDITED N US-
BAYER-201023328NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070358 NON-EXPEDITED Y US-
BAYER-201037358NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070359 NON-EXPEDITED Y US-
BAYER-201041112NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER
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Detailed Report
8070360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070360 NON-EXPEDITED N US-
BAYER-201035276NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
DYSMENORRHOEA  

8070361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070361 NON-EXPEDITED N US-
BAYER-201041255NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070362 NON-EXPEDITED Y US-
BAYER-201037516NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8070363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070363 NON-EXPEDITED N US-
BAYER-201033118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070364 NON-EXPEDITED Y US-
BAYER-201031913NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070365 NON-EXPEDITED Y US-
BAYER-201041217NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8070366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070366 NON-EXPEDITED Y US-
BAYER-201032559NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 130 DAY BAYER

8070367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070367 NON-EXPEDITED Y US-
BAYER-201041467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8070368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070368 NON-EXPEDITED N US-
BAYER-201041279NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070369 NON-EXPEDITED N US-
BAYER-201041117NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
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Detailed Report
8070370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070370 NON-EXPEDITED N US-
BAYER-201038937NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8070371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070371 NON-EXPEDITED Y US-
BAYER-201037325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8070372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070372 NON-EXPEDITED N US-
BAYER-201041274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070373 NON-EXPEDITED N US-
BAYER-201041284NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8070374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070374 NON-EXPEDITED N US-
BAYER-201038803NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8070375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070375 NON-EXPEDITED Y US-
BAYER-201034675NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8070376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070376 NON-EXPEDITED Y US-
BAYER-201034452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070377 NON-EXPEDITED Y US-
BAYER-201039075NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070378 NON-EXPEDITED Y US-
BAYER-201037480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070379 NON-EXPEDITED N US-
BAYER-201031630NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 µg/d, CONT  BAYER
ADNEXA UTERI PAIN  
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Detailed Report
8070380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070380 NON-EXPEDITED N US-
BAYER-201037619NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8070383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070383 NON-EXPEDITED Y US-
BAYER-201037334NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8070384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070384 NON-EXPEDITED N US-
BAYER-201038092NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8070385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070385 NON-EXPEDITED N US-
BAYER-201041375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070386 NON-EXPEDITED N US-
BAYER-201037391NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER
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Detailed Report
8070387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070387 NON-EXPEDITED N US-
BAYER-201041379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070388 NON-EXPEDITED Y US-
BAYER-201034842NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8070389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070389 NON-EXPEDITED Y US-
BAYER-201039829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8070390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070390 NON-EXPEDITED N US-
BAYER-201037565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070391 NON-EXPEDITED N US-
BAYER-201041288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070392 NON-EXPEDITED Y US-
BAYER-201037526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070393 NON-EXPEDITED Y US-
BAYER-201041346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070394 NON-EXPEDITED N US-
BAYER-201041509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8070395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070395 NON-EXPEDITED N US-
BAYER-201041244NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD FOLLICLE STIMULATING HORMONE
ABNORMAL

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

BLOOD LUTEINISING HORMONE ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070396 NON-EXPEDITED N US-
BAYER-201041281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
MOOD SWINGS  

8070397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070397 NON-EXPEDITED N US-
BAYER-201041513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8070398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070398 NON-EXPEDITED N US-
BAYER-201041289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT 893 DAY BAYER

8070399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070399 NON-EXPEDITED N US-
BAYER-201041282NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070400 NON-EXPEDITED N US-
BAYER-201041517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8070405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070405 NON-EXPEDITED N US-BAYER-2011-001693 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 168 DAY BAYER

8070406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070406 NON-EXPEDITED N US-BAYER-2011-052720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
ABDOMINAL PAIN  
HYPOMENORRHOEA  

8070434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070434 NON-EXPEDITED Y US-
BAYER-201023379NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 340 DAY BAYER

8070435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070435 NON-EXPEDITED Y US-
BAYER-201029999NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER
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Detailed Report
8070436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070436 NON-EXPEDITED Y US-
BAYER-201027846NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 171 DAY BAYER

8070437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070437 NON-EXPEDITED Y US-
BAYER-201018248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 418 DAY BAYER

8070438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070438 NON-EXPEDITED Y US-
BAYER-201040850NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8070439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070439 NON-EXPEDITED N US-
BAYER-201040597NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8070440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070440 NON-EXPEDITED N US-
BAYER-201041211NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NARCOLEPSY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070442 NON-EXPEDITED Y US-
BAYER-201039963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070443 NON-EXPEDITED N US-
BAYER-201031083NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8070444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070444 NON-EXPEDITED N US-
BAYER-201032120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070448 NON-EXPEDITED N US-TEVA-294922USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8070457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070457 NON-EXPEDITED N US-TEVA-294921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8070492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070492 NON-EXPEDITED N US-TEVA-294917USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8070505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070505 NON-EXPEDITED N US-TEVA-294927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8070549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070549 NON-EXPEDITED N US-TEVA-294926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8070558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070558 NON-EXPEDITED Y US-
BAYER-201021072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8070559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070559 NON-EXPEDITED N US-
BAYER-201037763NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8070560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070560 NON-EXPEDITED N US-
BAYER-201017680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070561 NON-EXPEDITED Y US-
BAYER-201022242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070562 NON-EXPEDITED N US-
BAYER-201027261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

8070563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070563 NON-EXPEDITED N US-
BAYER-201020287NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S  BAYER

8070564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070564 NON-EXPEDITED Y US-
BAYER-201017745NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8070565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070565 NON-EXPEDITED Y US-
BAYER-201028454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8070566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070566 NON-EXPEDITED Y US-
BAYER-201027942NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070567 NON-EXPEDITED N US-BAYER-2011-003250 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 890 DAY BAYER

8070568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070568 NON-EXPEDITED N US-BAYER-2011-002208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070569 NON-EXPEDITED N US-
BAYER-201038950NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER
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Detailed Report
8070570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070570 NON-EXPEDITED Y US-
BAYER-201038863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8070571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070571 NON-EXPEDITED N US-BAYER-2011-003248 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8070600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070600 EXPEDITED (15-DAY) Y OT US-BAYER-2011-067147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE MASS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8070639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070639 NON-EXPEDITED Y US-
BAYER-201028515NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070640 NON-EXPEDITED N US-
BAYER-201014764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070641 NON-EXPEDITED N US-
BAYER-201014768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE SPASM  

8070642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070642 NON-EXPEDITED Y US-
BAYER-201027713NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER

8070643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070643 NON-EXPEDITED N US-
BAYER-201025098NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070644 NON-EXPEDITED Y US-
BAYER-201033228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8070645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070645 NON-EXPEDITED Y US-
BAYER-201024906NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070647 NON-EXPEDITED N US-
BAYER-201017966NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
CERVICITIS  
HEADACHE  
PAIN  

8070648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070648 NON-EXPEDITED N US-
BAYER-201018101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070649 NON-EXPEDITED N US-
BAYER-201027442NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DYSPAREUNIA  

8070650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070650 NON-EXPEDITED N US-
BAYER-201017620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8070671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070671 NON-EXPEDITED Y US-
BAYER-201041022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL 20 mcg/24hr, CONT 55 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8070672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070672 NON-EXPEDITED N US-
BAYER-201041247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD ALTERED  

8070673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070673 NON-EXPEDITED N US-
BAYER-201041194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8070674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070674 NON-EXPEDITED Y US-
BAYER-201040263NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 145 DAY BAYER

8070675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070675 NON-EXPEDITED Y US-
BAYER-201038853NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070677 NON-EXPEDITED Y US-
BAYER-201034736NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 302 DAY BAYER

8070694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070694 NON-EXPEDITED N US-TEVA-294929USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  
LEVONORGESTREL S  

8070707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070707 NON-EXPEDITED Y OT US-BAYER-2011-068603 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8070721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070721 NON-EXPEDITED N US-TEVA-294920USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8070765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070765 NON-EXPEDITED N OT US-BAYER-2011-068828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
8070771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070771 NON-EXPEDITED N US-TEVA-294913USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8070799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070799 NON-EXPEDITED Y US-
BAYER-201017458NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 426 DAY BAYER

8070800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070800 NON-EXPEDITED Y US-
BAYER-201041208NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 503 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

8070801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070801 NON-EXPEDITED N US-
BAYER-201028850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
PAIN  

8070802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070802 NON-EXPEDITED Y US-
BAYER-201034910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070803 NON-EXPEDITED N US-
BAYER-201020800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8070804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070804 NON-EXPEDITED Y US-
BAYER-201025123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8070805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070805 NON-EXPEDITED N US-
BAYER-201027358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070806 NON-EXPEDITED N US-
BAYER-201038506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070807 NON-EXPEDITED N US-
BAYER-201021960NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8070808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070808 NON-EXPEDITED N US-
BAYER-201037697NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  

8070809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070809 NON-EXPEDITED Y US-
BAYER-201019959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 14 DAY BAYER
DEVICE EXPULSION  

8070810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070810 NON-EXPEDITED N US-
BAYER-201020377NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
DEVICE DIFFICULT TO USE  

8070815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070815 NON-EXPEDITED Y OT US-BAYER-2011-068694 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 118 DAY BAYER

8070825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070825 NON-EXPEDITED N US-TEVA-294891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8070839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070839 NON-EXPEDITED N US-BAYER-2010-009069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  

8070840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070840 NON-EXPEDITED N US-BAYER-2010-008881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
METRORRHAGIA  

8070841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070841 NON-EXPEDITED Y US-BAYER-2011-055301 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 68 DAY BAYER
MUSCLE SPASMS  

8070842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070842 NON-EXPEDITED N US-BAYER-2011-000592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

YAZ S  BAYER

8070843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070843 NON-EXPEDITED N US-BAYER-2010-008268 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8070844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070844 NON-EXPEDITED N US-BAYER-2010-008769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER

8070845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070845 NON-EXPEDITED N US-BAYER-2010-008866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
EXPIRED DRUG ADMINISTERED  

8070846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070846 NON-EXPEDITED N US-BAYER-2011-000569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8070847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070847 NON-EXPEDITED Y US-BAYER-2010-008645 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

8070979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070979 NON-EXPEDITED N US-
BAYER-201040861NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
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Detailed Report
8070980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070980 NON-EXPEDITED Y US-
BAYER-201039898NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 356 DAY BAYER

8070981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070981 NON-EXPEDITED N US-
BAYER-201041291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER

8070982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070982 NON-EXPEDITED Y US-
BAYER-201027537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8070983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070983 NON-EXPEDITED N US-
BAYER-201016850NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8070984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070984 NON-EXPEDITED Y US-
BAYER-201040855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 239 DAY BAYER
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Detailed Report
8070985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8070985 NON-EXPEDITED Y US-
BAYER-201027423NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

MIRENA S  BAYER

8071000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071000 NON-EXPEDITED N US-TEVA-294998USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION URGENCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8071051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071051 NON-EXPEDITED N US-BAYER-2011-001133 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8071052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071052 NON-EXPEDITED N US-BAYER-2011-002159 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8071055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071055 NON-EXPEDITED N US-BAYER-2011-001707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  
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Detailed Report
8071056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071056 NON-EXPEDITED N US-BAYER-2011-001779 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8071060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071060 NON-EXPEDITED N US-BAYER-2011-001745 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1135 DAY BAYER

8071062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071062 NON-EXPEDITED N US-BAYER-2011-001794 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8071064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071064 NON-EXPEDITED N US-BAYER-2011-001470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  
PAIN  

8071065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071065 NON-EXPEDITED N US-BAYER-2011-001101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8071093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071093 NON-EXPEDITED N US-TEVA-295021USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8071201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071201 NON-EXPEDITED N US-BAYER-2011-002234 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER

8071202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071202 NON-EXPEDITED N US-BAYER-2011-001986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  

8071204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071204 NON-EXPEDITED N US-BAYER-2011-001776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8071205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071205 NON-EXPEDITED Y US-
BAYER-201016830NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8071214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071214 NON-EXPEDITED N US-TEVA-295025USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8071247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071247 NON-EXPEDITED N US-TEVA-294995USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8071269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071269 NON-EXPEDITED N US-TEVA-294994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8071294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071294 NON-EXPEDITED N US-TEVA-294992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8071339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071339 NON-EXPEDITED N US-TEVA-295032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8071408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071408 NON-EXPEDITED N US-TEVA-295033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8071417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071417 NON-EXPEDITED N US-
BAYER-201016849NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8071418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071418 NON-EXPEDITED N US-
BAYER-201040442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

UNKNOWN C  

8071419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071419 NON-EXPEDITED N US-
BAYER-201022504NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER

8071614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071614 NON-EXPEDITED N US-TEVA-294963USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8071699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8071699 NON-EXPEDITED N US-
BAYER-201040454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
BREAST ENLARGEMENT  
BREAST TENDERNESS  

8740261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2011 8740261 DIRECT Y HO,DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
MEDICAL DEVICE COMPLICATION  

7989341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 7989341 NON-EXPEDITED Y OT US-BAYER-2011-048522 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER
DEVICE EXPULSION  

8021362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8021362 NON-EXPEDITED N OT US-BAYER-2011-055432 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8022620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8022620 EXPEDITED (15-DAY) N HO US-BAYER-2011-056520 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK 970 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
PRODUCT SHAPE ISSUE  

8036531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8036531 EXPEDITED (15-DAY) Y OT US-BAYER-2011-061175 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE PROLAPSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  
UTERINE CERVIX ATROPHY  
UTERINE MALPOSITION  

8079562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079562 NON-EXPEDITED Y US-
BAYER-201020294NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079563 NON-EXPEDITED Y US-
BAYER-201017784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8079564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079564 NON-EXPEDITED N US-
BAYER-201017119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079565 NON-EXPEDITED Y US-
BAYER-201017992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 386 DAY BAYER

8079567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079567 NON-EXPEDITED N US-
BAYER-201016815NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOVULATORY CYCLE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079568 NON-EXPEDITED N US-
BAYER-201016821NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8079569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079569 NON-EXPEDITED Y US-
BAYER-201018753NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8079570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079570 NON-EXPEDITED Y US-
BAYER-201018488NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 9 DAY BAYER

8079571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079571 NON-EXPEDITED N US-
BAYER-201017121NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079572 NON-EXPEDITED N US-
BAYER-201018471NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8079573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079573 NON-EXPEDITED N US-
BAYER-201017749NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
BREAST TENDERNESS  

8079574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079574 NON-EXPEDITED Y US-
BAYER-201034908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
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8079575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079575 NON-EXPEDITED Y US-
BAYER-201023716NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079576 NON-EXPEDITED Y US-
BAYER-201032956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8079578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079578 NON-EXPEDITED Y US-
BAYER-201031103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8079579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079579 NON-EXPEDITED Y US-
BAYER-201023867NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8079580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079580 NON-EXPEDITED N US-
BAYER-201023626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8079581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079581 NON-EXPEDITED N US-
BAYER-201022506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
GENITAL INFECTION FEMALE  

8079582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079582 NON-EXPEDITED N US-
BAYER-201023903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079583 NON-EXPEDITED Y US-
BAYER-201037562NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8079584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079584 NON-EXPEDITED Y US-
BAYER-201033230NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 40 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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8079585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079585 NON-EXPEDITED Y US-
BAYER-201033221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8079586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079586 NON-EXPEDITED N US-
BAYER-201023748NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 288 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

8079587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079587 NON-EXPEDITED Y US-
BAYER-201029059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8079588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079588 NON-EXPEDITED N US-
BAYER-201021079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8079589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079589 NON-EXPEDITED N US-
BAYER-201038629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8079590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079590 NON-EXPEDITED Y US-
BAYER-201036149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079591 NON-EXPEDITED Y US-
BAYER-201037517NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 295 DAY BAYER
GENITAL HAEMORRHAGE  

8079592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079592 NON-EXPEDITED Y US-
BAYER-201037383NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8079593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079593 NON-EXPEDITED Y US-
BAYER-201037866NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 168 DAY BAYER
ABDOMINAL PAIN LOWER  
BOWEL MOVEMENT IRREGULARITY  
DEVICE EXPULSION  
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Detailed Report
8079594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079594 NON-EXPEDITED N US-
BAYER-201041213NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 88 DAY BAYER

8079596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079596 NON-EXPEDITED Y US-
BAYER-201041353NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER
GENITAL HAEMORRHAGE  

8079597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079597 NON-EXPEDITED N US-
BAYER-201041241NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8079598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079598 NON-EXPEDITED N US-
BAYER-201041365NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8079599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079599 NON-EXPEDITED N US-
BAYER-201041250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

Page: 6,762 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8079600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079600 NON-EXPEDITED N US-
BAYER-201041236NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8079601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079601 NON-EXPEDITED N US-
BAYER-201041245NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  

8079603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079603 NON-EXPEDITED N US-
BAYER-201041252NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8079604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079604 NON-EXPEDITED Y US-
BAYER-201041456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8079605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079605 NON-EXPEDITED N US-
BAYER-201041277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ADNEXA UTERI PAIN  
AMENORRHOEA  

8079608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079608 NON-EXPEDITED N US-
BAYER-201041324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER

MIRENA S  BAYER

8079609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079609 NON-EXPEDITED Y US-
BAYER-201041258NA

14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079610 NON-EXPEDITED N US-
BAYER-201041273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
MUSCLE SPASMS  
PELVIC PAIN  
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Detailed Report
8079612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079612 NON-EXPEDITED N US-
BAYER-201041238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8079622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079622 NON-EXPEDITED Y US-
BAYER-201038777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079623 NON-EXPEDITED Y US-
BAYER-201038780NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8079628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079628 NON-EXPEDITED N US-BAYER-2011-002226 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079629 NON-EXPEDITED N US-BAYER-2011-002215 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1481 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8079631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079631 NON-EXPEDITED N US-
BAYER-201041222NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8079632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079632 NON-EXPEDITED N US-BAYER-2011-002492 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079634 NON-EXPEDITED N US-
BAYER-201041226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  

8079637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079637 NON-EXPEDITED Y OT US-BAYER-2011-040964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 77 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
GASTROINTESTINAL PAIN  
HEADACHE  
MIGRAINE  
OVARIAN CYST  
PELVIC PAIN  
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Detailed Report
8079733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079733 EXPEDITED (15-DAY) N OT BR-BAYER-2011-068057 47 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8079734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079734 NON-EXPEDITED Y US-
BAYER-201017773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 32 DAY BAYER

8079735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079735 NON-EXPEDITED Y US-
BAYER-201017882NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg, CONT 95 DAY BAYER
MENOMETRORRHAGIA  

8079736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079736 NON-EXPEDITED N US-
BAYER-201033935NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
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Detailed Report
8079737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079737 NON-EXPEDITED N US-
BAYER-201029897NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8079738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079738 NON-EXPEDITED N US-
BAYER-201016903NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
ACNE  
GENITAL DISCHARGE  
HEADACHE  
NAUSEA  

8079739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079739 NON-EXPEDITED Y US-
BAYER-201017785NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 207 DAY BAYER

MIRENA S  BAYER

8079741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079741 NON-EXPEDITED N US-
BAYER-201041219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8079743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079743 NON-EXPEDITED Y US-BAYER-2011-004450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079744 NON-EXPEDITED Y US-
BAYER-201037770NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 503 DAY BAYER

8079745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079745 NON-EXPEDITED N US-BAYER-2011-003214 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8079928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079928 NON-EXPEDITED N US-
BAYER-201018443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
GENITAL HAEMORRHAGE  

8079929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079929 NON-EXPEDITED N US-
BAYER-201037205NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S 20 µg/d, CONT  BAYER
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8079930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079930 NON-EXPEDITED Y US-
BAYER-201025246NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8079931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079931 NON-EXPEDITED Y US-
BAYER-201020458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8079932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079932 NON-EXPEDITED N US-
BAYER-201014195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
41 DAY BAYER

8079933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8079933 NON-EXPEDITED Y US-
BAYER-201019006NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8080011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080011 NON-EXPEDITED N US-
BAYER-201021382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8080012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080012 NON-EXPEDITED Y US-
BAYER-201030042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8080013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080013 NON-EXPEDITED Y US-
BAYER-201019080NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 198 DAY BAYER

8080014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080014 NON-EXPEDITED N US-
BAYER-201027393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
FUNGAL INFECTION  
INFECTION  
WEIGHT INCREASED  

8080015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080015 NON-EXPEDITED Y US-
BAYER-201030057NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8080042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080042 NON-EXPEDITED N US-
BAYER-201033200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8080043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080043 NON-EXPEDITED N US-
BAYER-201035581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHTMARE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABNORMAL DREAMS  

8080044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080044 NON-EXPEDITED Y US-
BAYER-201030120NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1082 DAY BAYER

8080045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080045 NON-EXPEDITED N US-
BAYER-201041177NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8080056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080056 NON-EXPEDITED N US-
BAYER-201022100NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 89 DAY BAYER

8080074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080074 NON-EXPEDITED N US-TEVA-295204USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8080114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080114 NON-EXPEDITED N US-BAYER-2011-003264 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE cK  BAYER

8080115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080115 NON-EXPEDITED Y US-BAYER-2011-003172 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MENORRHAGIA  

8080116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080116 NON-EXPEDITED N US-BAYER-2011-003500 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8080117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080117 NON-EXPEDITED N US-
BAYER-201041214NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL SWELLING  

8080122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080122 NON-EXPEDITED N US-TEVA-295022USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE YAZ C  
NAUSEA LEXAPRO C  

8080132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080132 NON-EXPEDITED N US-TEVA-295043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080137 NON-EXPEDITED N US-BAYER-2011-056635 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8080212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080212 NON-EXPEDITED N US-TEVA-294722USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VOMITING  

8080213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080213 NON-EXPEDITED N US-TEVA-295042USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080214 NON-EXPEDITED Y US-
BAYER-201024120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8080216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080216 NON-EXPEDITED Y US-
BAYER-201028210NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8080220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080220 NON-EXPEDITED Y US-
BAYER-201024219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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Detailed Report
8080221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080221 NON-EXPEDITED Y US-
BAYER-201019151NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 119 DAY BAYER
MENORRHAGIA  

8080222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080222 NON-EXPEDITED N US-
BAYER-201018128NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE DISCHARGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8080224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080224 NON-EXPEDITED Y US-
BAYER-201030118NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8080225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080225 NON-EXPEDITED N US-
BAYER-201035716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8080226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080226 NON-EXPEDITED Y US-
BAYER-201032482NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER
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Detailed Report
8080227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080227 NON-EXPEDITED Y US-
BAYER-201035846NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8080229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080229 NON-EXPEDITED N US-
BAYER-201040050NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8080230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080230 NON-EXPEDITED Y US-
BAYER-201036309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8080247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080247 NON-EXPEDITED Y US-BAYER-2011-054298 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8080250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080250 NON-EXPEDITED N US-BAYER-2011-056576 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8080251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080251 NON-EXPEDITED Y US-BAYER-2011-055476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8080277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080277 NON-EXPEDITED N US-TEVA-295034USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080321 NON-EXPEDITED N US-TEVA-295049USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8080437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080437 NON-EXPEDITED Y US-
BAYER-201019153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8080438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080438 NON-EXPEDITED Y US-
BAYER-201024492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8080439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080439 NON-EXPEDITED Y US-
BAYER-201019224NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8080473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080473 NON-EXPEDITED Y US-BAYER-2011-053408 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8080474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080474 NON-EXPEDITED N US-BAYER-2011-055951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 30 DAY BAYER

8080476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080476 NON-EXPEDITED Y US-
BAYER-201032297NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8080527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080527 NON-EXPEDITED N US-TEVA-295048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080540 NON-EXPEDITED N US-TEVA-295047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8080612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080612 NON-EXPEDITED Y US-
BAYER-201019257NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8080648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080648 NON-EXPEDITED N US-TEVA-295291USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080676 NON-EXPEDITED N US-TEVA-295294USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ADDERALL C  

8080688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080688 NON-EXPEDITED N US-TEVA-295288USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080733 NON-EXPEDITED N US-TEVA-295281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8080746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080746 NON-EXPEDITED N US-TEVA-295270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8080752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080752 NON-EXPEDITED N US-TEVA-295303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080779 NON-EXPEDITED N US-TEVA-295256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080801 NON-EXPEDITED N US-TEVA-295296USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

8080824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080824 NON-EXPEDITED N US-TEVA-295295USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8080826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080826 NON-EXPEDITED N US-TEVA-295293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8080831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080831 NON-EXPEDITED N US-TEVA-295289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080842 NON-EXPEDITED N US-TEVA-295272USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080853 NON-EXPEDITED N US-TEVA-295041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8080869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080869 NON-EXPEDITED N US-TEVA-295252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080892 NON-EXPEDITED N US-TEVA-295208USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8080900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2011 8080900 NON-EXPEDITED N US-TEVA-295202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7506184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 7506184 NON-EXPEDITED Y CA-
BAYER-201026494NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7818425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 7818425 EXPEDITED (15-DAY) Y OT US-BAYER-2011-010202 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT 353 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL TENDERNESS  
ACNE  
ARTHRALGIA  
BACK PAIN  
BLOOD PRESSURE SYSTOLIC INCREASED  
BREAST MASS  
CHEST DISCOMFORT  
CHEST PAIN  
CHILLS  
DEPRESSION  
DIZZINESS  
DYSPAREUNIA  
DYSPNOEA  
GENITAL PAIN  
HEADACHE  
HYPERSENSITIVITY  
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Detailed Report
7818425
Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA  
LIBIDO DECREASED  
LIP SWELLING  
MENSTRUATION DELAYED  
MOOD SWINGS  
NAUSEA  
NERVOUSNESS  
OCULAR ICTERUS  
OEDEMA MOUTH  
PAIN IN EXTREMITY  
PELVIC PAIN  
PRURITUS  
PYREXIA  
RASH  
SKIN DISCOLOURATION  
SWELLING FACE  
SWOLLEN TONGUE  
UPPER RESPIRATORY TRACT INFECTION  
URTICARIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VISUAL IMPAIRMENT  
VOMITING  
VULVOVAGINAL SWELLING  
WEIGHT INCREASED  
YELLOW SKIN  
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7860774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 7860774 EXPEDITED (15-DAY) Y OT US-BAYER-2011-012831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  

7967564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 7967564 EXPEDITED (15-DAY) Y OT US-BAYER-2011-043778 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE MASS MIRENA S INTRAUTERINE UNK 32 DAY BAYER
DEVICE DISLOCATION  

8020687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8020687 NON-EXPEDITED N US-TEVA-288706USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED OPTIONS CONCEPTROL C VAGINAL  
PELVIC PAIN  

8032111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8032111 NON-EXPEDITED N US-TEVA-289912USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
DYSMENORRHOEA  
HEADACHE  
MENSTRUATION DELAYED  
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8036722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8036722 NON-EXPEDITED N US-TEVA-290453USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8037071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8037071 NON-EXPEDITED N US-TEVA-290495USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8042082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8042082 NON-EXPEDITED Y OT US-BAYER-2011-060858 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 212 DAY BAYER

8043803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8043803 NON-EXPEDITED N US-TEVA-290936USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLATULENCE  
GASTROINTESTINAL SOUNDS ABNORMAL  

8052461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8052461 NON-EXPEDITED N US-TEVA-291669USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8060649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8060649 NON-EXPEDITED N OT US-BAYER-2011-064339 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 177 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8061341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8061341 NON-EXPEDITED N US-TEVA-293643USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8064474 NON-EXPEDITED N US-TEVA-294318USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8064634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8064634 NON-EXPEDITED N US-TEVA-294311USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA BIRTH CONTROL PILL C ORAL  

8066348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8066348 NON-EXPEDITED N US-TEVA-294527USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081443 NON-EXPEDITED N US-TEVA-295298USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8081461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081461 NON-EXPEDITED N US-TEVA-295313USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081490 NON-EXPEDITED N US-TEVA-295311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081514 EXPEDITED (15-DAY) N OT US-TEVA-294437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBCHORIONIC HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8081515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081515 NON-EXPEDITED N US-TEVA-295306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081522 NON-EXPEDITED Y US-
BAYER-201019249NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8081523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081523 NON-EXPEDITED Y US-
BAYER-201019587NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8081524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081524 NON-EXPEDITED Y US-
BAYER-201019270NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8081525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081525 NON-EXPEDITED N US-
BAYER-201017596NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8081526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081526 NON-EXPEDITED N US-
BAYER-201017814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
WEIGHT INCREASED  
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Detailed Report
8081527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081527 NON-EXPEDITED N US-
BAYER-201018614NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 18 DAY BAYER
MENORRHAGIA  
VAGINAL INFECTION  

8081528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081528 NON-EXPEDITED N US-
BAYER-201017581NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081529 NON-EXPEDITED N US-
BAYER-201017059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081530 NON-EXPEDITED Y US-
BAYER-201019583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER
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8081531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081531 NON-EXPEDITED Y US-
BAYER-201017515NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081532 NON-EXPEDITED N US-
BAYER-201020122NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081533 NON-EXPEDITED N US-
BAYER-201016711NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8081534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081534 NON-EXPEDITED Y US-
BAYER-201020708NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
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8081535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081535 NON-EXPEDITED Y US-
BAYER-201019565NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

MIRENA S  BAYER

8081536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081536 NON-EXPEDITED Y US-
BAYER-201026707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8081537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081537 NON-EXPEDITED N US-
BAYER-201039061NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 341 DAY BAYER

8081539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081539 NON-EXPEDITED Y US-
BAYER-201039795NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8081540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081540 NON-EXPEDITED N US-
BAYER-201024236NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8081541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081541 NON-EXPEDITED N US-
BAYER-201038722NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8081542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081542 NON-EXPEDITED N US-
BAYER-201021865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DECREASED APPETITE  
MALAISE  

8081543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081543 NON-EXPEDITED Y US-
BAYER-201039915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8081544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081544 NON-EXPEDITED Y US-
BAYER-201030811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081545 NON-EXPEDITED N US-
BAYER-201040004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8081546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081546 NON-EXPEDITED Y US-
BAYER-201027567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8081547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081547 NON-EXPEDITED N US-
BAYER-201030995NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8081548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081548 NON-EXPEDITED Y US-
BAYER-201024301NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8081549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081549 NON-EXPEDITED N US-
BAYER-201030605NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8081550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081550 NON-EXPEDITED Y US-
BAYER-201030896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8081551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081551 NON-EXPEDITED Y US-
BAYER-201030464NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER

8081552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081552 NON-EXPEDITED Y US-
BAYER-201039925NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 318 DAY BAYER

8081554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081554 NON-EXPEDITED N US-
BAYER-201033218NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081555 NON-EXPEDITED N US-
BAYER-201022265NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8081556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081556 NON-EXPEDITED N US-
BAYER-201041243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 6,795 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8081557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081557 NON-EXPEDITED Y US-
BAYER-201024257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LIBIDO DECREASED  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

8081558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081558 NON-EXPEDITED N US-
BAYER-201030790NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 301 DAY BAYER

8081559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081559 NON-EXPEDITED N US-
BAYER-201032121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081560 NON-EXPEDITED Y US-
BAYER-201038986NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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Detailed Report
8081561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081561 NON-EXPEDITED N US-
BAYER-201038502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
RASH  
SKIN ATROPHY  

8081562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081562 NON-EXPEDITED N US-
BAYER-201030133NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8081563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081563 NON-EXPEDITED Y US-
BAYER-201039095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
MENORRHAGIA  

8081564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081564 NON-EXPEDITED N US-
BAYER-201041190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
8081565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081565 NON-EXPEDITED N US-
BAYER-201030388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8081566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081566 NON-EXPEDITED N US-
BAYER-201032212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8081567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081567 NON-EXPEDITED Y US-
BAYER-201030139NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8081568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081568 NON-EXPEDITED Y US-
BAYER-201022104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8081575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081575 NON-EXPEDITED Y US-
BAYER-201019599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
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Detailed Report
8081576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081576 NON-EXPEDITED N US-
BAYER-201020776NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FEELING HOT  
HOT FLUSH  

8081577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081577 NON-EXPEDITED N US-
BAYER-201019578NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 137 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8081578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081578 NON-EXPEDITED N US-
BAYER-201017011NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081579 NON-EXPEDITED Y US-
BAYER-201019598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER
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Detailed Report
8081580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081580 NON-EXPEDITED Y US-
BAYER-201030506NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8081581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081581 NON-EXPEDITED N US-
BAYER-201041137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081582 NON-EXPEDITED Y US-
BAYER-201038690NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8081583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081583 NON-EXPEDITED N US-
BAYER-201041157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD PRESSURE DECREASED  
DEVICE DISLOCATION  
PRESYNCOPE  
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Detailed Report
8081584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081584 NON-EXPEDITED Y US-
BAYER-201038616NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8081585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081585 NON-EXPEDITED N US-
BAYER-201020970NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8081586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081586 NON-EXPEDITED Y US-
BAYER-201030945NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

MIRENA S  BAYER

8081587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081587 NON-EXPEDITED N US-
BAYER-201041193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VISUAL IMPAIRMENT  
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Detailed Report
8081588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081588 NON-EXPEDITED N US-
BAYER-201021922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8081589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081589 NON-EXPEDITED N US-
BAYER-201038018NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
PAIN  
VAGINAL HAEMORRHAGE  

8081591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081591 NON-EXPEDITED N US-
BAYER-201041175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081592 NON-EXPEDITED N US-
BAYER-201041136NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8081593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081593 NON-EXPEDITED Y US-
BAYER-201023939NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 116 DAY BAYER

8081594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081594 NON-EXPEDITED Y US-
BAYER-201028377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8081634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081634 NON-EXPEDITED Y US-
BAYER-201019600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8081635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081635 NON-EXPEDITED Y US-
BAYER-201018723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 15 DAY BAYER

8081637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081637 NON-EXPEDITED N US-
BAYER-201018043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8081638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081638 NON-EXPEDITED N US-
BAYER-201030819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8081639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081639 NON-EXPEDITED Y US-
BAYER-201019737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8081640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081640 NON-EXPEDITED N US-
BAYER-201041142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8081663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081663 NON-EXPEDITED N US-TEVA-295297USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8081682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081682 NON-EXPEDITED N US-TEVA-295310USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8081746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081746 NON-EXPEDITED Y US-
BAYER-201023090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081747 NON-EXPEDITED Y US-
BAYER-201019877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8081748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081748 NON-EXPEDITED Y US-
BAYER-201019822NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8081749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081749 NON-EXPEDITED N US-
BAYER-201017709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
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Detailed Report
8081750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081750 NON-EXPEDITED N US-
BAYER-201023289NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 82 DAY BAYER

8081751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081751 NON-EXPEDITED N US-
BAYER-201017226NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8081752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081752 NON-EXPEDITED N US-
BAYER-201041181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081753 NON-EXPEDITED N US-
BAYER-201030844NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8081754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081754 NON-EXPEDITED N US-
BAYER-201041171NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8081755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081755 NON-EXPEDITED Y US-
BAYER-201030846NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER

8081756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081756 NON-EXPEDITED Y US-
BAYER-201024330NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 269 DAY BAYER

8081757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081757 NON-EXPEDITED Y US-
BAYER-201031048NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 392 DAY BAYER

8081758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081758 NON-EXPEDITED N US-
BAYER-201033146NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S UNK  BAYER
FEELING HOT  

8081759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081759 NON-EXPEDITED Y US-
BAYER-201024303NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8081760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081760 NON-EXPEDITED N US-
BAYER-201032603NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081761 NON-EXPEDITED Y US-
BAYER-201038310NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8081762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081762 NON-EXPEDITED N US-
BAYER-201041149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
NAUSEA  

8081763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081763 NON-EXPEDITED N US-
BAYER-201033538NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MALAISE  

8081764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081764 NON-EXPEDITED Y US-
BAYER-201038890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 219 DAY BAYER
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Detailed Report
8081784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081784 NON-EXPEDITED N US-TEVA-295309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081797 NON-EXPEDITED N US-
BAYER-201028142NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8081798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081798 NON-EXPEDITED Y US-
BAYER-201024673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 237 DAY BAYER

8081799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081799 NON-EXPEDITED N US-
BAYER-201028863NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  

8081800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081800 NON-EXPEDITED N US-
BAYER-201028025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8081801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081801 NON-EXPEDITED N US-
BAYER-201017677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8081803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081803 NON-EXPEDITED Y US-
BAYER-201026518NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8081804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081804 NON-EXPEDITED N US-
BAYER-201026738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER ZOLOFT C  

8081805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081805 NON-EXPEDITED N US-
BAYER-201017672NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8081806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081806 NON-EXPEDITED Y US-
BAYER-201026796NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
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Detailed Report
8081807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081807 NON-EXPEDITED N US-
BAYER-201022077NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HYPOMENORRHOEA  
NO ADVERSE EVENT  

8081808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081808 NON-EXPEDITED N US-
BAYER-201017747NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CERVIX DISORDER  
DYSURIA  

8081810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081810 NON-EXPEDITED N US-
BAYER-201030940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081811 NON-EXPEDITED N US-
BAYER-201030963NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8081860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081860 NON-EXPEDITED N US-TEVA-295299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 6,811 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8081911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081911 NON-EXPEDITED N US-TEVA-295395USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8081968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081968 NON-EXPEDITED Y US-
BAYER-201018772NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

8081969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081969 NON-EXPEDITED N US-
BAYER-201020378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8081970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081970 NON-EXPEDITED N US-
BAYER-201019051NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 17 DAY BAYER

8081971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081971 NON-EXPEDITED Y US-
BAYER-201019994NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8081972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081972 NON-EXPEDITED N US-
BAYER-201017594NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  

8081974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081974 NON-EXPEDITED Y US-
BAYER-201020470NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 4 DAY BAYER
DEVICE EXPULSION  

8081975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081975 NON-EXPEDITED N US-
BAYER-201031126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

CLINDAMYCIN C UNK  
PENICILLIN C  

8081976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081976 NON-EXPEDITED Y US-
BAYER-201031050NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8081977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081977 NON-EXPEDITED N US-
BAYER-201041095NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 317 DAY BAYER

8081979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081979 NON-EXPEDITED Y US-
BAYER-201038362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081980 NON-EXPEDITED N US-
BAYER-201031019NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8081981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081981 NON-EXPEDITED Y US-
BAYER-201031893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8081983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081983 NON-EXPEDITED N US-
BAYER-201027550NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 97 DAY BAYER
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Detailed Report
8081984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081984 NON-EXPEDITED N US-
BAYER-201040053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8081985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081985 NON-EXPEDITED Y US-
BAYER-201026710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8081986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081986 NON-EXPEDITED N US-
BAYER-201027549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8081989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8081989 NON-EXPEDITED Y US-
BAYER-201039981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8082001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082001 NON-EXPEDITED N US-
BAYER-201027202NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 24 DAY BAYER
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Detailed Report
8082004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082004 NON-EXPEDITED N US-
BAYER-201040135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082005 NON-EXPEDITED N US-
BAYER-201041168NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082153 NON-EXPEDITED N US-
BAYER-201030921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  

8082154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082154 NON-EXPEDITED N US-
BAYER-201041202NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8082155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082155 NON-EXPEDITED N US-
BAYER-201017757NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT 167 DAY BAYER
ABDOMINAL PAIN  
BREAST SWELLING  
HEADACHE  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
WEIGHT INCREASED  

8082156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082156 NON-EXPEDITED Y US-
BAYER-201028508NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8082157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082157 NON-EXPEDITED N US-
BAYER-201041129NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082158 NON-EXPEDITED N US-
BAYER-201022510NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 163 DAY BAYER
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Detailed Report
8082159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082159 NON-EXPEDITED Y US-
BAYER-201019099NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 71 DAY BAYER

8082160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082160 NON-EXPEDITED N US-
BAYER-201017755NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
WEIGHT INCREASED  

8082161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082161 NON-EXPEDITED Y US-
BAYER-201031047NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER
ABDOMINAL PAIN LOWER  

8082162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082162 NON-EXPEDITED N US-
BAYER-201040107NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENOMETRORRHAGIA  
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Detailed Report
8082163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082163 NON-EXPEDITED N US-BAYER-2011-003494 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

8082166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082166 NON-EXPEDITED Y US-BAYER-2011-005953 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8082167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082167 NON-EXPEDITED Y US-BAYER-2011-003662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8082168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082168 NON-EXPEDITED Y US-BAYER-2011-004439 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082169 NON-EXPEDITED N US-BAYER-2011-004932 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082170 NON-EXPEDITED Y US-BAYER-2011-004437 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER
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Detailed Report
8082172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082172 NON-EXPEDITED Y US-BAYER-2011-017109 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082173 NON-EXPEDITED Y US-BAYER-2011-005479 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082174 NON-EXPEDITED N US-BAYER-2011-003591 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082175 NON-EXPEDITED Y US-BAYER-2011-005963 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8082176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082176 NON-EXPEDITED Y US-BAYER-2011-004225 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8082177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082177 NON-EXPEDITED Y US-BAYER-2011-004231 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8082238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082238 NON-EXPEDITED N US-TEVA-295467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8082258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082258 NON-EXPEDITED N US-BAYER-2011-055275 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 35 DAY BAYER

8082259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082259 NON-EXPEDITED N US-BAYER-2011-055272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 22 DAY BAYER

8082260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082260 NON-EXPEDITED N US-BAYER-2011-059616 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 34 DAY BAYER

8082261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082261 NON-EXPEDITED Y US-BAYER-2011-059618 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 196 DAY BAYER

8082262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082262 NON-EXPEDITED N US-BAYER-2011-058602 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8082263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082263 NON-EXPEDITED Y US-BAYER-2011-054158 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 34 DAY BAYER

8082492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082492 NON-EXPEDITED N US-
BAYER-201040109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8082493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082493 NON-EXPEDITED Y US-
BAYER-201038588NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 84 DAY BAYER

8082494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082494 NON-EXPEDITED Y US-
BAYER-201020120NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 243 DAY BAYER

8082497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082497 NON-EXPEDITED Y US-
BAYER-201038097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8082567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082567 NON-EXPEDITED Y US-
BAYER-201019996NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8082568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082568 NON-EXPEDITED Y US-BAYER-2011-055451 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 29 DAY BAYER

8082569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082569 NON-EXPEDITED N US-BAYER-2011-058604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 58 DAY BAYER

8082646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082646 NON-EXPEDITED N US-TEVA-295425USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA LEVOTHYROXINE SODIUM C  
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
VOMITING  

8082681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082681 NON-EXPEDITED N US-TEVA-295422USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8082757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082757 NON-EXPEDITED N US-TEVA-295387USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA CLONAZEPAM C ORAL  
ABDOMINAL PAIN  

8082762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082762 NON-EXPEDITED N US-TEVA-295418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8082767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082767 NON-EXPEDITED N US-TEVA-295392USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8082773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082773 NON-EXPEDITED N US-TEVA-295482USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 6,824 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8082803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082803 EXPEDITED (15-DAY) N OT AU-PFIZER
INC-2011175181

22 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESPIRATORY TRACT INFECTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  PFIZER

INFLUENZA CODEINE PHOSPHATE
\PHENYLEPHRINE
HYDROCHLORIDE

C UNK  

8082844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082844 NON-EXPEDITED N US-TEVA-295371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8082870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082870 NON-EXPEDITED Y US-
BAYER-201020149NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 345 DAY BAYER

8082887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8082887 NON-EXPEDITED N OT AU-BAYER-2011-068494 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
COMPLICATION OF DEVICE REMOVAL  

8087842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2011 8087842 DIRECT N HO,RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
DEVICE MISUSE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8050823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8050823 NON-EXPEDITED N US-TEVA-291645USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA BYSTOLIC C ORAL  
FATIGUE  
MENSTRUATION IRREGULAR  

8069544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8069544 NON-EXPEDITED N US-TEVA-294915USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083326 NON-EXPEDITED N US-TEVA-295502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083327 NON-EXPEDITED Y US-
BAYER-201017812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, QD 1 DAY BAYER

8083328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083328 NON-EXPEDITED Y US-
BAYER-201020899NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 132 DAY BAYER

MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8083329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083329 NON-EXPEDITED N US-
BAYER-201020744NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083330 NON-EXPEDITED N US-
BAYER-201020773NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083331 NON-EXPEDITED Y US-
BAYER-201020904NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8083332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083332 NON-EXPEDITED Y US-
BAYER-201031141NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8083333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083333 NON-EXPEDITED N US-
BAYER-201025038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8083334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083334 NON-EXPEDITED Y US-
BAYER-201031099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8083335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083335 NON-EXPEDITED N US-
BAYER-201019236NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER

8083336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083336 NON-EXPEDITED Y US-
BAYER-201017791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 245 DAY BAYER

8083337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083337 NON-EXPEDITED N US-
BAYER-201038544NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8083338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083338 NON-EXPEDITED Y US-
BAYER-201040406NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1087 DAY BAYER
DEVICE DIFFICULT TO USE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8083339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083339 NON-EXPEDITED Y US-
BAYER-201031323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8083340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083340 NON-EXPEDITED Y US-
BAYER-201031362NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8083341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083341 NON-EXPEDITED N US-
BAYER-201034074NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 196 DAY BAYER

8083342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083342 NON-EXPEDITED N US-
BAYER-201031137NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8083343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083343 NON-EXPEDITED N US-
BAYER-201030946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8083344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083344 NON-EXPEDITED N US-
BAYER-201031257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8083345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083345 NON-EXPEDITED N US-
BAYER-201040108NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENOMETRORRHAGIA  
METRORRHAGIA  

8083346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083346 NON-EXPEDITED N US-BAYER-2011-056875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8083347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083347 NON-EXPEDITED N US-
BAYER-201041028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8083348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083348 NON-EXPEDITED Y US-BAYER-2011-061786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 12 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8083349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083349 NON-EXPEDITED N US-BAYER-2011-060479 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083350 NON-EXPEDITED Y US-BAYER-2011-005191 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
DEVICE EXPULSION  

8083351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083351 NON-EXPEDITED N US-BAYER-2011-004184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083352 NON-EXPEDITED N US-
BAYER-201041104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8083353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083353 NON-EXPEDITED N US-
BAYER-201040880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

PREDNISONE C  
PENICILLIN C  
PENICILLIN C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8083354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083354 NON-EXPEDITED N US-
BAYER-201041019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 µg/d, CONT  BAYER

8083355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083355 NON-EXPEDITED N US-
BAYER-201041099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8083357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083357 NON-EXPEDITED N US-
BAYER-201041102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083358 NON-EXPEDITED N US-BAYER-2011-055284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8083359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083359 NON-EXPEDITED N US-
BAYER-201041000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8083360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083360 NON-EXPEDITED N US-BAYER-2011-004433 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 286 DAY BAYER

8083361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083361 NON-EXPEDITED N US-
BAYER-201041027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  BAYER

8083362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083362 NON-EXPEDITED N US-
BAYER-201041033NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8083363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083363 NON-EXPEDITED N US-BAYER-2011-055954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
BREAST PAIN  

8083364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083364 NON-EXPEDITED Y US-BAYER-2011-054147 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S Daily dose 20 µg 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8083366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083366 NON-EXPEDITED N US-BAYER-2011-052667 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8083385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083385 NON-EXPEDITED N US-TEVA-295497USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
FATIGUE  
VOMITING  

8083493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083493 NON-EXPEDITED N US-TEVA-295495USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA METFORMIN HYDROCHLORIDE C ORAL  

8083502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083502 NON-EXPEDITED N US-TEVA-295492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083519 NON-EXPEDITED N US-TEVA-295476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8083525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083525 NON-EXPEDITED N US-BAYER-2011-060933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8083526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083526 NON-EXPEDITED N US-BAYER-2011-060938 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083527 NON-EXPEDITED N US-
BAYER-201031288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8083528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083528 NON-EXPEDITED Y US-
BAYER-201031369NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8083529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083529 NON-EXPEDITED N US-
BAYER-201034164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8083530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083530 NON-EXPEDITED N US-BAYER-2011-056882 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 33 DAY BAYER

8083531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083531 NON-EXPEDITED N US-BAYER-2011-057663 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 10 DAY BAYER

8083532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083532 NON-EXPEDITED N US-
BAYER-201031253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8083533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083533 NON-EXPEDITED N US-
BAYER-201027551NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083534 NON-EXPEDITED Y US-
BAYER-201020907NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 190 DAY BAYER
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Detailed Report
8083561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083561 NON-EXPEDITED N US-TEVA-295469USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083609 NON-EXPEDITED Y US-
BAYER-201021055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8083610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083610 NON-EXPEDITED Y US-
BAYER-201018445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VOMITING  

8083611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083611 NON-EXPEDITED Y US-
BAYER-201020923NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8083612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083612 NON-EXPEDITED N US-
BAYER-201018125NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
8083613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083613 NON-EXPEDITED N US-
BAYER-201017845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S  BAYER
AMENORRHOEA  
BACK PAIN  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
FATIGUE  
WEIGHT INCREASED  

8083615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083615 NON-EXPEDITED N US-
BAYER-201025085NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083616 NON-EXPEDITED Y US-
BAYER-201027175NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8083617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083617 NON-EXPEDITED N US-
BAYER-201025869NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
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Detailed Report
8083630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083630 NON-EXPEDITED Y US-
BAYER-201027857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083631 NON-EXPEDITED N US-
BAYER-201040598NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8083632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083632 NON-EXPEDITED N US-BAYER-2011-055960 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 16 DAY BAYER

8083634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083634 NON-EXPEDITED Y US-
BAYER-201029688NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8083635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083635 NON-EXPEDITED Y US-
BAYER-201031527NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8083636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083636 NON-EXPEDITED N US-
BAYER-201040510NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  

8083638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083638 NON-EXPEDITED N US-
BAYER-201036185NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

8083821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083821 NON-EXPEDITED N US-TEVA-295429USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LYRICA C  
NEXIUM C  
WELLBUTRIN C  
CELEXA C  

8083823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083823 NON-EXPEDITED N US-
BAYER-201031383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER
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Detailed Report
8083824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083824 NON-EXPEDITED N US-
BAYER-201031460NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8083825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083825 NON-EXPEDITED N US-
BAYER-201039263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8083826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083826 NON-EXPEDITED N US-
BAYER-201034465NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8083827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083827 NON-EXPEDITED N US-
BAYER-201040539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8083828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083828 NON-EXPEDITED N US-
BAYER-201040505NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  

8083879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083879 NON-EXPEDITED N US-TEVA-295515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083889 NON-EXPEDITED N US-TEVA-295519USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8083905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083905 NON-EXPEDITED N US-TEVA-295520USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083913 NON-EXPEDITED N US-TEVA-295518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8083930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083930 NON-EXPEDITED N US-TEVA-295511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083933 NON-EXPEDITED Y US-
BAYER-201021142NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

8083935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083935 NON-EXPEDITED N US-BAYER-2011-063066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1825 DAY BAYER

8083954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083954 NON-EXPEDITED N US-TEVA-295516USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ACYCLOVIR C  

8083958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083958 NON-EXPEDITED Y US-
BAYER-201021654NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER
ABDOMINAL PAIN LOWER  
VULVOVAGINAL PAIN  
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Detailed Report
8083964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083964 NON-EXPEDITED N US-
BAYER-201031382NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8083965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083965 NON-EXPEDITED Y US-BAYER-2011-060690 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 11 DAY BAYER

8083966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083966 NON-EXPEDITED Y OT US-BAYER-2011-069883 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/h, CONT 83 DAY BAYER
DEVICE EXPULSION  

8083967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083967 NON-EXPEDITED Y OT US-BAYER-2011-069643 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8083968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083968 NON-EXPEDITED Y OT US-BAYER-2011-068808 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
DEVICE EXPULSION  
MALAISE  
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Detailed Report
8083969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083969 NON-EXPEDITED Y OT US-BAYER-2011-068848 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8083970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083970 NON-EXPEDITED N OT US-BAYER-2011-069873 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 510 DAY BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  

8083972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083972 NON-EXPEDITED Y US-BAYER-2011-069717 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8083973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083973 NON-EXPEDITED Y US-BAYER-2011-065891 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

8083974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083974 NON-EXPEDITED Y US-
BAYER-201032102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8083975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083975 NON-EXPEDITED N OT US-BAYER-2011-069438 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8083981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083981 NON-EXPEDITED N US-TEVA-295509USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083985 NON-EXPEDITED Y US-BAYER-2011-063341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8083986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083986 NON-EXPEDITED N US-BAYER-2011-063383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  

8083988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8083988 NON-EXPEDITED Y US-BAYER-2011-069150 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 40 DAY BAYER
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Detailed Report
8084025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084025 EXPEDITED (15-DAY) N OT US-BAYER-2011-068844 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX INFLAMMATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE CERVIX STENOSIS  
UTERINE SPASM  

8084077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084077 NON-EXPEDITED N US-BAYER-2011-070418 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK UNK, CONT  BAYER

8084084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084084 NON-EXPEDITED N US-TEVA-295505USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084090 NON-EXPEDITED N US-TEVA-295517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084110 NON-EXPEDITED N US-TEVA-295523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8084126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084126 NON-EXPEDITED N US-TEVA-295521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084130 EXPEDITED (15-DAY) Y OT FR-TEVA-295083ISR 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS ACNEIFORM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 0.1 mg/0.02 mg  DURAMED

8084142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084142 NON-EXPEDITED N US-TEVA-295668USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
NAUSEA  

8084403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084403 NON-EXPEDITED N US-TEVA-295680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084423 NON-EXPEDITED N US-TEVA-295522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

Page: 6,848 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8084436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084436 NON-EXPEDITED N US-TEVA-295730USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN IMITREX C  

8084451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084451 NON-EXPEDITED N US-TEVA-295705USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS UNSPECIFIED INGREDIENT S  
BREAST PAIN  

8084485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084485 NON-EXPEDITED N US-TEVA-295687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8084497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084497 NON-EXPEDITED Y US-
BAYER-201021871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8084500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084500 NON-EXPEDITED N US-TEVA-295731USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8084508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084508 NON-EXPEDITED N US-TEVA-295725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084520 NON-EXPEDITED N US-
BAYER-201031827NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8084521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084521 NON-EXPEDITED N US-BAYER-2011-053423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8084522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084522 NON-EXPEDITED N US-BAYER-2011-055340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8084523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084523 NON-EXPEDITED N US-BAYER-2011-033022 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 35 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8084524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084524 NON-EXPEDITED N US-
BAYER-201031907NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 113 DAY BAYER

8084526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084526 NON-EXPEDITED N US-
BAYER-201038541NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8084527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084527 NON-EXPEDITED N US-BAYER-2011-033026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8084528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084528 NON-EXPEDITED Y US-
BAYER-201040028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8084529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084529 NON-EXPEDITED N US-
BAYER-201031668NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
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Detailed Report
8084531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084531 NON-EXPEDITED N US-
BAYER-201039372NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8084532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084532 NON-EXPEDITED N OT US-BAYER-2011-054150 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S Daily dose 20 µg 29 DAY BAYER
DEVICE EXPULSION  

8084533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084533 NON-EXPEDITED N US-
BAYER-201021354NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8084681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084681 NON-EXPEDITED N US-TEVA-295688USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA  
DRUG INEFFECTIVE  
FATIGUE  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VOMITING IN PREGNANCY  
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Detailed Report
8084796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084796 NON-EXPEDITED N US-TEVA-295670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8084863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084863 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2011072829

16 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING NORDETTE S ORAL UNK  PFIZER

8084885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084885 NON-EXPEDITED N US-
BAYER-201021890NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 391 DAY BAYER

MIRENA S  BAYER

8084888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2011 8084888 NON-EXPEDITED Y OT US-BAYER-2011-070521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
7835461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 7835461 EXPEDITED (15-DAY) Y OT US-BAYER-2011-015942 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE continuously 20 µg/d  BAYER
DEPRESSION  
FATIGUE  
HEADACHE  
HOT FLUSH  
INSOMNIA  
MUSCLE SPASMS  
NIGHT SWEATS  
WEIGHT INCREASED  

7840002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 7840002 EXPEDITED (15-DAY) N OT US-BAYER-2010-007449 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
BACK PAIN  
BREAST TENDERNESS  
CERVIX CARCINOMA  
ERYTHEMA  
IRRITABILITY  
MENORRHAGIA  
PELVIC PAIN  
PROCEDURAL PAIN  
SMEAR CERVIX ABNORMAL  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  
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Detailed Report
7916062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 7916062 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-032719 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBARACHNOID HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
HEADACHE  
NAUSEA  
PHOTOPHOBIA  

7949775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 7949775 NON-EXPEDITED N US-TEVA-281968USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

7966661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 7966661 NON-EXPEDITED Y OT US-BAYER-2011-043510 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 337 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8017160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8017160 NON-EXPEDITED Y HO,LT GB-BAYER-2011-052364 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC MASS MIRENA S 20 mcg/24hr, CONT  BAYER
HAEMORRHAGIC OVARIAN CYST MIRENA S  BAYER
INFLAMMATION DICLOFENAC SODIUM C  
ABDOMINAL PAIN DOCUSATE C  

ACETAMINOPHEN C  
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Detailed Report
8042605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8042605 NON-EXPEDITED Y HO,OT US-BAYER-2011-061730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8056661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8056661 NON-EXPEDITED N US-TEVA-292199USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8057743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8057743 NON-EXPEDITED Y OT US-BAYER-2011-064748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
BLIGHTED OVUM  
COMPLICATION OF DEVICE REMOVAL  

8058270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8058270 NON-EXPEDITED N OT US-BAYER-2011-063915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  

8066786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8066786 NON-EXPEDITED N OT US-BAYER-2011-067582 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8068803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8068803 NON-EXPEDITED N US-TEVA-294704USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CARDIZEM C  

8080866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8080866 NON-EXPEDITED N US-TEVA-295259USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8081636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8081636 NON-EXPEDITED N US-
BAYER-201010066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER

8082280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8082280 NON-EXPEDITED N US-TEVA-295465USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8083637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8083637 NON-EXPEDITED N US-
BAYER-201040856NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8085317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085317 NON-EXPEDITED N US-TEVA-295783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085330 NON-EXPEDITED N US-TEVA-295781USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8085363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085363 NON-EXPEDITED Y US-
BAYER-201022000NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 522 DAY BAYER

8085364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085364 NON-EXPEDITED N US-
BAYER-201034097NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085365 NON-EXPEDITED N US-
BAYER-201024727NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 1 DAY BAYER
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Detailed Report
8085366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085366 NON-EXPEDITED N US-
BAYER-201031925NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8085367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085367 NON-EXPEDITED Y US-
BAYER-201021797NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085368 NON-EXPEDITED N US-
BAYER-201031901NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 941 DAY BAYER

8085369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085369 NON-EXPEDITED Y US-
BAYER-201031886NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8085370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085370 NON-EXPEDITED N US-
BAYER-201026984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8085371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085371 NON-EXPEDITED Y US-
BAYER-201031822NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8085372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085372 NON-EXPEDITED Y US-
BAYER-201031941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 813 DAY BAYER

8085373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085373 NON-EXPEDITED Y US-
BAYER-201032367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

8085374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085374 NON-EXPEDITED N US-
BAYER-201027674NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANGER  
CRYING  
IRRITABILITY  
THINKING ABNORMAL  
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Detailed Report
8085375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085375 NON-EXPEDITED N US-
BAYER-201031841NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8085376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085376 NON-EXPEDITED Y US-
BAYER-201032050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 39 DAY BAYER

8085377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085377 NON-EXPEDITED Y US-
BAYER-201025263NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

LOESTRIN 1.5/30 21 DAY C  

8085379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085379 NON-EXPEDITED Y US-
BAYER-201017848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT 27 DAY BAYER

8085380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085380 NON-EXPEDITED N US-
BAYER-201027177NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8085381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085381 NON-EXPEDITED N US-
BAYER-201031638NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
CRYING  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8085382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085382 NON-EXPEDITED N US-
BAYER-201021896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 294 DAY BAYER

8085383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085383 NON-EXPEDITED Y US-
BAYER-201023359NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 653 DAY BAYER

8085384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085384 NON-EXPEDITED N US-
BAYER-201032030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  
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Detailed Report
8085385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085385 NON-EXPEDITED N US-
BAYER-201021869NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8085386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085386 NON-EXPEDITED Y US-
BAYER-201021994NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085389 NON-EXPEDITED N US-
BAYER-201040615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8085390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085390 NON-EXPEDITED N US-
BAYER-201038594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8085391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085391 NON-EXPEDITED N US-
BAYER-201037359NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, QD 1 DAY BAYER

8085392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085392 NON-EXPEDITED N US-
BAYER-201038648NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER

8085393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085393 NON-EXPEDITED N US-
BAYER-201040509NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
IRRITABILITY  

8085394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085394 NON-EXPEDITED N US-BAYER-2011-005446 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 152 DAY BAYER
LIMB INJURY  
WOUND INFECTION  
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Detailed Report
8085395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085395 NON-EXPEDITED N US-
BAYER-201040072NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
NAUSEA  

8085396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085396 NON-EXPEDITED N US-
BAYER-201041034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085397 NON-EXPEDITED N US-
BAYER-201040537NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085398 NON-EXPEDITED N US-
BAYER-201040484NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
GENITAL DISCHARGE  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8085399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085399 NON-EXPEDITED N US-
BAYER-201038034NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085400 NON-EXPEDITED N US-
BAYER-201034467NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8085401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085401 NON-EXPEDITED Y US-
BAYER-201039968NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT  

8085402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085402 NON-EXPEDITED Y US-
BAYER-201038596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8085404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085404 NON-EXPEDITED N US-
BAYER-201040069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8085405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085405 NON-EXPEDITED N US-
BAYER-201039100NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085417 EXPEDITED (15-DAY) N OT CA-
BAYER-201035045NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LOWER EXTREMITY MASS  
PAIN IN EXTREMITY  

8085419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085419 NON-EXPEDITED N US-BAYER-2011-066322 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 1 DAY BAYER

8085420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085420 NON-EXPEDITED N US-
BAYER-201040496NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8085421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085421 NON-EXPEDITED Y US-BAYER-2011-065781 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 63 DAY BAYER

8085422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085422 NON-EXPEDITED N US-
BAYER-201039411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085423 NON-EXPEDITED N US-BAYER-2011-063481 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER
PROCEDURAL PAIN  

8085424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085424 NON-EXPEDITED Y US-BAYER-2011-000519 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
METRORRHAGIA  

8085426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085426 NON-EXPEDITED Y US-BAYER-2011-067214 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 50 DAY BAYER
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Detailed Report
8085427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085427 NON-EXPEDITED N US-
BAYER-201039407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085429 NON-EXPEDITED N US-BAYER-2011-064812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VULVOVAGINAL PAIN  

8085430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085430 NON-EXPEDITED Y US-BAYER-2011-007232 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8085432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085432 NON-EXPEDITED N US-
BAYER-201033912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

8085433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085433 NON-EXPEDITED Y US-BAYER-2011-067733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ACNE  
ALOPECIA  
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Detailed Report
8085434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085434 NON-EXPEDITED N US-BAYER-2011-063345 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085437 NON-EXPEDITED Y OT US-BAYER-2011-065218 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8085438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085438 NON-EXPEDITED Y US-BAYER-2011-070389 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8085447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085447 NON-EXPEDITED N OT DE-BAYER-2011-068968 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8085449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085449 NON-EXPEDITED N OT US-BAYER-2011-068610 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8085450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085450 NON-EXPEDITED N US-BAYER-2011-069756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
MENSTRUATION IRREGULAR  

8085451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085451 NON-EXPEDITED Y US-BAYER-2011-069840 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

8085452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085452 NON-EXPEDITED N US-BAYER-2011-069734 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  

8085453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085453 NON-EXPEDITED N OT US-BAYER-2011-069456 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
MENORRHAGIA  
POLYMENORRHOEA  
PROCEDURAL PAIN  
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Detailed Report
8085552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085552 NON-EXPEDITED Y US-
BAYER-201032051NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER

8085553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085553 NON-EXPEDITED N US-
BAYER-201026613NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8085554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085554 NON-EXPEDITED Y US-
BAYER-201030406NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8085555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085555 NON-EXPEDITED Y US-
BAYER-201021958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8085556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085556 NON-EXPEDITED N US-
BAYER-201030860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8085562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085562 NON-EXPEDITED N US-TEVA-295780USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8085573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085573 NON-EXPEDITED N US-TEVA-295775USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085587 NON-EXPEDITED N US-TEVA-295774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8085669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085669 NON-EXPEDITED Y US-
BAYER-201025361NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8085671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085671 NON-EXPEDITED Y US-
BAYER-201038366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8085672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085672 NON-EXPEDITED Y US-BAYER-2011-066287 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8085673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085673 NON-EXPEDITED Y US-
BAYER-201017597NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE Intrauterine delivery

system
245 DAY BAYER

8085674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085674 NON-EXPEDITED N US-
BAYER-201028857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8085675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085675 NON-EXPEDITED N US-
BAYER-201040462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OPEN WOUND MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8085676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085676 NON-EXPEDITED N US-
BAYER-201021722NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8085677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085677 NON-EXPEDITED Y US-
BAYER-201030056NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

MIRENA S  BAYER

8085678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085678 NON-EXPEDITED N US-
BAYER-201027842NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8085679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085679 NON-EXPEDITED N US-BAYER-2011-064785 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 3 DAY BAYER

8085680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085680 NON-EXPEDITED N US-
BAYER-201032233NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8085681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085681 NON-EXPEDITED Y US-
BAYER-201038857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
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Detailed Report
8085682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085682 NON-EXPEDITED N US-
BAYER-201032955NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/h, CONT 1 DAY BAYER

8085789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085789 NON-EXPEDITED N US-TEVA-295788USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085863 NON-EXPEDITED N US-TEVA-295773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085948 NON-EXPEDITED N US-TEVA-295787USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085977 NON-EXPEDITED N US-TEVA-295770USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
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Detailed Report
8085993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8085993 NON-EXPEDITED N US-TEVA-295782USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086028 NON-EXPEDITED N US-TEVA-295779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086100 NON-EXPEDITED N US-
BAYER-201021999NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 637 DAY BAYER
ABDOMINAL PAIN LOWER  

8086102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086102 NON-EXPEDITED Y US-
BAYER-201022072NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8086103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086103 NON-EXPEDITED Y US-
BAYER-201023291NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER
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Detailed Report
8086104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086104 NON-EXPEDITED Y US-
BAYER-201022065NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8086105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086105 NON-EXPEDITED Y US-
BAYER-201022554NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8086106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086106 NON-EXPEDITED N US-
BAYER-201040052NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086107 NON-EXPEDITED N US-
BAYER-201040489NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086108 NON-EXPEDITED N US-
BAYER-201038611NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 359 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8086109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086109 NON-EXPEDITED N US-
BAYER-201040493NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086110 NON-EXPEDITED N US-
BAYER-201040996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8086111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086111 NON-EXPEDITED N US-
BAYER-201032665NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DISCOMFORT  
FEELING ABNORMAL  

8086112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086112 NON-EXPEDITED Y US-
BAYER-201038556NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 169 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8086113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086113 NON-EXPEDITED N US-
BAYER-201040465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086114 NON-EXPEDITED Y US-
BAYER-201040172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8086115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086115 NON-EXPEDITED N US-
BAYER-201040854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 28 DAY BAYER

8086125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086125 NON-EXPEDITED N US-
BAYER-201020606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086126 NON-EXPEDITED Y US-
BAYER-201023096NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
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8086127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086127 NON-EXPEDITED Y US-
BAYER-201022472NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8086128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086128 NON-EXPEDITED Y US-
BAYER-201022544NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8086130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086130 NON-EXPEDITED Y US-
BAYER-201030002NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

8086131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086131 NON-EXPEDITED N US-
BAYER-201040472NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086132 NON-EXPEDITED N US-
BAYER-201040468NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC DISCOMFORT  
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Detailed Report
8086133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086133 NON-EXPEDITED N US-
BAYER-201040459NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
HYPOMENORRHOEA  
NAUSEA  

8086134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086134 NON-EXPEDITED N US-
BAYER-201038789NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8086135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086135 NON-EXPEDITED Y US-
BAYER-201038558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 186 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8086136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086136 NON-EXPEDITED N US-
BAYER-201026714NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
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8086137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086137 NON-EXPEDITED Y US-
BAYER-201038957NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT 549 DAY BAYER
EMOTIONAL DISORDER  
IRRITABILITY  

8086138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086138 NON-EXPEDITED Y US-
BAYER-201024865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8086140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086140 NON-EXPEDITED N US-
BAYER-201024567NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8086141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086141 NON-EXPEDITED N US-
BAYER-201039019NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8086142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086142 NON-EXPEDITED N US-
BAYER-201039404NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BLOOD PRESSURE INCREASED  
POST PROCEDURAL HAEMORRHAGE  
SENSATION OF HEAVINESS  

8086143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086143 NON-EXPEDITED N US-
BAYER-201034462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENOMETRORRHAGIA  
VAGINAL HAEMORRHAGE  

8086147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086147 NON-EXPEDITED Y US-BAYER-2011-008257 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
PAIN  

8086149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086149 NON-EXPEDITED Y US-BAYER-2011-007927 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8086150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086150 NON-EXPEDITED N US-BAYER-2011-007289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8086152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086152 NON-EXPEDITED N US-BAYER-2011-007218 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8086153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086153 NON-EXPEDITED Y US-BAYER-2011-008508 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8086166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086166 EXPEDITED (15-DAY) Y OT US-BAYER-2011-069796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8086167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086167 NON-EXPEDITED Y US-BAYER-2011-008239 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
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Detailed Report
8086168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086168 NON-EXPEDITED Y US-BAYER-2011-008472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086169 NON-EXPEDITED Y US-BAYER-2011-008277 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 202 DAY BAYER

8086170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086170 NON-EXPEDITED N US-BAYER-2011-065821 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8086171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086171 NON-EXPEDITED Y US-BAYER-2011-008243 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8086172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086172 NON-EXPEDITED N US-
BAYER-201040456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PRURITUS GENERALISED  
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Detailed Report
8086217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086217 NON-EXPEDITED N US-TEVA-295733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086218 NON-EXPEDITED N US-TEVA-295906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CELEXA C  

8086438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086438 NON-EXPEDITED N US-TEVA-295789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8086441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086441 NON-EXPEDITED N US-TEVA-295790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086527 NON-EXPEDITED N US-BAYER-2011-008452 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8086528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086528 NON-EXPEDITED Y US-
BAYER-201023848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8086530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086530 NON-EXPEDITED N US-BAYER-2011-063438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8086553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086553 NON-EXPEDITED Y US-
BAYER-201023350NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8086554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086554 NON-EXPEDITED N US-BAYER-2011-064606 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086564 NON-EXPEDITED Y US-BAYER-2011-065701 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8086565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086565 NON-EXPEDITED N US-BAYER-2011-065707 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8086599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086599 NON-EXPEDITED Y US-
BAYER-201024290NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8086697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086697 NON-EXPEDITED Y OT US-BAYER-2011-070425 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8086699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086699 NON-EXPEDITED Y OT US-BAYER-2011-069604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8086701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086701 NON-EXPEDITED Y OT US-BAYER-2011-069733 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK UNK, CONT 11 DAY BAYER
DIZZINESS  
HEADACHE  
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Detailed Report
8086702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086702 NON-EXPEDITED N US-BAYER-2011-067113 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 164 DAY BAYER

8086703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086703 NON-EXPEDITED Y US-
BAYER-201024331NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 322 DAY BAYER

8086705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086705 NON-EXPEDITED N US-BAYER-2011-067383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VOMITING  

8086706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086706 NON-EXPEDITED N OT US-BAYER-2011-069633 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST DISCOMFORT  
INCREASED APPETITE  
NIPPLE PAIN  
VAGINAL HAEMORRHAGE  

8086833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086833 NON-EXPEDITED N US-TEVA-295982USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8086881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086881 NON-EXPEDITED N US-TEVA-295976USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086908 NON-EXPEDITED N US-TEVA-295958USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8086927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086927 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-069648 42 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NON-HODGKIN'S LYMPHOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086929 NON-EXPEDITED N OT US-BAYER-2011-069448 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
INFECTION  

8086930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086930 NON-EXPEDITED N OT US-BAYER-2011-069548 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
MOOD ALTERED  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  
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Detailed Report
8086931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086931 NON-EXPEDITED N OT US-BAYER-2011-071466 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8086933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086933 NON-EXPEDITED N OT US-BAYER-2011-069603 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE UNK  BAYER
BACK PAIN  
DEVICE DISLOCATION  
DYSPAREUNIA  
LOSS OF LIBIDO  

8086935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086935 NON-EXPEDITED N US-
BAYER-201034464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8086936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8086936 NON-EXPEDITED N OT US-BAYER-2011-069465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8087010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8087010 NON-EXPEDITED N US-TEVA-295916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8087040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8087040 NON-EXPEDITED N US-TEVA-295912USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8740200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2011 8740200 DIRECT N HO 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN LEVONORGESTREL S  
GALLBLADDER DISORDER LEVONORGESTREL C  
GENERAL PHYSICAL HEALTH DETERIORATION  

7243147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 7243147 NON-EXPEDITED N US-
BAYER-200943637NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

7963597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 7963597 NON-EXPEDITED N US-
BAYER-201015894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8017155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8017155 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-051604 44 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK, CONT  BAYER
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Detailed Report
8087468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087468 NON-EXPEDITED N US-TEVA-295928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8087488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087488 NON-EXPEDITED N US-TEVA-296006USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8087519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087519 NON-EXPEDITED N US-
BAYER-201025108NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087520 EXPEDITED (15-DAY) Y CA US-BAYER-2011-071583 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONJOINED TWINS MIRENA S  BAYER

8087521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087521 NON-EXPEDITED N US-
BAYER-201027473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8087522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087522 NON-EXPEDITED N US-
BAYER-201031902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MENORRHAGIA  

8087523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087523 NON-EXPEDITED N US-
BAYER-201038915NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8087524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087524 NON-EXPEDITED N US-
BAYER-201032922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087525 NON-EXPEDITED Y US-
BAYER-201027710NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 56 DAY BAYER

8087529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087529 NON-EXPEDITED Y US-
BAYER-201024675NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 6,895 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8087530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087530 NON-EXPEDITED Y US-
BAYER-201024345NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8087531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087531 NON-EXPEDITED Y US-
BAYER-201024657NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087532 NON-EXPEDITED Y US-
BAYER-201039277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8087533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087533 NON-EXPEDITED Y US-
BAYER-201021681NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087534 NON-EXPEDITED Y US-
BAYER-201024679NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 321 DAY BAYER
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Detailed Report
8087535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087535 NON-EXPEDITED N US-
BAYER-201018495NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  

8087536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087536 NON-EXPEDITED N US-
BAYER-201038885NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8087537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087537 NON-EXPEDITED N US-
BAYER-201031498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

VICODIN C  

8087538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087538 NON-EXPEDITED N US-
BAYER-201038997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8087539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087539 NON-EXPEDITED N US-
BAYER-201038599NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8087540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087540 NON-EXPEDITED N US-
BAYER-201028577NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087541 NON-EXPEDITED Y US-
BAYER-201031097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8087542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087542 NON-EXPEDITED Y US-
BAYER-201024963NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER
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Detailed Report
8087543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087543 NON-EXPEDITED Y US-
BAYER-201021881NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 232 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8087544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087544 NON-EXPEDITED Y US-
BAYER-201024663NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087545 NON-EXPEDITED Y US-
BAYER-201024870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

8087546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087546 NON-EXPEDITED Y US-
BAYER-201039320NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 577 DAY BAYER

8087547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087547 NON-EXPEDITED N US-
BAYER-201039054NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8087548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087548 NON-EXPEDITED Y US-
BAYER-201031959NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8087549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087549 NON-EXPEDITED Y US-
BAYER-201024660NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8087550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087550 NON-EXPEDITED N US-
BAYER-201031115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087551 NON-EXPEDITED N US-
BAYER-201038968NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8087553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087553 NON-EXPEDITED N US-BAYER-2011-008747 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
EXPIRED DRUG ADMINISTERED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8087554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087554 NON-EXPEDITED N US-
BAYER-201039001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087555 NON-EXPEDITED N US-BAYER-2011-008737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087556 NON-EXPEDITED N US-
BAYER-201040485NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
GENITAL HAEMORRHAGE  

8087557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087557 NON-EXPEDITED N US-
BAYER-201040455NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8087558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087558 NON-EXPEDITED N US-
BAYER-201040257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHILLS  
NAUSEA  
PYREXIA  

8087559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087559 NON-EXPEDITED N US-
BAYER-201040353NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8087560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087560 NON-EXPEDITED Y US-
BAYER-201039146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

8087561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087561 NON-EXPEDITED N US-
BAYER-201040452NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER
MOOD SWINGS  
SWELLING  
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Detailed Report
8087562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087562 NON-EXPEDITED Y US-BAYER-2011-009552 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8087563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087563 NON-EXPEDITED Y US-
BAYER-201038999NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8087564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087564 NON-EXPEDITED N US-
BAYER-201040216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
DRY SKIN  
FATIGUE  
PRURITUS  
THYROID FUNCTION TEST ABNORMAL  

8087565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087565 NON-EXPEDITED N US-
BAYER-201040421NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8087571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087571 NON-EXPEDITED N US-TEVA-296003USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8087658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087658 NON-EXPEDITED N US-TEVA-295955USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8087802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087802 NON-EXPEDITED N US-TEVA-295997USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8087804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087804 NON-EXPEDITED N US-TEVA-295956USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8087817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087817 NON-EXPEDITED N US-TEVA-295995USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8087830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087830 NON-EXPEDITED N US-TEVA-295992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  

8087864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087864 NON-EXPEDITED N US-TEVA-295925USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8087891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087891 NON-EXPEDITED Y US-
BAYER-201025217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8087892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087892 NON-EXPEDITED N US-
BAYER-201028023NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8087893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087893 NON-EXPEDITED Y US-
BAYER-201019768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
8087894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087894 NON-EXPEDITED N US-
BAYER-201027149NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  
PROCEDURAL PAIN  

8087895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087895 NON-EXPEDITED Y US-
BAYER-201022430NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8087896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087896 NON-EXPEDITED N US-
BAYER-201025233NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 896 DAY BAYER

8087897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087897 NON-EXPEDITED N US-
BAYER-201031908NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8087898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087898 NON-EXPEDITED Y US-
BAYER-201025240NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087899 NON-EXPEDITED Y US-
BAYER-201025220NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

8087900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087900 NON-EXPEDITED N US-
BAYER-201026584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8087901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087901 NON-EXPEDITED Y US-
BAYER-201027847NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8087902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087902 NON-EXPEDITED N US-
BAYER-201021389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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8087903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087903 NON-EXPEDITED Y US-
BAYER-201025229NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8087918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087918 NON-EXPEDITED Y US-BAYER-2011-010548 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087919 NON-EXPEDITED Y US-BAYER-2011-000156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER

8087922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087922 NON-EXPEDITED Y US-BAYER-2011-012180 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8087925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087925 NON-EXPEDITED Y US-
BAYER-201038560NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 128 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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8087932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087932 NON-EXPEDITED Y US-
BAYER-201040116NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT 75 DAY BAYER
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PRURITUS  

8087933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087933 NON-EXPEDITED N US-
BAYER-201039000NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8087934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087934 NON-EXPEDITED Y US-
BAYER-201035976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087935 NON-EXPEDITED N US-BAYER-2011-012540 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, QD  BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT
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8087936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087936 NON-EXPEDITED N US-
BAYER-201037489NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HOT FLUSH  

8087937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087937 NON-EXPEDITED Y US-
BAYER-201038371NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087939 NON-EXPEDITED N US-BAYER-2011-011380 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8087940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087940 NON-EXPEDITED N US-
BAYER-201037361NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8087941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087941 NON-EXPEDITED N US-BAYER-2011-010861 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8087943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087943 NON-EXPEDITED Y US-
BAYER-201039932NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 29 DAY BAYER
ABDOMINAL PAIN LOWER  

8087945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8087945 NON-EXPEDITED N US-BAYER-2011-010766 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8088054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088054 NON-EXPEDITED Y US-BAYER-2011-061586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S UNK  BAYER
ALOPECIA  
WEIGHT INCREASED  

8088064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088064 NON-EXPEDITED N US-TEVA-295986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8088107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088107 NON-EXPEDITED N US-TEVA-296063USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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8088121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088121 NON-EXPEDITED N US-
BAYER-201020041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

8088122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088122 NON-EXPEDITED N US-
BAYER-201022387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8088124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088124 NON-EXPEDITED Y US-
BAYER-201034063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8088125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088125 NON-EXPEDITED Y US-
BAYER-201023455NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
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8088126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088126 NON-EXPEDITED N US-
BAYER-201037342NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
GENITAL HAEMORRHAGE  

8088127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088127 NON-EXPEDITED Y US-
BAYER-201037597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8088128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088128 NON-EXPEDITED Y US-
BAYER-201025242NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 7 DAY BAYER

8088129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088129 NON-EXPEDITED N US-
BAYER-201024187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8088130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088130 NON-EXPEDITED N US-BAYER-2011-010777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S  BAYER
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8088131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088131 NON-EXPEDITED N US-
BAYER-201022537NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8088146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088146 NON-EXPEDITED N US-TEVA-296053USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
LOCAL SWELLING  
MENSTRUATION DELAYED  
PAROSMIA  
VOMITING  

8088148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088148 NON-EXPEDITED N US-TEVA-295996USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8088199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088199 NON-EXPEDITED N US-BAYER-2011-061184 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S UNK 1 DAY BAYER

8088200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088200 NON-EXPEDITED Y US-
BAYER-201019155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 161 DAY BAYER
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8088201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088201 NON-EXPEDITED Y US-
BAYER-201025247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT 66 DAY BAYER

8088202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088202 NON-EXPEDITED Y US-
BAYER-201022259NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 245 DAY BAYER

8088203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088203 NON-EXPEDITED N US-TEVA-296010USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8088346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088346 NON-EXPEDITED Y US-BAYER-2011-070391 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
SCREAMING  

8088349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088349 EXPEDITED (15-DAY) Y OT AR-BAYER-2011-069453 33 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
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8088366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088366 NON-EXPEDITED N US-BAYER-2011-064319 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8088367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088367 NON-EXPEDITED Y US-BAYER-2011-064065 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8088437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088437 NON-EXPEDITED N US-TEVA-295994USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8088522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088522 NON-EXPEDITED N US-
BAYER-201019955NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8088523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088523 NON-EXPEDITED N US-
BAYER-201032553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 51 DAY BAYER
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8088524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088524 NON-EXPEDITED Y US-
BAYER-201036042NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
ABDOMINAL PAIN LOWER  

8088526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088526 NON-EXPEDITED Y OT US-BAYER-2011-050200 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 27 DAY BAYER
VAGINAL HAEMORRHAGE  

8088527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088527 NON-EXPEDITED N US-
BAYER-201036207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER
ABDOMINAL PAIN LOWER  
PELVIC PAIN  

8088528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088528 NON-EXPEDITED N US-BAYER-2011-010560 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
AMENORRHOEA  
NAUSEA  
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8088529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088529 NON-EXPEDITED Y US-BAYER-2011-011337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES MELLITUS MIRENA S  BAYER

8088638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088638 NON-EXPEDITED N US-BAYER-2011-067379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 4 DAY BAYER

8088648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088648 NON-EXPEDITED N US-BAYER-2011-013094 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8088649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088649 NON-EXPEDITED Y US-BAYER-2011-064817 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 95 DAY BAYER

8088654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088654 NON-EXPEDITED N US-BAYER-2011-066376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8088655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088655 NON-EXPEDITED N US-BAYER-2011-065628 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 65 DAY BAYER
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8088656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088656 NON-EXPEDITED N US-BAYER-2011-064819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8088657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088657 NON-EXPEDITED N US-BAYER-2011-067141 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 36 DAY BAYER

8088658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088658 NON-EXPEDITED N US-BAYER-2011-064852 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8088659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088659 NON-EXPEDITED N US-BAYER-2011-066279 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8088660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088660 NON-EXPEDITED N OT US-BAYER-2011-069916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8088662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088662 NON-EXPEDITED Y US-BAYER-2011-069813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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8088663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088663 NON-EXPEDITED Y OT US-BAYER-2011-069638 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8088665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088665 NON-EXPEDITED Y US-BAYER-2011-066359 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PROCEDURAL PAIN  

8088666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088666 NON-EXPEDITED N US-BAYER-2011-065990 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 33 DAY BAYER

8088668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088668 NON-EXPEDITED N OT US-BAYER-2011-070396 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
PROCEDURAL PAIN  

8088669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088669 NON-EXPEDITED Y US-BAYER-2011-067482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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8088671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088671 NON-EXPEDITED N US-BAYER-2011-067204 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

8088672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088672 NON-EXPEDITED N US-BAYER-2011-067425 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 47 DAY BAYER

8088674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088674 NON-EXPEDITED N OT US-BAYER-2011-069841 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 110 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8088675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088675 NON-EXPEDITED N OT US-BAYER-2011-069544 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8088676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088676 NON-EXPEDITED N OT US-BAYER-2011-069688 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8088677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088677 NON-EXPEDITED N US-BAYER-2011-067489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8088678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088678 NON-EXPEDITED N OT US-BAYER-2011-069547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8088679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088679 NON-EXPEDITED N US-BAYER-2011-069810 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8088680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088680 NON-EXPEDITED Y OT US-BAYER-2011-069938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8088699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088699 NON-EXPEDITED N OT US-BAYER-2011-069830 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HIGH RISK PREGNANCY  

8088700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088700 NON-EXPEDITED N US-BAYER-2011-069846 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
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8088710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088710 NON-EXPEDITED N US-TEVA-296000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8088724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088724 NON-EXPEDITED N US-TEVA-295999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8088783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8088783 NON-EXPEDITED N US-TEVA-295998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8089197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2011 8089197 NON-EXPEDITED Y US-
BAYER-201013386NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
UTERINE PAIN MIRENA S INTRAUTERINE  BAYER
UTERINE SPASM  

7723254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 7723254 EXPEDITED (15-DAY) N GB-BAYER-2010-004683 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, continuous  BAYER
POLYMENORRHOEA DEPO-PROVERA S UNK  

ALTRENOGEST S UNK  
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7908527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 7908527 NON-EXPEDITED N US-TEVA-263059USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8011787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8011787 NON-EXPEDITED Y US-
BAYER-201024243NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8021400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8021400 EXPEDITED (15-DAY) Y VN-BAYER-2011-053352 32 YR Female VNM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE UNK 15 HR BAYER
ABDOMINAL PAIN LOWER  
HYPOTENSION  
SYNCOPE  

8027609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8027609 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-056574 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S UNK 7 DAY BAYER
ASTHENIA  
BALANCE DISORDER  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
PRODUCT QUALITY ISSUE  
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8041466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8041466 NON-EXPEDITED Y OT US-BAYER-2011-061386 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE PERFORATION  

8042088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8042088 NON-EXPEDITED Y OT TR-BAYER-2011-060467 34 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8046762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8046762 NON-EXPEDITED N OT US-BAYER-2011-062196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8087566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8087566 NON-EXPEDITED N US-
BAYER-201040453NA

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MALAISE ANTIBIOTICS C UNK  
ABDOMINAL PAIN  
BILIARY COLIC  
DEVICE EXPULSION  
MENORRHAGIA  
PANIC ATTACK  
WEIGHT DECREASED  
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8089326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089326 NON-EXPEDITED N US-TEVA-296075USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8089350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089350 NON-EXPEDITED N US-
BAYER-201039375NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089351 NON-EXPEDITED N US-
BAYER-201040359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

8089352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089352 NON-EXPEDITED N US-
BAYER-201038946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
MEDICAL DEVICE DISCOMFORT  
WEIGHT INCREASED  
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8089353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089353 NON-EXPEDITED N US-
BAYER-201022553NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8089354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089354 NON-EXPEDITED Y US-
BAYER-201022446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8089355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089355 NON-EXPEDITED N US-
BAYER-201040426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089356 NON-EXPEDITED Y US-
BAYER-201025274NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8089357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089357 NON-EXPEDITED N US-
BAYER-201040463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8089359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089359 NON-EXPEDITED N US-
BAYER-201025797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8089360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089360 NON-EXPEDITED N US-
BAYER-201040393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

8089361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089361 NON-EXPEDITED N US-
BAYER-201040192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN JAW MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NECK PAIN  
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Detailed Report
8089362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089362 NON-EXPEDITED Y US-
BAYER-201025304NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8089363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089363 NON-EXPEDITED N US-
BAYER-201016847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089364 NON-EXPEDITED N US-
BAYER-201040261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FUNGAL INFECTION ANTIBIOTICS C UNK  

8089366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089366 NON-EXPEDITED N US-
BAYER-201025285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089368 NON-EXPEDITED N US-
BAYER-201040103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  
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8089369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089369 NON-EXPEDITED N US-
BAYER-201040357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
APATHY  
CONFUSIONAL STATE  
DEPRESSED MOOD  
FEELING ABNORMAL  
STRESS  

8089370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089370 NON-EXPEDITED Y US-
BAYER-201040231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8089371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089371 NON-EXPEDITED N US-
BAYER-201040364NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089374 NON-EXPEDITED N CA-
BAYER-201034277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8089375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089375 NON-EXPEDITED N US-
BAYER-201040420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089376 NON-EXPEDITED N US-
BAYER-201040110NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

8089377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089377 NON-EXPEDITED N US-
BAYER-201040166NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089378 NON-EXPEDITED N US-
BAYER-201022454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8089379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089379 NON-EXPEDITED Y US-
BAYER-201025272NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8089380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089380 NON-EXPEDITED N US-
BAYER-201021986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8089381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089381 NON-EXPEDITED Y US-
BAYER-201025273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089476 NON-EXPEDITED Y US-BAYER-2011-011536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089477 NON-EXPEDITED Y US-
BAYER-201022529NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8089478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089478 NON-EXPEDITED Y US-BAYER-2011-064895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8089479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089479 NON-EXPEDITED Y US-BAYER-2011-012212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8089480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089480 NON-EXPEDITED Y US-
BAYER-201025355NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8089481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089481 NON-EXPEDITED N US-
BAYER-201032355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
HEADACHE MIRENA S  BAYER
ACNE  
ALOPECIA  
FATIGUE  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8089483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089483 NON-EXPEDITED N US-
BAYER-201035173NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS VIRAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
OLIGOMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
VOMITING  

8089511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089511 NON-EXPEDITED N US-
BAYER-201022499NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8089512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089512 NON-EXPEDITED Y US-
BAYER-201025397NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 416 DAY BAYER

8089513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089513 NON-EXPEDITED N US-BAYER-2011-065292 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 35 DAY BAYER
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Detailed Report
8089514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089514 NON-EXPEDITED N US-BAYER-2011-066378 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8089515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089515 NON-EXPEDITED Y US-BAYER-2011-065226 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 448 DAY BAYER

8089516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089516 NON-EXPEDITED Y US-BAYER-2011-066309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8089517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089517 NON-EXPEDITED N US-BAYER-2011-010944 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

8089518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089518 NON-EXPEDITED N US-BAYER-2011-065426 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8089519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089519 NON-EXPEDITED N US-
BAYER-201040027NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
POST PROCEDURAL HAEMORRHAGE  

8089520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089520 NON-EXPEDITED N US-BAYER-2011-012745 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089521 NON-EXPEDITED N US-BAYER-2011-045994 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANGER  
BREAST INDURATION  
DEPRESSED MOOD  
DEPRESSION  
POST PROCEDURAL HAEMORRHAGE  

8089522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089522 NON-EXPEDITED Y US-BAYER-2011-065386 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8089592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089592 NON-EXPEDITED N US-TEVA-296134USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8089654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089654 NON-EXPEDITED Y US-
BAYER-201025427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 116 DAY BAYER

8089655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089655 NON-EXPEDITED N US-
BAYER-201035275NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  

8089656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089656 NON-EXPEDITED N US-
BAYER-201022502NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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8089657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089657 NON-EXPEDITED Y US-
BAYER-201023276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8089658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089658 NON-EXPEDITED N US-
BAYER-201039518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089659 NON-EXPEDITED N US-BAYER-2011-011552 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 59 DAY BAYER

8089660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089660 NON-EXPEDITED N US-
BAYER-201040064NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8089661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089661 NON-EXPEDITED Y US-
BAYER-201041307NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER
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Detailed Report
8089662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089662 NON-EXPEDITED N US-BAYER-2011-011865 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

MIRENA S  BAYER

8089663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089663 NON-EXPEDITED N US-
BAYER-201040969NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 24 DAY BAYER

MIRENA S  BAYER

8089664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089664 NON-EXPEDITED Y US-BAYER-2011-012314 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 537 DAY BAYER

MIRENA S  BAYER

8089665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089665 NON-EXPEDITED Y US-BAYER-2011-011381 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8089666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089666 NON-EXPEDITED N US-BAYER-2011-011553 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
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Detailed Report
8089667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089667 NON-EXPEDITED N US-BAYER-2011-011383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8089865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8089865 NON-EXPEDITED N US-TEVA-296149USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8090001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090001 NON-EXPEDITED N US-TEVA-296146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8090143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090143 NON-EXPEDITED N US-TEVA-296316USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
VOMITING  

8090145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090145 NON-EXPEDITED Y US-BAYER-2011-012821 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8090146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090146 NON-EXPEDITED Y US-BAYER-2011-011798 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8090147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090147 NON-EXPEDITED Y US-
BAYER-201022526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8090148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090148 NON-EXPEDITED Y US-BAYER-2011-061679 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

8090149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090149 NON-EXPEDITED Y US-BAYER-2011-039240 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8090150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090150 NON-EXPEDITED Y US-
BAYER-201025445NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8090151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090151 NON-EXPEDITED Y US-BAYER-2011-011376 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8090152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090152 NON-EXPEDITED N US-
BAYER-201040009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUAL DISORDER  

8090154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090154 NON-EXPEDITED Y US-BAYER-2011-019825 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8090155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090155 NON-EXPEDITED N US-BAYER-2011-005221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090156 NON-EXPEDITED Y US-
BAYER-201027568NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER

8090157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090157 NON-EXPEDITED Y US-
BAYER-201013351NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1265 DAY BAYER

Page: 6,942 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8090158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090158 NON-EXPEDITED Y US-
BAYER-201025435NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 199 DAY BAYER

MIRENA S  BAYER

8090159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090159 NON-EXPEDITED Y US-
BAYER-201027110NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 242 DAY BAYER

8090160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090160 NON-EXPEDITED Y US-BAYER-2011-047601 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8090161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090161 NON-EXPEDITED N US-
BAYER-201040139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S  BAYER
ABDOMINAL PAIN  

8090162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090162 NON-EXPEDITED Y US-BAYER-2011-011883 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8090163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090163 NON-EXPEDITED N US-
BAYER-201020832NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
DEVICE EXPULSION  
PAIN  
POLLAKIURIA  

8090164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090164 NON-EXPEDITED N US-
BAYER-201040471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8090167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090167 NON-EXPEDITED N US-TEVA-296157USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8090187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090187 NON-EXPEDITED N US-TEVA-296151USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8090275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090275 NON-EXPEDITED N US-
BAYER-201020724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8090276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090276 NON-EXPEDITED N US-
BAYER-201028260NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION  

8090277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090277 NON-EXPEDITED N US-
BAYER-201036049NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8090279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090279 NON-EXPEDITED N US-
BAYER-201039971NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8090281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090281 NON-EXPEDITED Y US-
BAYER-201036194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8090282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090282 NON-EXPEDITED N US-
BAYER-201028584NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8090283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090283 NON-EXPEDITED Y US-
BAYER-201023432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090284 NON-EXPEDITED Y US-
BAYER-201036192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8090285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090285 NON-EXPEDITED N US-
BAYER-201028126NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER

8090286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090286 NON-EXPEDITED N US-
BAYER-201038657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090287 NON-EXPEDITED Y US-
BAYER-201039062NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8090289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090289 NON-EXPEDITED Y US-BAYER-2011-065272 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER  

8090319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090319 NON-EXPEDITED N US-TEVA-296333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
BREAST TENDERNESS  
HEADACHE  

8090379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090379 NON-EXPEDITED N US-TEVA-296350USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8090506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090506 NON-EXPEDITED N US-
BAYER-201025668NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 318 DAY BAYER

8090507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090507 NON-EXPEDITED N US-
BAYER-201025672NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
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Detailed Report
8090508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090508 NON-EXPEDITED Y US-BAYER-2011-005493 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090509 NON-EXPEDITED N US-
BAYER-201025908NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
MIRENA S  BAYER

8090510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090510 NON-EXPEDITED N US-BAYER-2011-036952 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
DYSURIA  
INFECTION  
PELVIC PAIN  
PROCEDURAL PAIN  

8090511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090511 NON-EXPEDITED Y US-
BAYER-201025948NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
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Detailed Report
8090512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090512 NON-EXPEDITED N US-BAYER-2011-001739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 u, CONT  BAYER
MUSCLE SPASMS  

8090513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090513 EXPEDITED (15-DAY) Y OT US-BAYER-2011-070028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE  BAYER
ACNE  
BACK PAIN  
FATIGUE  
HEADACHE  
WEIGHT INCREASED  

8090515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090515 NON-EXPEDITED Y US-
BAYER-201025474NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8090516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090516 NON-EXPEDITED N US-BAYER-2011-047408 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
PYREXIA  
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Detailed Report
8090579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090579 NON-EXPEDITED N US-BAYER-2011-071983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8090580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090580 NON-EXPEDITED N US-BAYER-2011-070897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S  BAYER

8090581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090581 NON-EXPEDITED N US-BAYER-2011-071929 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 42 DAY BAYER

8090582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090582 NON-EXPEDITED N US-BAYER-2011-070835 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 45 DAY BAYER

8090587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090587 NON-EXPEDITED N OT US-BAYER-2011-071351 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
MOOD ALTERED  
VAGINAL HAEMORRHAGE  
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8090702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090702 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2011184799

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION LYRICA S ORAL 75 mg, 1x/day  PFIZER
HEADACHE NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ASTHENIA  

8090734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090734 NON-EXPEDITED Y US-
BAYER-201035834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

8090735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090735 NON-EXPEDITED Y US-BAYER-2011-028420 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 1 u  BAYER

8090736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090736 NON-EXPEDITED Y US-BAYER-2011-000492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8090737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090737 NON-EXPEDITED N US-BAYER-2010-008443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8090738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090738 NON-EXPEDITED N US-
BAYER-201035829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

8090739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090739 NON-EXPEDITED Y US-BAYER-2011-042007 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1024 DAY BAYER
CERVIX ERYTHEMA MIRENA S  BAYER
UTERINE PAIN  
VAGINAL DISCHARGE  

8090740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090740 NON-EXPEDITED Y US-BAYER-2011-002199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8090741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090741 NON-EXPEDITED Y US-BAYER-2011-028359 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL PAIN  

8090742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090742 NON-EXPEDITED N US-BAYER-2010-006809 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE Intrauterine delivery

system
 BAYER

DEVICE DISLOCATION  
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8090743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090743 NON-EXPEDITED Y US-BAYER-2011-047998 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 92 DAY BAYER

8090744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090744 NON-EXPEDITED N US-BAYER-2011-028909 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090745 NON-EXPEDITED Y US-BAYER-2010-009189 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER MIRENA S  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8090746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090746 NON-EXPEDITED N US-BAYER-2011-047881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK  BAYER
MUSCLE SPASMS  

8090747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090747 NON-EXPEDITED Y US-BAYER-2011-047888 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8090748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090748 NON-EXPEDITED Y US-BAYER-2011-061207 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8090749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090749 NON-EXPEDITED N US-BAYER-2011-056932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8090750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090750 NON-EXPEDITED N US-BAYER-2011-050252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090751 NON-EXPEDITED Y US-BAYER-2011-055384 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1169 DAY BAYER

8090752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090752 NON-EXPEDITED N US-BAYER-2011-060476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VOMITING IN PREGNANCY  

8090753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090753 NON-EXPEDITED N US-BAYER-2011-056132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8090754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090754 NON-EXPEDITED N US-BAYER-2011-047615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090755 NON-EXPEDITED Y US-BAYER-2011-056873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 82 DAY BAYER

8090756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090756 NON-EXPEDITED N US-BAYER-2011-047603 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S UNK  BAYER

8090757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090757 NON-EXPEDITED N US-BAYER-2011-047995 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT  BAYER

8090758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090758 NON-EXPEDITED N US-BAYER-2011-055547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
MEDICAL DEVICE COMPLICATION  

8090777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090777 NON-EXPEDITED Y US-BAYER-2011-067953 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 489 DAY BAYER
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Detailed Report
8090778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090778 NON-EXPEDITED N OT US-BAYER-2011-069850 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8090779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090779 NON-EXPEDITED N US-BAYER-2011-067392 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 223 DAY BAYER

8090780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090780 NON-EXPEDITED N US-BAYER-2011-069694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8090782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090782 NON-EXPEDITED N US-BAYER-2011-067557 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8090783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090783 NON-EXPEDITED N OT US-BAYER-2011-070082 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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8090784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090784 NON-EXPEDITED N OT US-BAYER-2011-070607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE DISLOCATION  

8090785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090785 NON-EXPEDITED Y US-BAYER-2011-066276 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8090786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090786 NON-EXPEDITED N US-BAYER-2011-069656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE  BAYER
ACNE IBUPROFEN C  BAYER
HEADACHE  

8090787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090787 NON-EXPEDITED N US-BAYER-2011-067433 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER

8090789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090789 NON-EXPEDITED N OT US-BAYER-2011-069545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION WATER PILL C  
WEIGHT INCREASED  
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Detailed Report
8090790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090790 NON-EXPEDITED N US-BAYER-2011-068644 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8090791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090791 NON-EXPEDITED N OT US-BAYER-2011-072297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 78 DAY BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8090793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090793 NON-EXPEDITED Y US-BAYER-2011-065409 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1082 DAY BAYER

8090794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2011 8090794 NON-EXPEDITED N OT US-BAYER-2011-069868 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

6774046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 6774046 NON-EXPEDITED N US-
BAYER-200828219NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 UG\ DAYS

CONTINUOUS
 BAYER
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Detailed Report
7058245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 7058245 NON-EXPEDITED Y US-
BAYER-200920871NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7818440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 7818440 NON-EXPEDITED N US-BAYER-2011-007155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ADVERSE DRUG REACTION  
COUNTERFEIT DRUG ADMINISTERED  

7831717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 7831717 NON-EXPEDITED N US-BAYER-2011-009555 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DYSMENORRHOEA  
DYSPAREUNIA  
LIBIDO DECREASED  
MENORRHAGIA  
MOOD SWINGS  

8091152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091152 NON-EXPEDITED N US-TEVA-296435USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8091173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091173 NON-EXPEDITED N US-TEVA-296434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091191 NON-EXPEDITED N US-TEVA-296433USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091282 NON-EXPEDITED N US-TEVA-296432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO EVRA C  

8091365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091365 NON-EXPEDITED N US-TEVA-296417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091444 NON-EXPEDITED N US-TEVA-296401USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8091484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091484 NON-EXPEDITED N US-TEVA-296398USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8091514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091514 NON-EXPEDITED N US-TEVA-296430USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091554 NON-EXPEDITED N US-TEVA-296426USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091569 NON-EXPEDITED N US-
BAYER-201017794NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8091570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091570 NON-EXPEDITED Y US-
BAYER-201017580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8091571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091571 NON-EXPEDITED N US-
BAYER-201017481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8091572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091572 NON-EXPEDITED N US-
BAYER-201013575NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
22 DAY BAYER

8091573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091573 NON-EXPEDITED N US-
BAYER-201013016NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 2 DAY BAYER
MALAISE ANTIBIOTICS C CONSUMER HAD

STARTED THE
ANTIBIOTICS BEFORE
HAVING THE MIRENA
INSERTED

 

DRUG HYPERSENSITIVITY  

8091574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091574 NON-EXPEDITED N US-
BAYER-201015763NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  

8091575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091575 NON-EXPEDITED Y US-
BAYER-201017885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8091589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091589 NON-EXPEDITED Y US-
BAYER-201028612NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091590 NON-EXPEDITED N US-
BAYER-201028579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091591 NON-EXPEDITED Y US-
BAYER-201026090NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER
ABDOMINAL PAIN LOWER  

8091592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091592 NON-EXPEDITED Y US-
BAYER-201028910NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091593 NON-EXPEDITED N US-
BAYER-201028595NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 139 DAY BAYER

Page: 6,963 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8091594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091594 NON-EXPEDITED Y US-
BAYER-201026417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8091595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091595 NON-EXPEDITED N US-
BAYER-201028440NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8091596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091596 NON-EXPEDITED N US-
BAYER-201028902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8091597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091597 NON-EXPEDITED Y US-
BAYER-201027344NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8091598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091598 NON-EXPEDITED N US-
BAYER-201021229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8091599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091599 NON-EXPEDITED N US-
BAYER-201028606NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER

8091600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091600 NON-EXPEDITED Y US-
BAYER-201028449NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8091601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091601 NON-EXPEDITED N US-
BAYER-201021193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
AMENORRHOEA  

8091602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091602 NON-EXPEDITED N US-
BAYER-201034093NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091603 NON-EXPEDITED N US-
BAYER-201034669NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S UNK  BAYER
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Detailed Report
8091604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091604 NON-EXPEDITED N US-
BAYER-201028609NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091605 NON-EXPEDITED Y US-
BAYER-201027353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 78 DAY BAYER

8091606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091606 NON-EXPEDITED Y US-
BAYER-201026566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8091607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091607 NON-EXPEDITED Y US-
BAYER-201027105NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 470 DAY BAYER

8091608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091608 NON-EXPEDITED N US-
BAYER-201029033NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  
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Detailed Report
8091609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091609 NON-EXPEDITED Y US-
BAYER-201026437NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8091610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091610 NON-EXPEDITED Y US-
BAYER-201035430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 989 DAY BAYER

8091611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091611 NON-EXPEDITED N US-
BAYER-201021231NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, UNK 365 DAY BAYER

MIRENA S  BAYER

8091612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091612 NON-EXPEDITED Y US-
BAYER-201018693NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
DISCOMFORT  
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Detailed Report
8091613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091613 NON-EXPEDITED Y US-
BAYER-201028490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091614 NON-EXPEDITED Y US-
BAYER-201028962NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 108 DAY BAYER
DEVICE DISLOCATION  

8091615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091615 NON-EXPEDITED N US-
BAYER-201028988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8091616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091616 NON-EXPEDITED N US-
BAYER-201026834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE CONTINUOUS  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8091617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091617 NON-EXPEDITED Y US-
BAYER-201028600NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8091618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091618 NON-EXPEDITED N US-
BAYER-201028688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091619 NON-EXPEDITED Y US-
BAYER-201029154NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8091620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091620 NON-EXPEDITED Y US-
BAYER-201029152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8091621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091621 NON-EXPEDITED N US-
BAYER-201022266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091622 NON-EXPEDITED N US-
BAYER-201029385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  BAYER
MENSTRUATION IRREGULAR  

Page: 6,969 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8091623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091623 NON-EXPEDITED Y US-
BAYER-201033220NA

35 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 283 DAY BAYER

8091625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091625 NON-EXPEDITED N US-
BAYER-201039872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

8091626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091626 NON-EXPEDITED N US-
BAYER-201037349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 130 DAY BAYER
ABDOMINAL DISTENSION  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8091627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091627 NON-EXPEDITED N US-
BAYER-201036217NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED ABILIFY C  

ZOLOFT C  
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Detailed Report
8091628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091628 NON-EXPEDITED N US-
BAYER-201037523NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FEELING ABNORMAL  
NAUSEA  

8091629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091629 NON-EXPEDITED Y US-
BAYER-201036031NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091630 NON-EXPEDITED N US-
BAYER-201035279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091631 NON-EXPEDITED N US-
BAYER-201037355NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091632 NON-EXPEDITED Y US-
BAYER-201038849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
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Detailed Report
8091633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091633 NON-EXPEDITED N US-
BAYER-201040098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENITAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091634 NON-EXPEDITED N US-
BAYER-201039650NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DECREASED APPETITE  

8091635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091635 NON-EXPEDITED Y US-
BAYER-201038449NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8091636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091636 NON-EXPEDITED N US-
BAYER-201039820NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8091637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091637 NON-EXPEDITED Y US-
BAYER-201036221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8091638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091638 NON-EXPEDITED N US-
BAYER-201038553NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 116 DAY BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  

8091639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091639 NON-EXPEDITED N US-
BAYER-201037718NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON CONTRACEPTIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

FLUOXETINE C  

8091640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091640 NON-EXPEDITED N US-
BAYER-201037605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENITAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN DISCOLOURATION  
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Detailed Report
8091641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091641 NON-EXPEDITED N US-
BAYER-201039352NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091643 NON-EXPEDITED N US-
BAYER-201038516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

8091644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091644 NON-EXPEDITED N US-
BAYER-201041152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER
ABDOMINAL DISTENSION  
FATIGUE  
MOOD SWINGS  
WEIGHT INCREASED  

8091645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091645 NON-EXPEDITED N US-
BAYER-201039792NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8091646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091646 NON-EXPEDITED Y US-
BAYER-201037331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 608 DAY BAYER

8091647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091647 NON-EXPEDITED Y US-
BAYER-201039816NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

8091648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091648 NON-EXPEDITED Y US-
BAYER-201040432NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST SWELLING  
EATING DISORDER  

8091649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091649 NON-EXPEDITED N US-
BAYER-201037790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8091650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091650 NON-EXPEDITED N US-
BAYER-201037914NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHILLS  
HOT FLUSH  

8091651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091651 NON-EXPEDITED N US-
BAYER-201037338NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER
DEVICE EXPULSION  

8091652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091652 NON-EXPEDITED N US-
BAYER-201040104NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091653 NON-EXPEDITED Y US-
BAYER-201038718NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER
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Detailed Report
8091654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091654 NON-EXPEDITED N US-
BAYER-201037483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8091655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091655 NON-EXPEDITED N US-
BAYER-201037109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091656 NON-EXPEDITED N US-
BAYER-201038834NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER

8091657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091657 NON-EXPEDITED N US-
BAYER-201036224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8091658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091658 NON-EXPEDITED N US-
BAYER-201036373NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8091659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091659 NON-EXPEDITED N US-
BAYER-201040298NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S UNK  BAYER

MIRENA S  BAYER

8091660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091660 NON-EXPEDITED N US-
BAYER-201040058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

DEVICE EXPULSION  
FEELING ABNORMAL  

8091666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091666 NON-EXPEDITED N US-
BAYER-201039917NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PURPURA MIRENA S  BAYER

8091667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091667 NON-EXPEDITED Y US-
BAYER-201039930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8091669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091669 NON-EXPEDITED N US-TEVA-296425USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091722 NON-EXPEDITED N US-BAYER-2011-003234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK 365 DAY BAYER
DEVICE DISLOCATION  
METRORRHAGIA  
PAIN  

8091723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091723 NON-EXPEDITED N US-
BAYER-201039367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8091724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091724 NON-EXPEDITED N US-
BAYER-201039199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
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8091725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091725 NON-EXPEDITED N US-BAYER-2010-008059 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
ACNE  
HEADACHE  
HYPERHIDROSIS  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

8091726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091726 NON-EXPEDITED N US-BAYER-2010-008456 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 195 DAY BAYER

8091727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091727 NON-EXPEDITED N US-BAYER-2010-008065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S 20 mcg/24hr, QD  BAYER

8091728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091728 NON-EXPEDITED Y US-BAYER-2011-000165 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE  BAYER
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Detailed Report
8091729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091729 NON-EXPEDITED N US-
BAYER-201038998NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER
PAIN  
SCAR  

8091730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091730 EXPEDITED (15-DAY) Y HO IT-BAYER-2011-060367 Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER
GAIT DISTURBANCE  
PAIN IN EXTREMITY  
PELVIC PAIN  

8091731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091731 NON-EXPEDITED N US-BAYER-2010-008175 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
ABDOMINAL PAIN  
ALOPECIA  
ARTHRALGIA  
DIZZINESS  
NAUSEA  
RASH  
VISION BLURRED  
WEIGHT INCREASED  
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Detailed Report
8091732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091732 NON-EXPEDITED N US-BAYER-2010-008196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
MIGRAINE  
VAGINAL DISCHARGE  

8091733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091733 NON-EXPEDITED Y US-BAYER-2010-004371 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
GENITAL HAEMORRHAGE  

8091734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091734 NON-EXPEDITED N US-BAYER-2010-007416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER PROTOPIC C  
MEDICAL DEVICE DISCOMFORT TRIAMCINOLONE C  

LOCOID LIPOCREAM C  

8091735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091735 NON-EXPEDITED N US-BAYER-2011-063411 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK  BAYER
RASH ERYTHEMATOUS  
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Detailed Report
8091736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091736 NON-EXPEDITED N US-
BAYER-201027501NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 177 DAY BAYER

8091737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091737 NON-EXPEDITED N US-BAYER-2010-007412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK 730 DAY BAYER
DYSMENORRHOEA  
HYPOMENORRHOEA  

8091738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091738 NON-EXPEDITED N US-BAYER-2010-008331 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
UTERINE SPASM  

8091739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091739 NON-EXPEDITED Y US-BAYER-2010-007278 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
DEVICE EXPULSION  

8091740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091740 NON-EXPEDITED Y US-
BAYER-201027498NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
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Detailed Report
8091741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091741 NON-EXPEDITED Y US-
BAYER-201027477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8091742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091742 NON-EXPEDITED Y US-BAYER-2010-007514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S UNK 103 DAY BAYER

8091746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091746 NON-EXPEDITED N US-TEVA-296431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091769 NON-EXPEDITED N US-BAYER-2011-012081 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
MOOD ALTERED  

8091770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091770 NON-EXPEDITED N US-BAYER-2011-012860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8091771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091771 NON-EXPEDITED N US-BAYER-2011-013270 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091772 NON-EXPEDITED N US-BAYER-2011-014556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 267 DAY BAYER

8091773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091773 NON-EXPEDITED N US-BAYER-2011-012136 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MENSTRUAL DISORDER  

8091774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091774 NON-EXPEDITED Y US-BAYER-2011-003246 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, QD 9 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8091775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091775 NON-EXPEDITED N US-BAYER-2011-012111 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8091776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091776 NON-EXPEDITED N US-BAYER-2011-012160 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8091777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091777 NON-EXPEDITED Y US-BAYER-2011-012373 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091778 NON-EXPEDITED Y US-BAYER-2011-012162 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091779 NON-EXPEDITED Y US-BAYER-2011-012490 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8091780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091780 NON-EXPEDITED N US-BAYER-2011-012573 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  
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Detailed Report
8091781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091781 NON-EXPEDITED N US-BAYER-2011-005894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8091782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091782 NON-EXPEDITED N US-BAYER-2011-010588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DYSPAREUNIA  
IRRITABILITY  
PAIN  
PREMENSTRUAL SYNDROME  

8091808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091808 NON-EXPEDITED N US-TEVA-296402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091809 NON-EXPEDITED Y US-BAYER-2011-015039 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER

8091810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091810 NON-EXPEDITED N US-BAYER-2011-012866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 327 DAY BAYER
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Detailed Report
8091811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091811 NON-EXPEDITED N US-BAYER-2011-011777 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 89 DAY BAYER

8091812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091812 NON-EXPEDITED Y US-BAYER-2011-016862 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S CUTANEOUS UNK  BAYER

8091813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091813 NON-EXPEDITED Y US-BAYER-2011-013097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8091814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091814 NON-EXPEDITED Y US-BAYER-2011-015272 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 118 DAY BAYER

8091815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091815 NON-EXPEDITED N US-BAYER-2011-011455 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

8091816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091816 NON-EXPEDITED N US-BAYER-2011-015008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8091817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091817 NON-EXPEDITED N US-BAYER-2011-011790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8091819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091819 NON-EXPEDITED N US-BAYER-2011-014427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
EXPIRED DRUG ADMINISTERED  

8091820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091820 NON-EXPEDITED N US-BAYER-2011-045928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8091821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091821 NON-EXPEDITED Y US-BAYER-2011-039098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DEPLOYMENT ISSUE  

8091822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091822 NON-EXPEDITED Y US-BAYER-2011-047891 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8091823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091823 NON-EXPEDITED Y US-BAYER-2011-040865 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8091824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091824 NON-EXPEDITED N US-BAYER-2011-022273 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 76 DAY BAYER

8091825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091825 NON-EXPEDITED N US-BAYER-2011-015382 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST FEEDING MIRENA S 20 µg, QD  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

8091826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091826 NON-EXPEDITED N US-BAYER-2011-019320 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S UNK  BAYER
INFECTION  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8091827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091827 NON-EXPEDITED N US-BAYER-2011-016477 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 330 DAY BAYER

MIRENA S UNK 21 DAY BAYER
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Detailed Report
8091828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091828 NON-EXPEDITED N US-BAYER-2011-016784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 182 DAY BAYER

8091829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091829 NON-EXPEDITED Y US-BAYER-2011-047872 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8091956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091956 EXPEDITED (15-DAY) N OT US-
BAYER-201040224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD SWINGS  

8091957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091957 NON-EXPEDITED Y US-
BAYER-201017982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 738 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8091960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091960 NON-EXPEDITED N US-BAYER-2011-047619 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8091961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091961 NON-EXPEDITED N US-
BAYER-201023604NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL TENDERNESS  

8091962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091962 NON-EXPEDITED N US-
BAYER-201028993NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8091963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091963 NON-EXPEDITED N US-BAYER-2011-012410 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 45 DAY BAYER

8091964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091964 NON-EXPEDITED N US-
BAYER-201028853NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
HYPOMENORRHOEA  
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Detailed Report
8091965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091965 NON-EXPEDITED Y US-
BAYER-201034912NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8091966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091966 NON-EXPEDITED N US-BAYER-2011-050833 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER

8091973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091973 NON-EXPEDITED N US-TEVA-296419USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8091984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8091984 NON-EXPEDITED N US-TEVA-296399USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092149 NON-EXPEDITED N US-TEVA-296427USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  
XANAX C  
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8092182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092182 NON-EXPEDITED N US-TEVA-296394USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092190 NON-EXPEDITED N US-TEVA-296380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092318 NON-EXPEDITED N US-TEVA-296516USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8092371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092371 NON-EXPEDITED Y US-BAYER-2011-047482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8092372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092372 NON-EXPEDITED N US-BAYER-2011-014296 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8092373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092373 NON-EXPEDITED N US-
BAYER-201037203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8092375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092375 NON-EXPEDITED N US-
BAYER-201028852NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8092376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092376 NON-EXPEDITED Y US-BAYER-2011-004221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S  BAYER
BREAST TENDERNESS MIRENA S  BAYER

8092377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092377 NON-EXPEDITED N US-BAYER-2011-021347 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 31 DAY BAYER

8092378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092378 NON-EXPEDITED N US-
BAYER-201040097NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8092380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092380 NON-EXPEDITED Y US-BAYER-2011-047509 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8092381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092381 NON-EXPEDITED Y US-
BAYER-201028968NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8092382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092382 NON-EXPEDITED N US-BAYER-2011-048069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8092383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092383 NON-EXPEDITED N US-
BAYER-201029164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8092384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092384 NON-EXPEDITED Y US-
BAYER-201028475NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S INTRAUTERINE UNK, CONT  BAYER
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Detailed Report
8092385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092385 NON-EXPEDITED N US-BAYER-2010-008659 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE UNK  BAYER

8092404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092404 NON-EXPEDITED N US-BAYER-2011-050124 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8092405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092405 NON-EXPEDITED N US-BAYER-2011-059456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ECZEMA  

8092406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092406 NON-EXPEDITED N US-BAYER-2011-055341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S UNK  BAYER

8092407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092407 NON-EXPEDITED Y US-BAYER-2011-059464 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER

8092408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092408 NON-EXPEDITED N US-BAYER-2011-056140 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8092409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092409 NON-EXPEDITED N US-BAYER-2011-050115 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER

MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER

8092410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092410 NON-EXPEDITED N US-BAYER-2011-053979 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
POLYURIA  

8092489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092489 NON-EXPEDITED N US-
BAYER-201040860NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT 45 DAY BAYER

MIRENA S INTRAUTERINE 24 mcg/24hr, CONT 43 DAY BAYER

8092494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092494 NON-EXPEDITED N US-BAYER-2011-061272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8092495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092495 NON-EXPEDITED N US-BAYER-2011-001778 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
AMENORRHOEA  
MENSTRUAL DISORDER  
NAUSEA  
RASH  
SKIN REACTION  

8092498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092498 NON-EXPEDITED N US-BAYER-2011-001473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8092523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092523 NON-EXPEDITED N US-TEVA-296423USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8092533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092533 EXPEDITED (15-DAY) N OT AU-BAYER-2011-069497 38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD ALLERGY MIRENA S INTRAUTERINE UNK  BAYER
PALPITATIONS  
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Detailed Report
8092534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092534 EXPEDITED (15-DAY) N OT US-BAYER-2011-070354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ACNE  
ALOPECIA  
BACK PAIN  
PRURITUS  

8092540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092540 NON-EXPEDITED N US-TEVA-296329USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  

8092552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092552 NON-EXPEDITED N US-TEVA-296439USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092553 NON-EXPEDITED N US-TEVA-296440USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8092554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092554 NON-EXPEDITED N US-TEVA-296441USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8092577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092577 NON-EXPEDITED N US-TEVA-296438USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8092583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092583 NON-EXPEDITED Y US-BAYER-2011-002603 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
PROCEDURAL PAIN  

8092584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092584 NON-EXPEDITED Y US-BAYER-2011-002278 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

Page: 7,001 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8092632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092632 EXPEDITED (15-DAY) N OT US-BAYER-2011-071143 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 118 DAY BAYER
ALOPECIA  
DIZZINESS  
ERYTHEMA  
HEADACHE  
INSOMNIA  
LABYRINTHITIS  
NAUSEA  
VAGINAL DISCHARGE  

8092646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092646 NON-EXPEDITED Y US-BAYER-2010-009103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NARCOLEPSY MIRENA S INTRAUTERINE  BAYER

8092647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092647 NON-EXPEDITED N US-BAYER-2011-002581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
FEELING HOT  
NAUSEA  
OLIGOMENORRHOEA  

8092648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092648 NON-EXPEDITED N US-BAYER-2011-065377 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 27 DAY BAYER
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Detailed Report
8092697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092697 NON-EXPEDITED N US-BAYER-2011-065343 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 2 DAY BAYER

8092699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092699 NON-EXPEDITED N US-BAYER-2011-065297 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 120 DAY BAYER

8092941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092941 NON-EXPEDITED N US-TEVA-296436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092942 NON-EXPEDITED N US-TEVA-296437USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092959 NON-EXPEDITED N US-TEVA-296627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8092966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092966 NON-EXPEDITED N US-TEVA-296592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8092971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092971 NON-EXPEDITED N US-TEVA-253306USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST FALSE POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8092979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092979 NON-EXPEDITED N US-TEVA-296580USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8092994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8092994 NON-EXPEDITED N US-TEVA-296552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8093016 NON-EXPEDITED N US-TEVA-296547USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C  
LEXAPRO C  

8093029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2011 8093029 NON-EXPEDITED N US-TEVA-296538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7025675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 7025675 NON-EXPEDITED N US-
BAYER-200919259NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

8048746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8048746 NON-EXPEDITED N US-BAYER-2011-040977 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8067836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8067836 NON-EXPEDITED Y OT US-BAYER-2011-067401 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
MENSTRUATION IRREGULAR  
NAUSEA  
OVARIAN DISORDER  
VAGINAL HAEMORRHAGE  

8070745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8070745 NON-EXPEDITED N US-TEVA-294916USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
8089384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8089384 NON-EXPEDITED N US-
BAYER-201040132NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8089443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8089443 NON-EXPEDITED N US-TEVA-296129USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8093179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093179 NON-EXPEDITED N US-
BAYER-201035191NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK  BAYER

8093180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093180 NON-EXPEDITED N US-
BAYER-201035165NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8093181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093181 NON-EXPEDITED Y US-
BAYER-201034791NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 274 DAY BAYER

8093182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093182 NON-EXPEDITED N US-
BAYER-201024680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8093183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093183 NON-EXPEDITED Y US-
BAYER-201021129NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8093185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093185 NON-EXPEDITED Y US-
BAYER-201035088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8093186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093186 NON-EXPEDITED N US-
BAYER-201039337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8093187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093187 NON-EXPEDITED Y US-
BAYER-201035134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8093188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093188 NON-EXPEDITED Y US-
BAYER-201035127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER

8093189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093189 NON-EXPEDITED Y US-
BAYER-201041198NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 664 DAY BAYER

8093190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093190 NON-EXPEDITED N US-
BAYER-201038586NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093191 NON-EXPEDITED Y US-
BAYER-201038716NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 134 DAY BAYER
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Detailed Report
8093196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093196 NON-EXPEDITED N US-TEVA-296591USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093204 NON-EXPEDITED N US-TEVA-296588USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8093205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093205 NON-EXPEDITED N US-BAYER-2011-015370 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8093206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093206 NON-EXPEDITED N US-
BAYER-201017475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093207 NON-EXPEDITED N US-BAYER-2011-005911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S UNK 1095 DAY BAYER
HYPOAESTHESIA  
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Detailed Report
8093208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093208 NON-EXPEDITED Y US-BAYER-2011-014941 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

8093209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093209 NON-EXPEDITED Y US-BAYER-2011-007190 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 305 DAY BAYER
AMENORRHOEA  
BREAST DISCHARGE  
DIZZINESS  

8093210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093210 NON-EXPEDITED Y US-BAYER-2011-012777 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

8093211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093211 NON-EXPEDITED N US-BAYER-2011-007206 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 177 DAY BAYER
MENSTRUATION IRREGULAR  

8093212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093212 NON-EXPEDITED Y US-BAYER-2011-021351 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE UNK 25 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8093213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093213 NON-EXPEDITED N US-BAYER-2011-028365 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8093214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093214 NON-EXPEDITED N US-BAYER-2011-021577 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE UNK  BAYER

8093215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093215 NON-EXPEDITED N US-BAYER-2011-007192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8093216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093216 NON-EXPEDITED N US-BAYER-2011-007207 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8093217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093217 NON-EXPEDITED N US-BAYER-2011-001134 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER

8093218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093218 NON-EXPEDITED Y US-BAYER-2010-008906 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8093219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093219 NON-EXPEDITED Y US-BAYER-2011-021571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE UNK 328 DAY BAYER
UTERINE LEIOMYOMA  

8093220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093220 NON-EXPEDITED N US-BAYER-2011-005405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
HOT FLUSH  
RETCHING  

8093221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093221 NON-EXPEDITED N US-BAYER-2011-021589 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  

8093222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093222 NON-EXPEDITED N US-BAYER-2011-014942 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER

8093223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093223 NON-EXPEDITED Y US-BAYER-2011-015360 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 439 DAY BAYER
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Detailed Report
8093224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093224 NON-EXPEDITED Y US-BAYER-2011-016031 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg, QD 3 DAY BAYER
DEVICE EXPULSION  
NAUSEA  
VOMITING  

8093225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093225 NON-EXPEDITED N US-BAYER-2011-017183 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8093226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093226 NON-EXPEDITED Y US-BAYER-2010-008908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE  BAYER

8093227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093227 NON-EXPEDITED N US-BAYER-2011-021518 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 1/5 yrs 21 DAY BAYER

MIRENA S INTRAUTERINE 1/5 yrs  BAYER

8093228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093228 NON-EXPEDITED N US-BAYER-2011-021647 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8093229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093229 NON-EXPEDITED Y US-BAYER-2011-012836 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 7 DAY BAYER

8093231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093231 NON-EXPEDITED N US-BAYER-2011-021657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
DEVICE DEPLOYMENT ISSUE  

8093232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093232 NON-EXPEDITED N US-BAYER-2011-007290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8093233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093233 NON-EXPEDITED Y US-BAYER-2011-050808 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPEPSIA ASPIRIN C 81 mg, QD  BAYER

INHALERS C UNK  

8093234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093234 NON-EXPEDITED N US-BAYER-2010-008181 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8093235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093235 NON-EXPEDITED N US-BAYER-2011-046091 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8093236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093236 NON-EXPEDITED Y US-BAYER-2011-012079 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S UNK 1 DAY BAYER
PROCEDURAL PAIN  

8093237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093237 NON-EXPEDITED Y US-
BAYER-201037275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, UNK 335 DAY BAYER
DEVICE DISLOCATION  

8093238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093238 NON-EXPEDITED Y US-BAYER-2011-014983 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg, QD  BAYER

8093239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093239 NON-EXPEDITED N US-BAYER-2010-008804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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Detailed Report
8093240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093240 NON-EXPEDITED Y US-BAYER-2011-050101 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
URTICARIA  

8093247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093247 NON-EXPEDITED N US-BAYER-2011-055374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8093248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093248 NON-EXPEDITED N US-BAYER-2011-051224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 313 DAY BAYER

8093249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093249 NON-EXPEDITED N US-BAYER-2011-051736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  

8093250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093250 NON-EXPEDITED Y US-BAYER-2011-059470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 30 DAY BAYER
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Detailed Report
8093252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093252 NON-EXPEDITED Y US-BAYER-2011-054917 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 µg, UNK  BAYER
DEVICE DIFFICULT TO USE  

8093253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093253 NON-EXPEDITED N US-BAYER-2011-050007 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8093254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093254 NON-EXPEDITED Y US-BAYER-2011-054824 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8093260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093260 NON-EXPEDITED N US-BAYER-2011-017352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 435 DAY BAYER

8093261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093261 NON-EXPEDITED N US-
BAYER-201023366NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRITIS BACTERIAL MIRENA S UNK  BAYER
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Detailed Report
8093262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093262 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-072085 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

8093263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093263 NON-EXPEDITED Y US-
BAYER-201035118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK  BAYER

8093264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093264 NON-EXPEDITED Y US-BAYER-2011-021616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

8093265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093265 NON-EXPEDITED N US-
BAYER-201035292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICATION ERROR  

8093266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093266 NON-EXPEDITED Y US-
BAYER-201029087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8093267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093267 NON-EXPEDITED N US-BAYER-2010-009150 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
MENSTRUAL DISORDER  

8093268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093268 NON-EXPEDITED Y US-BAYER-2011-017154 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8093271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093271 NON-EXPEDITED N US-TEVA-296544USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE FLUOXETINE C ORAL 30 Milligram;  
MENSTRUATION IRREGULAR  

8093281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093281 NON-EXPEDITED N US-BAYER-2011-065895 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 65 DAY BAYER

8093282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093282 NON-EXPEDITED Y US-BAYER-2011-065853 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8093283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093283 EXPEDITED (15-DAY) N OT GB-BAYER-2011-072192 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK 1095 DAY BAYER

8093284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093284 NON-EXPEDITED Y US-BAYER-2011-065859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 128 DAY BAYER

8093286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093286 NON-EXPEDITED Y US-BAYER-2011-066269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8093290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093290 NON-EXPEDITED N US-BAYER-2011-065811 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8093291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093291 NON-EXPEDITED Y US-BAYER-2011-065978 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER

8093292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093292 NON-EXPEDITED N US-BAYER-2011-066845 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8093294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093294 NON-EXPEDITED N US-BAYER-2011-067209 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093297 NON-EXPEDITED N US-BAYER-2011-066007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8093327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093327 NON-EXPEDITED Y US-BAYER-2011-021729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE UNK  BAYER

8093328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093328 NON-EXPEDITED Y US-
BAYER-201015006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

DEVICE EXPULSION  
VULVOVAGINAL DISCOMFORT  

8093329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093329 NON-EXPEDITED N US-BAYER-2011-015889 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d 112 DAY BAYER
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Detailed Report
8093330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093330 NON-EXPEDITED N US-
BAYER-201029058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8093331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093331 NON-EXPEDITED Y US-BAYER-2011-013070 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8093332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093332 NON-EXPEDITED N US-BAYER-2011-067060 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

8093340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093340 NON-EXPEDITED N US-BAYER-2011-067586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093341 NON-EXPEDITED N OT CA-BAYER-2011-068250 51 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,022 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8093343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093343 NON-EXPEDITED N US-BAYER-2011-067512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8093374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093374 NON-EXPEDITED N US-TEVA-296519USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093397 NON-EXPEDITED N US-TEVA-296514USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093439 NON-EXPEDITED Y US-
BAYER-201024311NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 106 DAY BAYER

8093440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093440 NON-EXPEDITED Y US-
BAYER-201035288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 474 DAY BAYER
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8093441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093441 NON-EXPEDITED N US-
BAYER-201015004NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8093442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093442 NON-EXPEDITED N US-
BAYER-201029083NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8093444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093444 NON-EXPEDITED Y US-
BAYER-201035131NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8093445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093445 NON-EXPEDITED N US-
BAYER-201029062NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8093446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093446 NON-EXPEDITED N US-
BAYER-201027707NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
FEELING ABNORMAL  
IRRITABILITY  
NAUSEA  

8093447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093447 NON-EXPEDITED N US-
BAYER-201027844NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE UNK  BAYER

8093448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093448 NON-EXPEDITED N US-
BAYER-201017435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093449 NON-EXPEDITED N US-
BAYER-201017566NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HYPERAESTHESIA CAFFEINE C  
UTERINE PAIN  
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Detailed Report
8093451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093451 NON-EXPEDITED N US-BAYER-2011-001474 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DYSMENORRHOEA  
MENORRHAGIA  

8093452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093452 NON-EXPEDITED Y US-BAYER-2010-008893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8093453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093453 NON-EXPEDITED N US-
BAYER-201035170NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8093454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093454 NON-EXPEDITED Y US-
BAYER-201035097NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 115 DAY BAYER

8093459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093459 NON-EXPEDITED N US-TEVA-296640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8093488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093488 NON-EXPEDITED N US-TEVA-296616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093561 NON-EXPEDITED N US-TEVA-296594USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8093644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093644 NON-EXPEDITED N US-TEVA-296632USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093664 NON-EXPEDITED N US-TEVA-296646USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8093766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093766 NON-EXPEDITED N US-TEVA-296634USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8093880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093880 NON-EXPEDITED N US-TEVA-296655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093881 NON-EXPEDITED N US-TEVA-296633USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8093909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093909 NON-EXPEDITED N US-TEVA-296635USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8093965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8093965 NON-EXPEDITED N US-TEVA-296653USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094004 NON-EXPEDITED N US-TEVA-296652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094034 NON-EXPEDITED N US-TEVA-296651USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8094097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094097 NON-EXPEDITED N US-TEVA-296631USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTICS C  
ORTHO TRI CYCLEN C  

8094135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094135 NON-EXPEDITED N US-TEVA-296650USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094142 NON-EXPEDITED N US-TEVA-296647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094286 NON-EXPEDITED N US-TEVA-296656USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094581 NON-EXPEDITED N US-TEVA-296823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8094589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094589 NON-EXPEDITED N US-TEVA-296779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  

8094613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094613 NON-EXPEDITED N US-TEVA-296757USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094637 NON-EXPEDITED N US-TEVA-296739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

8094697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094697 NON-EXPEDITED N US-
BAYER-201034486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 6 DAY BAYER
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Detailed Report
8094698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094698 NON-EXPEDITED Y US-
BAYER-201035329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8094699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094699 NON-EXPEDITED N US-
BAYER-201035257NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8094700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094700 NON-EXPEDITED Y US-
BAYER-201018746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 70 DAY BAYER
ABDOMINAL PAIN UPPER  
VAGINAL HAEMORRHAGE  

8094701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094701 NON-EXPEDITED N US-
BAYER-201027508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8094702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094702 NON-EXPEDITED N US-
BAYER-201022172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CARPAL TUNNEL SYNDROME  

8094703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094703 NON-EXPEDITED N US-
BAYER-201016108NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
FATIGUE  
HEADACHE  
NAUSEA  

8094704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094704 NON-EXPEDITED N US-
BAYER-201028354NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8094705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094705 NON-EXPEDITED N US-
BAYER-201035326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8094706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094706 NON-EXPEDITED Y US-
BAYER-201017628NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d 29 DAY BAYER

8094707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094707 NON-EXPEDITED N US-
BAYER-201035296NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8094708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094708 NON-EXPEDITED Y US-
BAYER-201021892NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

MIRENA S  BAYER

8094710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094710 NON-EXPEDITED Y US-
BAYER-201017595NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8094711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094711 NON-EXPEDITED N US-
BAYER-201016691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8094712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094712 NON-EXPEDITED Y US-
BAYER-201027714NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 299 DAY BAYER

8094713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094713 NON-EXPEDITED Y US-
BAYER-201025234NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 111 DAY BAYER

8094714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094714 NON-EXPEDITED N US-
BAYER-201020947NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  

8094716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094716 NON-EXPEDITED N US-
BAYER-201030982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S  BAYER

8094717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094717 NON-EXPEDITED Y US-
BAYER-201035361NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094718 NON-EXPEDITED Y US-
BAYER-201029394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 231 DAY BAYER

8094719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094719 NON-EXPEDITED Y US-
BAYER-201019164NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 92 DAY BAYER

8094720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094720 NON-EXPEDITED N US-
BAYER-201035444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8094721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094721 NON-EXPEDITED N US-
BAYER-201034311NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8094722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094722 NON-EXPEDITED Y US-
BAYER-201028362NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094723 NON-EXPEDITED N US-
BAYER-201034095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8094724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094724 NON-EXPEDITED Y US-
BAYER-201031905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S UNK 19 DAY BAYER
MUSCLE SPASMS  

8094725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094725 NON-EXPEDITED N US-
BAYER-201034472NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d 131 DAY BAYER

MIRENA S  BAYER

8094726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094726 NON-EXPEDITED Y US-
BAYER-201029392NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8094727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094727 NON-EXPEDITED Y US-
BAYER-201017813NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094728 NON-EXPEDITED N US-
BAYER-201035420NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8094729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094729 NON-EXPEDITED Y US-
BAYER-201039265NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 125 DAY BAYER

8094730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094730 NON-EXPEDITED N US-
BAYER-201036573NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8094732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094732 NON-EXPEDITED N US-
BAYER-201036196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
COITAL BLEEDING  

8094733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094733 NON-EXPEDITED N US-
BAYER-201038685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094734 NON-EXPEDITED N US-
BAYER-201036398NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S UNK  BAYER

8094735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094735 NON-EXPEDITED N US-
BAYER-201039824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH MIRENA S  BAYER

8094737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094737 NON-EXPEDITED Y US-
BAYER-201039138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 140 DAY BAYER

8094738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094738 NON-EXPEDITED N US-
BAYER-201035381NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA IBUPROFEN C  BAYER
MENSTRUAL DISORDER  
VOMITING  

8094739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094739 NON-EXPEDITED Y US-
BAYER-201038550NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094740 NON-EXPEDITED Y US-
BAYER-201037761NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8094744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094744 NON-EXPEDITED N US-
BAYER-201019069NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER

8094745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094745 NON-EXPEDITED Y US-
BAYER-201029187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8094746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094746 NON-EXPEDITED N US-
BAYER-201020624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LIMB DISCOMFORT  

8094747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094747 NON-EXPEDITED Y US-
BAYER-201034457NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094748 NON-EXPEDITED N US-
BAYER-201029679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE Daily dose 20 µg 730 DAY BAYER

8094749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094749 NON-EXPEDITED Y US-
BAYER-201020004NA

29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE UNK  BAYER
MUSCLE SPASMS  

8094750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094750 NON-EXPEDITED Y US-
BAYER-201035370NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 606 DAY BAYER

8094816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094816 NON-EXPEDITED Y OT US-BAYER-2011-072179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8094817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094817 NON-EXPEDITED N US-BAYER-2010-008809 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094818 NON-EXPEDITED N US-BAYER-2010-009292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8094819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094819 NON-EXPEDITED Y US-BAYER-2011-071445 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK mcg/24hr, UNK  BAYER
DYSPAREUNIA  

8094820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094820 NON-EXPEDITED Y US-BAYER-2011-001109 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 152 DAY BAYER
DEVICE EXPULSION  

8094821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094821 NON-EXPEDITED N US-BAYER-2011-001129 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  

8094822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094822 NON-EXPEDITED N US-BAYER-2011-071452 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 109 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094823 NON-EXPEDITED N OT US-BAYER-2011-071422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8094824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094824 NON-EXPEDITED N US-BAYER-2010-008274 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
HEADACHE  
NAUSEA  

8094825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094825 NON-EXPEDITED Y US-BAYER-2010-008613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8094826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094826 NON-EXPEDITED Y US-BAYER-2011-001106 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD TESTOSTERONE DECREASED  
MOOD SWINGS  
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094827 NON-EXPEDITED N US-BAYER-2011-000978 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
WEIGHT INCREASED  

8094829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094829 NON-EXPEDITED N US-BAYER-2010-008816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 mcg/24hr, UNK  BAYER

8094830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094830 NON-EXPEDITED N OT US-BAYER-2011-071538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  

8094831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094831 NON-EXPEDITED Y OT US-BAYER-2011-071359 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
VULVOVAGINAL DISCOMFORT  

8094832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094832 NON-EXPEDITED N US-BAYER-2011-073694 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8094833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094833 NON-EXPEDITED N US-BAYER-2011-001098 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
CHILLS  
MEDICAL DEVICE COMPLICATION  
OVULATION PAIN  
PYREXIA  
VAGINAL DISCHARGE  

8094834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094834 NON-EXPEDITED N US-BAYER-2011-072014 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8094840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094840 NON-EXPEDITED N US-TEVA-296730USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094866 NON-EXPEDITED N US-BAYER-2011-072806 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8094867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094867 NON-EXPEDITED N US-BAYER-2011-073543 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 96 DAY BAYER

8094868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094868 NON-EXPEDITED N HO US-BAYER-2011-073538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABORTION SPONTANEOUS  
COMPLICATION OF DEVICE REMOVAL  
MEDICAL DEVICE COMPLICATION  

8094885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094885 NON-EXPEDITED N US-TEVA-296775USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094901 NON-EXPEDITED N US-TEVA-296772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8094933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094933 EXPEDITED (15-DAY) N OT US-BAYER-2011-055536 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
PAIN IN EXTREMITY  
SJOGREN'S SYNDROME  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8094952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2011 8094952 NON-EXPEDITED Y OT US-BAYER-2011-048160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER
MEDICAL DEVICE COMPLICATION  

7155362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 7155362 NON-EXPEDITED N US-
BAYER-200932975NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPLASIA MIRENA S INTRAUTERINE 20 µg (Daily Dose), QD,

intra-uterine
 BAYER

8049535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8049535 NON-EXPEDITED N US-TEVA-291479USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8051451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8051451 NON-EXPEDITED Y US-BAYER-2011-005464 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8056708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8056708 NON-EXPEDITED N US-TEVA-292110USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8061253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8061253 NON-EXPEDITED N OT US-BAYER-2011-064818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8079740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8079740 NON-EXPEDITED Y OT US-BAYER-2011-002484 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8084600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8084600 NON-EXPEDITED N US-TEVA-295718USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LESSINA C ORAL  

8085774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8085774 NON-EXPEDITED N US-TEVA-295771USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
NAUSEA  

8086151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8086151 NON-EXPEDITED Y OT US-BAYER-2011-007211 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
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Detailed Report
8095235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095235 NON-EXPEDITED Y US-
BAYER-201020484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER

8095236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095236 NON-EXPEDITED N US-
BAYER-201018343NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 447 DAY BAYER

8095237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095237 NON-EXPEDITED N US-
BAYER-201024716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8095238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095238 NON-EXPEDITED Y US-
BAYER-201022892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  BAYER

8095239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095239 NON-EXPEDITED N US-
BAYER-201014689NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER
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Detailed Report
8095240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095240 NON-EXPEDITED N US-
BAYER-201017874NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8095241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095241 NON-EXPEDITED N US-
BAYER-201020565NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 341 DAY BAYER

8095242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095242 NON-EXPEDITED N US-
BAYER-201024646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095243 NON-EXPEDITED N US-
BAYER-201019814NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8095244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095244 NON-EXPEDITED N US-
BAYER-201015553NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
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Detailed Report
8095245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095245 NON-EXPEDITED Y US-
BAYER-201018896NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095246 NON-EXPEDITED Y US-
BAYER-201017790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

8095247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095247 NON-EXPEDITED N US-
BAYER-201018977NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8095248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095248 NON-EXPEDITED N US-
BAYER-201020367NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
8095249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095249 NON-EXPEDITED Y US-
BAYER-201013380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8095251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095251 NON-EXPEDITED N US-TEVA-296849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095258 NON-EXPEDITED Y US-
BAYER-201028399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8095259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095259 NON-EXPEDITED N US-
BAYER-201028445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095260 NON-EXPEDITED N US-
BAYER-201027321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8095261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095261 NON-EXPEDITED N US-
BAYER-201024682NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER
PAIN  
PELVIC PAIN  

8095262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095262 NON-EXPEDITED N US-
BAYER-201027099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8095263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095263 NON-EXPEDITED Y US-
BAYER-201029970NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8095264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095264 NON-EXPEDITED N US-
BAYER-201029469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8095265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095265 NON-EXPEDITED N US-
BAYER-201033691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BREAST SWELLING  

8095266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095266 NON-EXPEDITED N US-
BAYER-201029450NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8095267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095267 NON-EXPEDITED N US-
BAYER-201029696NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8095268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095268 NON-EXPEDITED Y US-
BAYER-201029468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
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Detailed Report
8095269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095269 NON-EXPEDITED N US-
BAYER-201029024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095270 NON-EXPEDITED N US-
BAYER-201031506NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

8095271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095271 NON-EXPEDITED Y US-
BAYER-201029675NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 89 DAY BAYER

MIRENA S  BAYER

8095272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095272 NON-EXPEDITED N US-
BAYER-201034443NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
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Detailed Report
8095273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095273 NON-EXPEDITED Y US-
BAYER-201029678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8095274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095274 NON-EXPEDITED N US-
BAYER-201028864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095275 NON-EXPEDITED N US-
BAYER-201029964NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 14 DAY BAYER

8095276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095276 NON-EXPEDITED Y US-
BAYER-201028894NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER
DEVICE DISLOCATION  

8095277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095277 NON-EXPEDITED Y US-
BAYER-201029671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

Page: 7,055 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8095278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095278 NON-EXPEDITED Y US-BAYER-2010-008064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095279 NON-EXPEDITED N US-BAYER-2011-001112 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095280 NON-EXPEDITED Y US-
BAYER-201037520NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S UNK 427 DAY BAYER
RASH  

8095281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095281 NON-EXPEDITED Y US-BAYER-2010-009291 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8095282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095282 NON-EXPEDITED N US-
BAYER-201040066NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8095283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095283 NON-EXPEDITED N US-
BAYER-201035823NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095284 NON-EXPEDITED Y US-
BAYER-201039799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8095285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095285 NON-EXPEDITED Y US-
BAYER-201039965NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095286 NON-EXPEDITED N US-
BAYER-201038952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095287 NON-EXPEDITED N US-BAYER-2010-008275 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8095292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095292 NON-EXPEDITED N US-
BAYER-201035412NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
DEVICE EXPULSION  
VULVOVAGINAL DISCOMFORT  

8095293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095293 NON-EXPEDITED Y US-
BAYER-201035513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  

8095294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095294 NON-EXPEDITED N US-
BAYER-201029455NA

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

LOVENOX C  

8095295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095295 NON-EXPEDITED N US-
BAYER-201035137NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ALOPECIA  
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Detailed Report
8095296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095296 NON-EXPEDITED N US-
BAYER-201035024NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8095297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095297 NON-EXPEDITED N US-BAYER-2010-008089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

8095298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095298 NON-EXPEDITED N US-BAYER-2010-008805 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095299 NON-EXPEDITED N US-
BAYER-201035409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8095300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095300 NON-EXPEDITED N US-BAYER-2010-008272 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE CYST  
UTERINE PAIN  
VAGINAL DISCHARGE  

8095301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095301 NON-EXPEDITED N US-
BAYER-201039825NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095302 NON-EXPEDITED N US-
BAYER-201040099NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 400 DAY BAYER

8095305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095305 NON-EXPEDITED N US-
BAYER-201038555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
GALACTORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8095306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095306 NON-EXPEDITED N US-BAYER-2010-008262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095310 NON-EXPEDITED N US-TEVA-296848USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095313 NON-EXPEDITED N US-BAYER-2011-001748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  

8095314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095314 NON-EXPEDITED N US-BAYER-2011-007196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095315 NON-EXPEDITED N US-BAYER-2011-005810 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8095316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095316 NON-EXPEDITED N US-
BAYER-201034441NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

IBUPROFEN C  

8095317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095317 NON-EXPEDITED N US-
BAYER-201034447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S  BAYER

RISPERDAL C  

8095318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095318 NON-EXPEDITED N US-BAYER-2011-001715 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VOMITING  

8095319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095319 NON-EXPEDITED Y US-
BAYER-201019584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8095320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095320 NON-EXPEDITED Y US-BAYER-2011-001692 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER
DEVICE EXPULSION  
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8095321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095321 NON-EXPEDITED N US-BAYER-2011-003100 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UNEVALUABLE EVENT  

8095322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095322 NON-EXPEDITED N US-BAYER-2011-002149 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
GAIT DISTURBANCE  

8095323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095323 NON-EXPEDITED Y US-
BAYER-201030115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095324 NON-EXPEDITED N US-BAYER-2011-000326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095325 NON-EXPEDITED N US-BAYER-2011-001807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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8095326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095326 NON-EXPEDITED N US-BAYER-2011-005492 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S 20 mcg/24hr, CONT 1095 DAY BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
CHILLS  
FATIGUE  
HEADACHE  
MUSCLE SPASMS  
PAIN  
UNEVALUABLE EVENT  

8095327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095327 NON-EXPEDITED N US-BAYER-2011-003808 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 243 DAY BAYER
AFFECT LABILITY  
ANGER  
ANHEDONIA  
DEPRESSED MOOD  
DEPRESSION  
IRRITABILITY  
MIGRAINE  
MOOD ALTERED  
MOOD SWINGS  
STRESS  
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8095328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095328 NON-EXPEDITED N US-
BAYER-201029703NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095329 NON-EXPEDITED Y US-BAYER-2011-008141 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095330 NON-EXPEDITED N US-
BAYER-201025101NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095331 NON-EXPEDITED N US-BAYER-2011-002188 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8095332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095332 NON-EXPEDITED N US-
BAYER-201035029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  
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8095333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095333 NON-EXPEDITED N US-
BAYER-201029471NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ALOPECIA  
HEADACHE  
VAGINAL HAEMORRHAGE  

8095334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095334 NON-EXPEDITED N US-BAYER-2011-007195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8095360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095360 NON-EXPEDITED N US-TEVA-296780USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095466 NON-EXPEDITED N US-BAYER-2011-001736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095467 NON-EXPEDITED N US-BAYER-2011-007193 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8095468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095468 NON-EXPEDITED Y US-BAYER-2011-012426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 µg, QD 9 DAY BAYER

8095469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095469 NON-EXPEDITED Y US-BAYER-2011-012147 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8095470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095470 NON-EXPEDITED Y US-BAYER-2011-011361 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8095471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095471 NON-EXPEDITED Y US-BAYER-2011-012402 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8095472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095472 NON-EXPEDITED Y US-BAYER-2011-007194 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095473 NON-EXPEDITED Y US-BAYER-2011-012434 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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8095474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095474 NON-EXPEDITED Y US-BAYER-2011-007191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095495 NON-EXPEDITED N US-
BAYER-201027705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095496 NON-EXPEDITED Y US-
BAYER-201032561NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER

8095497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095497 NON-EXPEDITED Y US-
BAYER-201031360NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER
ABDOMINAL PAIN LOWER  

8095498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095498 NON-EXPEDITED Y US-
BAYER-201030088NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
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8095500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095500 NON-EXPEDITED N US-
BAYER-201018469NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8095501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095501 NON-EXPEDITED Y US-BAYER-2011-012142 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8095502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095502 NON-EXPEDITED Y US-BAYER-2011-001773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8095503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095503 NON-EXPEDITED N US-BAYER-2011-012814 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8095504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095504 NON-EXPEDITED N US-
BAYER-201035970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
PAIN  
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8095505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095505 NON-EXPEDITED N US-BAYER-2011-013158 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 45 DAY BAYER

8095506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095506 NON-EXPEDITED N US-BAYER-2011-013083 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 9 DAY BAYER
DEVICE DISLOCATION  
UTERINE SPASM  

8095507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095507 NON-EXPEDITED N US-BAYER-2011-012577 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095508 NON-EXPEDITED N US-BAYER-2011-013020 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S Daily dose 20 µg/d  BAYER

8095509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095509 NON-EXPEDITED N US-BAYER-2011-012842 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
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8095510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095510 NON-EXPEDITED N US-
BAYER-201032546NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8095511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095511 NON-EXPEDITED N US-BAYER-2011-015420 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER
DEVICE EXPULSION  
PAIN  

8095512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095512 NON-EXPEDITED N US-BAYER-2011-007197 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

8095513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095513 NON-EXPEDITED Y US-BAYER-2011-014565 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg/d 381 DAY BAYER
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8095514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095514 NON-EXPEDITED N US-
BAYER-201037028NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK 91 DAY BAYER

8095515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095515 NON-EXPEDITED N US-BAYER-2011-012819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095516 NON-EXPEDITED N US-
BAYER-201033702NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 200 DAY BAYER

8095517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095517 NON-EXPEDITED Y US-BAYER-2011-011324 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

8095518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095518 NON-EXPEDITED N US-
BAYER-201035974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8095519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095519 NON-EXPEDITED N US-BAYER-2010-008673 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8095520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095520 NON-EXPEDITED N US-BAYER-2011-012579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095521 NON-EXPEDITED N US-BAYER-2010-008666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE DISCOMFORT  

8095522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095522 NON-EXPEDITED N US-BAYER-2011-012733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095523 NON-EXPEDITED N US-BAYER-2011-013128 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 68 DAY BAYER

8095524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095524 NON-EXPEDITED Y US-BAYER-2011-012710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8095538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095538 NON-EXPEDITED Y US-
BAYER-201030214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095539 NON-EXPEDITED N US-
BAYER-201032253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 365 DAY BAYER

8095540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095540 NON-EXPEDITED N US-
BAYER-201022469NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSION MIRENA S  BAYER
FATIGUE  
WEIGHT INCREASED  

8095546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095546 NON-EXPEDITED N US-BAYER-2011-019319 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
DEVICE EXPULSION  

8095547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095547 NON-EXPEDITED N US-BAYER-2011-021305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg QD  BAYER
PROCEDURAL PAIN  
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Detailed Report
8095548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095548 NON-EXPEDITED N US-BAYER-2011-017949 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  

8095549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095549 NON-EXPEDITED N US-BAYER-2011-017948 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, UNK  BAYER

8095550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095550 NON-EXPEDITED N US-BAYER-2011-016627 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095551 NON-EXPEDITED N US-BAYER-2011-016630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8095552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095552 NON-EXPEDITED N US-BAYER-2011-012757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BAYER
DEVICE DISLOCATION  
OVARIAN CYST  

Page: 7,075 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8095553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095553 NON-EXPEDITED Y US-BAYER-2011-018203 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8095554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095554 NON-EXPEDITED Y US-BAYER-2011-021286 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK  BAYER

8095555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095555 NON-EXPEDITED N US-BAYER-2011-017902 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
DYSMENORRHOEA  
MENSTRUAL DISORDER  
PYREXIA  
VAGINAL DISCHARGE  

8095556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095556 NON-EXPEDITED N US-BAYER-2011-016898 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8095557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095557 NON-EXPEDITED Y US-BAYER-2011-017354 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
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Detailed Report
8095558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095558 NON-EXPEDITED N US-BAYER-2011-018202 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8095559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095559 NON-EXPEDITED N US-BAYER-2011-016850 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8095560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095560 NON-EXPEDITED Y US-BAYER-2011-019851 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 54 DAY BAYER

8095561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095561 NON-EXPEDITED Y US-BAYER-2011-019307 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 16 DAY BAYER

8095562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095562 NON-EXPEDITED N US-
BAYER-201034982NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ALOPECIA  
BALANCE DISORDER  
HEADACHE  
MEDICAL DEVICE DISCOMFORT  
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8095563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095563 NON-EXPEDITED Y US-
BAYER-201032884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

8095564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095564 NON-EXPEDITED Y US-BAYER-2011-016687 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8095565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095565 NON-EXPEDITED N US-BAYER-2011-016908 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095566 NON-EXPEDITED N US-BAYER-2011-007198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8095623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095623 NON-EXPEDITED Y US-BAYER-2011-019103 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8095624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095624 NON-EXPEDITED Y US-BAYER-2011-021113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8095625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095625 NON-EXPEDITED N US-BAYER-2011-020903 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER

8095626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095626 NON-EXPEDITED N US-BAYER-2011-019253 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8095632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095632 NON-EXPEDITED N US-BAYER-2011-033839 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8095633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095633 NON-EXPEDITED N US-BAYER-2011-036808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER

8095635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095635 NON-EXPEDITED Y US-BAYER-2011-032709 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S UNK  BAYER

8095636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095636 NON-EXPEDITED N US-BAYER-2011-035598 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8095637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095637 NON-EXPEDITED Y US-BAYER-2011-034325 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8095638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095638 NON-EXPEDITED N US-BAYER-2011-034906 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 122 DAY BAYER

8095639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095639 NON-EXPEDITED Y US-BAYER-2011-037561 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 245 DAY BAYER

8095640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095640 NON-EXPEDITED Y US-BAYER-2011-034828 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095641 NON-EXPEDITED N US-BAYER-2011-038258 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER

8095642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095642 NON-EXPEDITED N US-BAYER-2011-037435 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK 4 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8095643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095643 NON-EXPEDITED N US-BAYER-2011-032826 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095644 NON-EXPEDITED N US-BAYER-2011-037229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN LOWER  
ABNORMAL WITHDRAWAL BLEEDING  
PROCEDURAL PAIN  

8095646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095646 NON-EXPEDITED N US-BAYER-2011-037055 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE EXPULSION  

8095647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095647 NON-EXPEDITED Y US-BAYER-2011-035506 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095648 NON-EXPEDITED N US-BAYER-2011-037446 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK 4 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8095649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095649 NON-EXPEDITED N US-BAYER-2011-033524 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8095650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095650 NON-EXPEDITED N US-BAYER-2011-035423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8095651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095651 NON-EXPEDITED N US-BAYER-2011-022798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK  BAYER
DISCOMFORT  

8095652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095652 NON-EXPEDITED N US-BAYER-2011-039578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8095653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095653 NON-EXPEDITED N US-BAYER-2011-021326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
FATIGUE  
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Detailed Report
8095654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095654 NON-EXPEDITED N US-BAYER-2011-036938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 31 DAY BAYER

8095655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095655 NON-EXPEDITED N US-BAYER-2011-036946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
ANXIETY  
APHAGIA  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

8095656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095656 NON-EXPEDITED Y US-BAYER-2011-037056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 618 DAY BAYER

8095671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095671 NON-EXPEDITED N US-BAYER-2011-071432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095672 NON-EXPEDITED N US-BAYER-2011-012084 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER
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8095673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095673 NON-EXPEDITED N US-
BAYER-201039502NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8095674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095674 NON-EXPEDITED N US-
BAYER-201039130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S UNK  BAYER
IRRITABILITY  
MENORRHAGIA  

8095675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095675 NON-EXPEDITED N US-BAYER-2011-071447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DIZZINESS  

8095676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095676 NON-EXPEDITED N US-BAYER-2011-036631 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 188 DAY BAYER

8095677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095677 NON-EXPEDITED Y US-
BAYER-201038839NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER
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8095678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095678 NON-EXPEDITED Y US-BAYER-2011-036685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE UNK  BAYER
MIGRAINE YAZ S ORAL  BAYER

8095679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095679 NON-EXPEDITED Y US-
BAYER-201032954NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8095680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095680 NON-EXPEDITED Y US-
BAYER-201019265NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8095681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095681 NON-EXPEDITED Y US-BAYER-2011-071015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095682 NON-EXPEDITED N US-BAYER-2011-002789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8095684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095684 NON-EXPEDITED N US-
BAYER-201021783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
DYSPAREUNIA  
FUNGAL INFECTION  
LIBIDO DECREASED  
MOOD SWINGS  

8095686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095686 NON-EXPEDITED Y US-BAYER-2011-037258 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8095687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095687 NON-EXPEDITED Y US-
BAYER-201028205NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8095688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095688 NON-EXPEDITED Y US-BAYER-2011-038006 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
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Detailed Report
8095691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095691 NON-EXPEDITED N US-TEVA-296838USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8095708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095708 NON-EXPEDITED N US-TEVA-296840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095839 NON-EXPEDITED N US-TEVA-296835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095840 NON-EXPEDITED N US-TEVA-296847USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095854 NON-EXPEDITED N US-TEVA-296834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095917 NON-EXPEDITED N US-TEVA-296819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8095918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095918 NON-EXPEDITED N US-TEVA-296846USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095934 NON-EXPEDITED N US-TEVA-296841USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  

8095940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095940 NON-EXPEDITED N US-TEVA-296844USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8095955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095955 NON-EXPEDITED N US-TEVA-296839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8095967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095967 NON-EXPEDITED N US-TEVA-296833USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
VOMITING  

Page: 7,088 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8095993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8095993 NON-EXPEDITED N US-TEVA-296845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8096049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096049 NON-EXPEDITED N US-
BAYER-201030021NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096050 NON-EXPEDITED N US-
BAYER-201017752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8096051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096051 NON-EXPEDITED N US-
BAYER-201035162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S UNK 245 DAY BAYER
ANXIETY  

8096052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096052 NON-EXPEDITED N US-
BAYER-201030408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8096053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096053 NON-EXPEDITED N US-
BAYER-201037134NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 182 DAY BAYER
DEVICE EXPULSION  

8096054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096054 NON-EXPEDITED N US-
BAYER-201037129NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
ABDOMINAL PAIN LOWER  

8096055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096055 NON-EXPEDITED Y US-
BAYER-201020324NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8096056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096056 NON-EXPEDITED N US-
BAYER-201035838NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8096057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096057 NON-EXPEDITED Y US-
BAYER-201018687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ARTHRALGIA  
JOINT SWELLING  
LABORATORY TEST ABNORMAL  

8096058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096058 NON-EXPEDITED Y US-
BAYER-201014871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8096059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096059 NON-EXPEDITED Y US-
BAYER-201023089NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S UNK  BAYER
AFFECT LABILITY  
CRYING  
LIBIDO DECREASED  

8096061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096061 NON-EXPEDITED N US-
BAYER-201036165NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8096062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096062 NON-EXPEDITED N US-
BAYER-201030402NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8096063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096063 NON-EXPEDITED Y US-
BAYER-201037117NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096064 NON-EXPEDITED Y US-
BAYER-201023269NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 181 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8096068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096068 NON-EXPEDITED N US-BAYER-2011-037273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
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Detailed Report
8096069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096069 NON-EXPEDITED Y US-BAYER-2011-037641 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 211 DAY BAYER
ABDOMINAL PAIN UPPER  
MENORRHAGIA  
MENSTRUAL DISORDER  

8096070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096070 NON-EXPEDITED N US-BAYER-2011-040928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096071 NON-EXPEDITED N US-
BAYER-201037113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 118 DAY BAYER

8096072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096072 NON-EXPEDITED N US-
BAYER-201040061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8096073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096073 NON-EXPEDITED N US-BAYER-2011-038005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8096074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096074 NON-EXPEDITED N US-BAYER-2011-037662 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8096075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096075 NON-EXPEDITED N US-BAYER-2011-026918 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 211 DAY BAYER
DEVICE DAMAGE  
DEVICE DEPLOYMENT ISSUE  
DEVICE DISLOCATION  
DEVICE EXPULSION  

8096077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096077 NON-EXPEDITED N US-
BAYER-201041026NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE MALFUNCTION  

8096078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096078 NON-EXPEDITED N US-
BAYER-201038948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
MENSTRUAL DISORDER  
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Detailed Report
8096079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096079 NON-EXPEDITED N US-
BAYER-201038955NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER

8096080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096080 NON-EXPEDITED N US-
BAYER-201039223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER

8096132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096132 NON-EXPEDITED N US-TEVA-296933USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8096278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096278 NON-EXPEDITED Y US-
BAYER-201034252NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8096279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096279 NON-EXPEDITED Y US-
BAYER-201032973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 428 DAY BAYER
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8096280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096280 NON-EXPEDITED Y US-
BAYER-201032964NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 68 DAY BAYER

8096281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096281 NON-EXPEDITED Y US-
BAYER-201019199NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 46 DAY BAYER

8096282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096282 NON-EXPEDITED N US-
BAYER-201033166NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER

8096283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096283 NON-EXPEDITED Y US-
BAYER-201020469NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE UNK 106 DAY BAYER
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8096288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096288 NON-EXPEDITED Y US-BAYER-2010-008062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
ARTHRALGIA  
MIGRAINE  
RASH  
WEIGHT INCREASED  

8096289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096289 NON-EXPEDITED Y US-
BAYER-201033588NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8096290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096290 NON-EXPEDITED N US-BAYER-2010-006892 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE DISLOCATION  

8096291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096291 NON-EXPEDITED Y US-
BAYER-201040466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8096292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096292 NON-EXPEDITED N US-BAYER-2010-007420 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096293 NON-EXPEDITED Y US-BAYER-2010-005987 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 137 DAY BAYER

8096294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096294 NON-EXPEDITED N US-BAYER-2010-008043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  
PYREXIA  

8096295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096295 NON-EXPEDITED N US-
BAYER-201039954NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 707 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8096296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096296 NON-EXPEDITED Y US-
BAYER-201034172NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
VAGINAL HAEMORRHAGE  

8096297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096297 NON-EXPEDITED N US-
BAYER-201037192NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
FATIGUE  

8096298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096298 NON-EXPEDITED N US-
BAYER-201038131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
PUBIC PAIN  
VAGINAL HAEMORRHAGE  

8096324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096324 NON-EXPEDITED N US-TEVA-296995USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE CIPROFLOXACIN C  
MENSTRUATION IRREGULAR  
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Detailed Report
8096372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096372 NON-EXPEDITED N US-TEVA-296850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8096383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096383 NON-EXPEDITED N US-BAYER-2011-059469 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8096384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096384 NON-EXPEDITED N US-BAYER-2011-061277 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8096385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096385 NON-EXPEDITED N US-BAYER-2011-015252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096389 NON-EXPEDITED N US-BAYER-2011-059620 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST PAIN  

8096390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096390 NON-EXPEDITED Y US-BAYER-2011-059941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8096391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096391 NON-EXPEDITED Y US-BAYER-2011-012425 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8096392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096392 NON-EXPEDITED N US-BAYER-2011-008226 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  

8096394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096394 NON-EXPEDITED N US-BAYER-2011-012500 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8096395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096395 NON-EXPEDITED N US-BAYER-2011-009234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096396 NON-EXPEDITED Y US-BAYER-2011-016732 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
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Detailed Report
8096397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096397 NON-EXPEDITED N US-BAYER-2011-010510 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S UNK 2 DAY BAYER
VAGINAL HAEMORRHAGE  

8096398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096398 NON-EXPEDITED Y US-BAYER-2011-060886 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096424 NON-EXPEDITED N US-TEVA-297012USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORETHINDRONE C  

8096559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096559 NON-EXPEDITED N US-TEVA-297001USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED CLARITIN C  

8096584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096584 NON-EXPEDITED N US-TEVA-296994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8096700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096700 NON-EXPEDITED N US-BAYER-2011-003859 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8096701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096701 NON-EXPEDITED N US-BAYER-2011-001731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096702 NON-EXPEDITED N US-
BAYER-201036311NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8096703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096703 NON-EXPEDITED N US-
BAYER-201035169NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRITIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ARTHRALGIA  
BACK PAIN  
PAIN IN EXTREMITY  

8096705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096705 NON-EXPEDITED N US-BAYER-2011-001713 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8096707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096707 NON-EXPEDITED N US-BAYER-2011-003654 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, UNK  BAYER

8096708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096708 NON-EXPEDITED N US-BAYER-2011-004435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 218 DAY BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  
PAIN  

8096710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096710 NON-EXPEDITED Y US-BAYER-2010-008455 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK 46 DAY BAYER
ACNE  
DEVICE DISLOCATION  
FEELING ABNORMAL  
METRORRHAGIA  
MOOD SWINGS  

8096711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096711 NON-EXPEDITED N US-
BAYER-201036105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8096712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096712 NON-EXPEDITED Y US-
BAYER-201036361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 6 DAY BAYER

8096713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096713 NON-EXPEDITED Y US-
BAYER-201041005NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 µg, CONT 16 DAY BAYER

8096714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096714 NON-EXPEDITED Y US-
BAYER-201038994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8096715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096715 NON-EXPEDITED N OT GB-BAYER-2011-073082 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
VAGINAL HAEMORRHAGE  

8096716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096716 NON-EXPEDITED Y US-BAYER-2011-002237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8096718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096718 NON-EXPEDITED Y US-BAYER-2010-009032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8096727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096727 NON-EXPEDITED N US-BAYER-2011-003245 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8096728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096728 NON-EXPEDITED N US-BAYER-2011-008236 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
DEVICE EXPULSION  

8096731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096731 NON-EXPEDITED Y US-
BAYER-201040196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8096755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096755 NON-EXPEDITED N US-BAYER-2011-008264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8096756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096756 NON-EXPEDITED N US-BAYER-2011-008249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER

8096757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096757 NON-EXPEDITED Y CA-
BAYER-201036109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8096758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096758 NON-EXPEDITED N US-BAYER-2011-009982 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8096759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096759 NON-EXPEDITED Y US-BAYER-2011-008517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8096764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096764 NON-EXPEDITED Y US-BAYER-2011-017901 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8096765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096765 NON-EXPEDITED N US-BAYER-2011-018156 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8096767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096767 NON-EXPEDITED N US-BAYER-2011-022922 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096768 NON-EXPEDITED N US-BAYER-2011-019644 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096770 NON-EXPEDITED N US-BAYER-2011-016421 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8096771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096771 NON-EXPEDITED N US-BAYER-2011-018154 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
MEDICAL DEVICE PAIN  

8096773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096773 NON-EXPEDITED N US-BAYER-2011-022807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096774 NON-EXPEDITED Y US-BAYER-2011-016446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 51 DAY BAYER
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8096775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096775 NON-EXPEDITED Y US-BAYER-2011-023854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S VAGINAL 20 mcg 12 DAY BAYER
DEVICE EXPULSION  

8096776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096776 NON-EXPEDITED N US-BAYER-2011-018854 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8096778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096778 NON-EXPEDITED Y US-BAYER-2011-024030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S VAGINAL 20 mcg 2 DAY BAYER

8096804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096804 NON-EXPEDITED N OT US-BAYER-2011-047962 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
GENITAL HAEMORRHAGE  

8096805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096805 EXPEDITED (15-DAY) Y OT IT-BAYER-2011-000447 43 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTESTINAL DILATATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
CONSTIPATION  
VAGINAL DISCHARGE  
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Detailed Report
8096815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096815 NON-EXPEDITED N US-BAYER-2011-038221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8096816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096816 NON-EXPEDITED Y OT US-BAYER-2011-021332 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 743 DAY BAYER
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8096817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096817 NON-EXPEDITED Y US-
BAYER-201020762NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 172 DAY BAYER

8096818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096818 NON-EXPEDITED Y OT US-BAYER-2011-028387 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 48 DAY BAYER
DEVICE EXPULSION  

8096820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096820 NON-EXPEDITED N US-BAYER-2011-035502 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8096931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096931 NON-EXPEDITED N US-BAYER-2011-001689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096932 NON-EXPEDITED N US-BAYER-2011-001743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
INFECTION  
MUSCLE SPASMS  

8096933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096933 NON-EXPEDITED N US-BAYER-2010-005550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER
VAGINAL HAEMORRHAGE  

8096934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096934 NON-EXPEDITED N US-BAYER-2011-010442 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8096938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096938 NON-EXPEDITED Y US-BAYER-2011-023738 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8096941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096941 NON-EXPEDITED Y US-BAYER-2011-038709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

MIRENA S  BAYER

8096942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096942 NON-EXPEDITED Y US-BAYER-2011-039117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8096943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096943 NON-EXPEDITED N US-BAYER-2011-040651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096944 NON-EXPEDITED N US-BAYER-2011-042875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S UNK 283 DAY BAYER

8096945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096945 NON-EXPEDITED N US-BAYER-2011-047556 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 190 DAY BAYER

8096946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096946 NON-EXPEDITED N US-BAYER-2011-044189 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8096947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096947 NON-EXPEDITED N US-BAYER-2011-050623 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 150 DAY BAYER

8096948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096948 NON-EXPEDITED Y US-BAYER-2011-043387 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 73 DAY BAYER

8096949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096949 NON-EXPEDITED N US-BAYER-2011-039614 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
URTICARIA  

8096968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096968 NON-EXPEDITED N OT DE-BAYER-2011-071316 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN LOWER  

8096969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096969 NON-EXPEDITED N OT CA-BAYER-2011-067727 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HYPOAESTHESIA  
PAIN  
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8096970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096970 NON-EXPEDITED N OT US-BAYER-2011-071361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096971 NON-EXPEDITED N OT US-BAYER-2011-071493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8096973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096973 NON-EXPEDITED N US-BAYER-2011-071690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEOPENIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096975 NON-EXPEDITED N OT US-BAYER-2011-071638 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8096976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096976 NON-EXPEDITED Y OT FI-BAYER-2011-071290 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
HEADACHE  
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8096977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096977 NON-EXPEDITED Y OT US-BAYER-2011-071485 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 195 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8096981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096981 NON-EXPEDITED N US-BAYER-2011-073695 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8096982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096982 NON-EXPEDITED Y OT US-BAYER-2011-071764 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 739 DAY BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8096983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096983 NON-EXPEDITED Y US-BAYER-2011-074081 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S  BAYER

8096984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096984 NON-EXPEDITED N US-BAYER-2011-073707 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER
MENORRHAGIA  
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Detailed Report
8096985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096985 NON-EXPEDITED N OT US-BAYER-2011-071709 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PAIN  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8096992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096992 NON-EXPEDITED N OT BR-BAYER-2011-071082 34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
NIPPLE DISORDER  
PELVIC PAIN  
VOMITING  

8096994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096994 NON-EXPEDITED Y US-BAYER-2011-072451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8096995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096995 NON-EXPEDITED Y US-BAYER-2011-070830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8096996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096996 NON-EXPEDITED Y OT US-BAYER-2011-071425 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8096999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8096999 NON-EXPEDITED Y OT US-BAYER-2011-070856 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8097000 NON-EXPEDITED N US-BAYER-2011-072189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8097003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8097003 NON-EXPEDITED N OT US-BAYER-2011-070961 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8744568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2011 8744568 DIRECT N DS,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE I device  
ANXIETY  
DEPRESSION  
DEVICE DISLOCATION  
INFERTILITY  
IRRITABILITY  
UNEVALUABLE EVENT  
WEIGHT INCREASED  

8012194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8012194 NON-EXPEDITED Y US-BAYER-2011-050922 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT NUVARING S UNK  
PREGNANCY WITH CONTRACEPTIVE DEVICE CELEXA C ORAL 20 mg, UNK  
NAUSEA  

8054325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8054325 NON-EXPEDITED N US-BAYER-2011-063061 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg, CONT 8 DAY BAYER

8060667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8060667 NON-EXPEDITED N US-TEVA-293427USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8064430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8064430 NON-EXPEDITED N US-TEVA-294319USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
VAGINAL DISCHARGE  

8070446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8070446 NON-EXPEDITED N US-TEVA-294928USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8070469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8070469 NON-EXPEDITED N US-TEVA-294919USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8080557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8080557 NON-EXPEDITED N US-TEVA-295046USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION DELAYED  

8082817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8082817 NON-EXPEDITED N US-TEVA-295384USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8083314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8083314 NON-EXPEDITED N US-TEVA-295508USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON TABLETS C  

8083686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8083686 NON-EXPEDITED N US-TEVA-295455USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8086915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8086915 NON-EXPEDITED N US-TEVA-295904USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8089339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8089339 NON-EXPEDITED N US-TEVA-296106USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VICODIN C  

8093011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8093011 NON-EXPEDITED N US-TEVA-296518USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8095335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8095335 NON-EXPEDITED N US-
BAYER-201018528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

AMOXICILLIN C  
DOXYCYCLINE HYDROCHLORIDE C  

8095361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8095361 NON-EXPEDITED N US-
BAYER-201013765NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER

8097377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097377 NON-EXPEDITED N US-
BAYER-201017655NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8097378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097378 NON-EXPEDITED Y US-
BAYER-201036456NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 1 DAY BAYER

8097379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097379 NON-EXPEDITED Y US-
BAYER-201027575NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8097380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097380 NON-EXPEDITED N US-
BAYER-201036275NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VULVOVAGINAL DISCOMFORT  

8097381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097381 NON-EXPEDITED Y US-
BAYER-201036152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8097382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097382 NON-EXPEDITED Y US-
BAYER-201035445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097383 NON-EXPEDITED Y US-
BAYER-201027225NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 131 DAY BAYER

8097385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097385 NON-EXPEDITED Y US-
BAYER-201032354NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8097386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097386 NON-EXPEDITED N US-
BAYER-201036385NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097387 NON-EXPEDITED N US-
BAYER-201018353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  

8097388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097388 NON-EXPEDITED N US-
BAYER-201032224NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
POST PROCEDURAL HAEMORRHAGE  

8097389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097389 NON-EXPEDITED N US-
BAYER-201035128NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
DISCOMFORT  
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Detailed Report
8097390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097390 NON-EXPEDITED Y US-
BAYER-201033558NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 208 DAY BAYER

8097392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097392 NON-EXPEDITED Y US-
BAYER-201017497NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8097393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097393 NON-EXPEDITED N US-
BAYER-201035263NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE UNK  BAYER
DYSMENORRHOEA  
METRORRHAGIA  

8097394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097394 NON-EXPEDITED Y US-
BAYER-201036556NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097395 NON-EXPEDITED Y US-
BAYER-201036146NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 430 DAY BAYER
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Detailed Report
8097403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097403 NON-EXPEDITED N US-
BAYER-201037282NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097404 NON-EXPEDITED N US-
BAYER-201038024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8097405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097405 NON-EXPEDITED Y US-
BAYER-201039906NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8097406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097406 NON-EXPEDITED N US-
BAYER-201040203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
INFECTION  
MIGRAINE  

Page: 7,125 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8097407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097407 NON-EXPEDITED Y US-
BAYER-201038984NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097408 NON-EXPEDITED Y US-
BAYER-201037128NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8097409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097409 NON-EXPEDITED Y US-
BAYER-201039918NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 305 DAY BAYER

8097410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097410 NON-EXPEDITED Y US-
BAYER-201037384NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8097411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097411 NON-EXPEDITED Y US-
BAYER-201039782NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 94 DAY BAYER
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Detailed Report
8097412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097412 NON-EXPEDITED N US-
BAYER-201037447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097413 NON-EXPEDITED N US-
BAYER-201037280NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8097414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097414 NON-EXPEDITED Y US-
BAYER-201037595NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 510 DAY BAYER

8097415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097415 NON-EXPEDITED Y US-
BAYER-201038992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
INSOMNIA  
MOOD ALTERED  
VAGINAL DISCHARGE  

8097416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097416 NON-EXPEDITED Y US-
BAYER-201037209NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8097417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097417 NON-EXPEDITED N US-
BAYER-201036487NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097418 NON-EXPEDITED Y US-
BAYER-201039133NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8097420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097420 NON-EXPEDITED Y US-
BAYER-201040419NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8097422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097422 NON-EXPEDITED Y US-
BAYER-201040767NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8097423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097423 NON-EXPEDITED Y US-
BAYER-201040464NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8097424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097424 NON-EXPEDITED N US-
BAYER-201040491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097425 NON-EXPEDITED N US-
BAYER-201041156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 179 DAY BAYER

8097426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097426 NON-EXPEDITED N US-
BAYER-201040475NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097433 NON-EXPEDITED Y US-
BAYER-201040217NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 147 DAY BAYER

8097434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097434 NON-EXPEDITED Y US-
BAYER-201040128NA

84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8097435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097435 NON-EXPEDITED Y US-
BAYER-201036516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 308 DAY BAYER

8097436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097436 NON-EXPEDITED Y US-BAYER-2010-008473 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
DEVICE DISLOCATION  

8097437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097437 NON-EXPEDITED Y US-
BAYER-201039784NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097438 NON-EXPEDITED N US-
BAYER-201039613NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097439 NON-EXPEDITED N US-BAYER-2010-008206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
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Detailed Report
8097442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097442 NON-EXPEDITED N US-
BAYER-201038612NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8097443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097443 NON-EXPEDITED N US-BAYER-2011-000490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
ABDOMINAL DISTENSION  
UTERINE SPASM  
WEIGHT INCREASED  

8097444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097444 NON-EXPEDITED Y US-BAYER-2011-001677 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8097456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097456 NON-EXPEDITED N US-BAYER-2011-013022 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097457 NON-EXPEDITED N US-BAYER-2011-014514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
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Detailed Report
8097458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097458 NON-EXPEDITED Y US-BAYER-2011-014862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DISLOCATION  

8097459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097459 NON-EXPEDITED Y US-BAYER-2011-042608 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8097460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097460 NON-EXPEDITED N US-BAYER-2011-016632 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, QD 37 DAY BAYER

8097461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097461 NON-EXPEDITED Y US-BAYER-2011-015909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 59 DAY BAYER

MIRENA S  BAYER

8097462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097462 NON-EXPEDITED Y US-BAYER-2011-014430 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
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Detailed Report
8097463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097463 NON-EXPEDITED N US-BAYER-2011-017186 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
BREAST ATROPHY  
WEIGHT DECREASED  

8097464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097464 NON-EXPEDITED N US-BAYER-2011-015176 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg, QD  BAYER
COITAL BLEEDING  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8097483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097483 NON-EXPEDITED N US-BAYER-2011-047418 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097484 NON-EXPEDITED N US-BAYER-2011-047493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8097485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097485 NON-EXPEDITED Y US-BAYER-2011-012536 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 94 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8097486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097486 NON-EXPEDITED N US-
BAYER-201040528NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER

8097487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097487 NON-EXPEDITED N US-BAYER-2011-047488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8097488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097488 NON-EXPEDITED Y US-BAYER-2011-047429 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097489 NON-EXPEDITED Y US-BAYER-2011-047472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097490 NON-EXPEDITED Y US-
BAYER-201041176NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER
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Detailed Report
8097491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097491 EXPEDITED (15-DAY) N OT US-BAYER-2011-048007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097492 NON-EXPEDITED N US-BAYER-2011-012501 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8097504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097504 NON-EXPEDITED N US-BAYER-2011-047631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8097505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097505 NON-EXPEDITED N US-
BAYER-201032586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8097506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097506 NON-EXPEDITED Y US-BAYER-2011-047901 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8097508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097508 NON-EXPEDITED N US-BAYER-2011-047878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
CRYING  

8097509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097509 NON-EXPEDITED Y US-BAYER-2011-047875 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097510 NON-EXPEDITED N US-BAYER-2011-047869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 218 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8097541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097541 NON-EXPEDITED N US-BAYER-2011-050030 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8097542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097542 NON-EXPEDITED Y US-BAYER-2011-050622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DYSMENORRHOEA  
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Detailed Report
8097543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097543 NON-EXPEDITED N US-BAYER-2011-050226 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097544 NON-EXPEDITED Y US-BAYER-2011-048157 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8097545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097545 NON-EXPEDITED N US-BAYER-2011-051349 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8097546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097546 NON-EXPEDITED Y US-BAYER-2011-048465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097547 NON-EXPEDITED N US-BAYER-2011-050944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097548 NON-EXPEDITED Y US-BAYER-2011-048075 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8097549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097549 NON-EXPEDITED Y US-
BAYER-201028473NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 253 DAY BAYER

8097550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097550 NON-EXPEDITED N US-BAYER-2011-049137 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097551 NON-EXPEDITED Y US-BAYER-2011-049668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 104 DAY BAYER
METRORRHAGIA MIRENA S  BAYER

8097553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097553 NON-EXPEDITED Y US-
BAYER-201030607NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097554 NON-EXPEDITED N US-BAYER-2011-047904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8097556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097556 NON-EXPEDITED N US-BAYER-2011-050132 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8097559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097559 NON-EXPEDITED N US-BAYER-2011-048437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8097560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097560 NON-EXPEDITED Y US-BAYER-2011-050524 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8097561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097561 NON-EXPEDITED N US-BAYER-2011-050197 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  

8097562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097562 NON-EXPEDITED N US-BAYER-2011-048565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
HEADACHE  
METRORRHAGIA  
PAIN  
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Detailed Report
8097563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097563 NON-EXPEDITED N US-BAYER-2011-050242 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 153 DAY BAYER

8097565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097565 NON-EXPEDITED Y US-BAYER-2011-048175 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER

8097566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097566 NON-EXPEDITED Y US-BAYER-2011-050732 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8097567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097567 NON-EXPEDITED N US-BAYER-2011-049692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097568 NON-EXPEDITED Y US-
BAYER-201019983NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8097570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097570 NON-EXPEDITED N US-BAYER-2011-047908 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 211 DAY BAYER

8097625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097625 NON-EXPEDITED N US-
BAYER-201040255NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

8097626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097626 NON-EXPEDITED Y US-BAYER-2011-051336 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  

8097627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097627 NON-EXPEDITED Y US-BAYER-2011-051059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 169 DAY BAYER

8097628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097628 NON-EXPEDITED N US-
BAYER-201039923NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 652 DAY BAYER
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Detailed Report
8097629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097629 NON-EXPEDITED Y US-
BAYER-201040223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097631 NON-EXPEDITED N US-
BAYER-201018562NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8097632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097632 NON-EXPEDITED N OT US-BAYER-2011-074337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8097635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097635 NON-EXPEDITED Y US-BAYER-2011-072849 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097636 NON-EXPEDITED N OT US-BAYER-2011-070380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
OVULATION DISORDER  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8097640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097640 NON-EXPEDITED Y OT AT-BAYER-2011-068999 43 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 288 DAY BAYER
DEVICE EXPULSION  

8097710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097710 NON-EXPEDITED N US-BAYER-2011-051817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097711 NON-EXPEDITED Y US-BAYER-2011-051715 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097712 NON-EXPEDITED N US-BAYER-2011-048747 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
HYPERTRICHOSIS  
MADAROSIS  
MOOD SWINGS  
NIGHT SWEATS  

8097742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097742 NON-EXPEDITED N US-TEVA-297042USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  
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Detailed Report
8097779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097779 NON-EXPEDITED Y US-BAYER-2011-052082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8097780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097780 NON-EXPEDITED N US-BAYER-2011-044018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, UNK  BAYER

8097781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097781 NON-EXPEDITED N US-BAYER-2011-052756 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 25 DAY BAYER

8097782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097782 NON-EXPEDITED Y US-BAYER-2011-051782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097783 NON-EXPEDITED Y US-
BAYER-201040473NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097784 NON-EXPEDITED N US-BAYER-2011-052538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8097785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097785 NON-EXPEDITED N US-BAYER-2011-012582 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8097787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097787 NON-EXPEDITED N US-BAYER-2011-051842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097788 NON-EXPEDITED Y US-BAYER-2011-052657 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 35 DAY BAYER
DEVICE BREAKAGE  

8097789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097789 NON-EXPEDITED N US-BAYER-2011-012774 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8097790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097790 NON-EXPEDITED N US-BAYER-2011-052616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8097791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097791 NON-EXPEDITED N US-BAYER-2011-051805 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8097792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097792 NON-EXPEDITED Y US-BAYER-2011-049082 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8097793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097793 NON-EXPEDITED Y US-BAYER-2011-051730 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8097794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097794 NON-EXPEDITED N US-BAYER-2011-049310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8097795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097795 NON-EXPEDITED N US-BAYER-2011-052670 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 344 DAY BAYER

8097796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097796 NON-EXPEDITED N US-BAYER-2011-052114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
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8097993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097993 NON-EXPEDITED N US-BAYER-2011-053167 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 548 DAY BAYER
FUNGAL INFECTION  

8097994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8097994 NON-EXPEDITED N US-BAYER-2011-053391 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE PAIN  

8098095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098095 NON-EXPEDITED N US-TEVA-297068USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098111 NON-EXPEDITED N US-TEVA-297006USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098140 NON-EXPEDITED N US-TEVA-297037USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  
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8098146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098146 NON-EXPEDITED N US-TEVA-297030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098179 NON-EXPEDITED Y US-
BAYER-201022268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8098180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098180 NON-EXPEDITED Y US-BAYER-2011-020133 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 87 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098181 NON-EXPEDITED N US-BAYER-2011-036791 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

8098182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098182 NON-EXPEDITED N US-BAYER-2011-016763 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 2 mcg/24hr, CONT 1 DAY BAYER
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8098183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098183 NON-EXPEDITED N US-BAYER-2011-021735 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 168 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8098184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098184 NON-EXPEDITED N US-BAYER-2010-008726 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S 20 mcg/24hr, UNK  BAYER

8098185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098185 NON-EXPEDITED Y US-BAYER-2011-012853 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 751 DAY BAYER

8098186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098186 NON-EXPEDITED Y US-BAYER-2011-013080 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

8098187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098187 NON-EXPEDITED N US-BAYER-2010-008292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S 20 mcg/24hr, UNK  BAYER

8098188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098188 NON-EXPEDITED N US-BAYER-2011-015777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8098189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098189 NON-EXPEDITED N US-BAYER-2011-013979 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8098190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098190 NON-EXPEDITED Y US-BAYER-2011-013213 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8098191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098191 NON-EXPEDITED Y US-BAYER-2011-013077 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8098192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098192 NON-EXPEDITED Y US-BAYER-2011-012881 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER

8098193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098193 NON-EXPEDITED Y US-BAYER-2011-013095 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8098194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098194 NON-EXPEDITED Y US-BAYER-2011-012856 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8098195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098195 NON-EXPEDITED Y US-BAYER-2011-013092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 127 DAY BAYER
ABDOMINAL PAIN LOWER  

8098212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098212 NON-EXPEDITED N US-BAYER-2011-048849 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 45 DAY BAYER

8098213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098213 NON-EXPEDITED N US-BAYER-2011-053571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098214 NON-EXPEDITED N US-BAYER-2011-050422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098215 NON-EXPEDITED N US-TEVA-297025USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098216 NON-EXPEDITED Y US-BAYER-2011-054055 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8098217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098217 NON-EXPEDITED N US-BAYER-2011-053954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 295 DAY BAYER

8098218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098218 NON-EXPEDITED N US-BAYER-2011-055804 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098219 NON-EXPEDITED N US-BAYER-2011-056968 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098220 NON-EXPEDITED Y US-BAYER-2011-054296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 142 DAY BAYER

8098221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098221 NON-EXPEDITED Y US-BAYER-2011-056077 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098222 NON-EXPEDITED N US-BAYER-2011-053978 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
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8098223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098223 NON-EXPEDITED N US-BAYER-2011-053919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8098224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098224 NON-EXPEDITED N US-BAYER-2011-054838 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORGASM ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098225 NON-EXPEDITED N US-BAYER-2011-055343 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098226 NON-EXPEDITED N US-BAYER-2011-055484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098227 NON-EXPEDITED N US-BAYER-2011-056643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
MENORRHAGIA  

8098228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098228 NON-EXPEDITED Y US-BAYER-2011-053927 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

Page: 7,153 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8098229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098229 NON-EXPEDITED N US-BAYER-2011-056891 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCTALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098230 NON-EXPEDITED N US-BAYER-2011-057074 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098231 NON-EXPEDITED N US-BAYER-2011-055483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

UNSPECIFIED INGREDIENT S  

8098232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098232 NON-EXPEDITED N US-BAYER-2011-054844 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098233 NON-EXPEDITED N US-BAYER-2011-053184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION  
MENORRHAGIA  
METRORRHAGIA  
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Detailed Report
8098234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098234 NON-EXPEDITED N US-BAYER-2011-054068 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
FEELING ABNORMAL  

8098235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098235 NON-EXPEDITED N US-BAYER-2011-055648 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098236 NON-EXPEDITED Y US-BAYER-2011-057082 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 7 DAY BAYER

8098237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098237 NON-EXPEDITED N US-BAYER-2011-057084 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
CRYING  
MEDICAL DEVICE COMPLICATION  
VOMITING  
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8098238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098238 NON-EXPEDITED N US-BAYER-2011-053933 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 418 DAY BAYER
PAIN  

8098239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098239 NON-EXPEDITED N US-BAYER-2011-053981 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8098243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098243 NON-EXPEDITED N US-TEVA-297021USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8098248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098248 NON-EXPEDITED N US-BAYER-2011-058733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098249 NON-EXPEDITED N US-BAYER-2011-058729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8098250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098250 NON-EXPEDITED Y US-BAYER-2011-058684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098251 NON-EXPEDITED N US-BAYER-2011-059615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8098252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098252 NON-EXPEDITED Y US-BAYER-2011-058744 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8098253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098253 NON-EXPEDITED Y US-BAYER-2011-059457 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8098254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098254 NON-EXPEDITED Y US-BAYER-2011-058809 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098374 NON-EXPEDITED Y US-BAYER-2011-061797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8098375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098375 NON-EXPEDITED N US-BAYER-2011-060729 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8098376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098376 NON-EXPEDITED N US-BAYER-2011-018824 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8098377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098377 NON-EXPEDITED N US-BAYER-2011-061829 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S 20 mcg/24hr, CONT  BAYER

8098386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098386 NON-EXPEDITED N US-BAYER-2011-003814 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8098387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098387 NON-EXPEDITED Y US-BAYER-2011-020625 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8098388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098388 NON-EXPEDITED N US-BAYER-2011-042934 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 14 DAY BAYER

8098396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098396 NON-EXPEDITED N US-BAYER-2011-065332 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
FALL  
MENORRHAGIA  

8098397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098397 NON-EXPEDITED N US-BAYER-2011-065076 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8098398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098398 NON-EXPEDITED Y US-BAYER-2011-051386 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER
HYPOMENORRHOEA  

8098399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098399 NON-EXPEDITED Y US-BAYER-2011-065919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8098409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098409 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-022030 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S UNK 274 DAY BAYER
HEPATIC CYST  

8098414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098414 NON-EXPEDITED N US-TEVA-297041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098435 NON-EXPEDITED N US-TEVA-297031USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8098436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098436 NON-EXPEDITED N US-TEVA-297022USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098444 NON-EXPEDITED N US-TEVA-297009USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8098641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098641 EXPEDITED (15-DAY) Y HO,LT US-
WATSON-2011-12438

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LEVONORGESTREL S ORAL UNK  WATSON
DIZZINESS  

8098659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098659 NON-EXPEDITED Y US-BAYER-2011-043487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8098660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098660 NON-EXPEDITED N US-BAYER-2011-048070 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 344 DAY BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

8098661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098661 NON-EXPEDITED N US-BAYER-2011-044190 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8098662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098662 NON-EXPEDITED N US-BAYER-2011-034317 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE MALFUNCTION  
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Detailed Report
8098663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098663 NON-EXPEDITED N US-BAYER-2011-017238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 72 DAY BAYER

8098664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098664 NON-EXPEDITED N US-BAYER-2011-020291 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER

8098665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098665 NON-EXPEDITED N US-BAYER-2011-003818 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098666 NON-EXPEDITED Y US-BAYER-2011-020584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 775 DAY BAYER

8098667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098667 NON-EXPEDITED N US-BAYER-2011-021348 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
MOOD ALTERED  
WEIGHT INCREASED  
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Detailed Report
8098669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098669 NON-EXPEDITED Y US-BAYER-2011-047634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  

8098701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098701 NON-EXPEDITED N US-BAYER-2011-061233 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098760 NON-EXPEDITED N US-TEVA-297169USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR DROSPIRENONE\ETHINYL

ESTRADIOL
C  

SINGULAIR C  
WELLBUTRIN C  
ZYRTEC C  
METFORMIN HYDROCHLORIDE C  
TOPAMAX C  

8098764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098764 NON-EXPEDITED N US-TEVA-297168USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
HEADACHE  
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Detailed Report
8098774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098774 NON-EXPEDITED N US-TEVA-297157USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE BETA BLOCKER C  
FATIGUE NORCO C  
DIZZINESS  

8098788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098788 NON-EXPEDITED N US-TEVA-297154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098791 NON-EXPEDITED N US-TEVA-297150USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098867 NON-EXPEDITED N US-BAYER-2011-064835 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL UNK  BAYER
APPLICATION SITE ERYTHEMA  
APPLICATION SITE IRRITATION  

8098898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098898 NON-EXPEDITED N US-BAYER-2011-015900 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  
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Detailed Report
8098899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098899 NON-EXPEDITED N US-BAYER-2011-050946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098900 NON-EXPEDITED N US-BAYER-2011-039216 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098901 NON-EXPEDITED N US-BAYER-2011-024523 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 439 DAY BAYER
VAGINAL HAEMORRHAGE  

8098902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098902 NON-EXPEDITED N US-BAYER-2011-049313 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098903 NON-EXPEDITED N US-BAYER-2011-015105 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098904 NON-EXPEDITED Y US-BAYER-2011-050503 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
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Detailed Report
8098906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098906 NON-EXPEDITED N US-BAYER-2011-047462 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
HAIR GROWTH ABNORMAL  
WEIGHT INCREASED  

8098909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098909 NON-EXPEDITED N US-BAYER-2011-069693 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

8098910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098910 NON-EXPEDITED N US-BAYER-2011-053471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8098911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098911 NON-EXPEDITED N US-BAYER-2011-067492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8098913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098913 NON-EXPEDITED N US-BAYER-2011-067050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8098914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098914 NON-EXPEDITED N US-BAYER-2011-066836 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8098915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098915 NON-EXPEDITED Y US-BAYER-2011-066268 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
BLOOD PRESSURE DECREASED MIRENA S  BAYER

8098916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098916 NON-EXPEDITED N US-BAYER-2011-067136 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 16 DAY BAYER

8098918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098918 NON-EXPEDITED Y US-BAYER-2011-066417 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 486 DAY BAYER
ABDOMINAL PAIN LOWER  

8098919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098919 NON-EXPEDITED N US-BAYER-2011-069360 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8098920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098920 NON-EXPEDITED N US-BAYER-2011-067478 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8098921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098921 NON-EXPEDITED Y US-BAYER-2011-067103 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 91 DAY BAYER

8098922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098922 NON-EXPEDITED N US-BAYER-2011-068727 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER

8098923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098923 NON-EXPEDITED Y OT BR-BAYER-2011-061770 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABORTION INFECTED  
BLIGHTED OVUM  
DEVICE EXPULSION  
HAEMORRHAGE  
PREMATURE RUPTURE OF MEMBRANES  

8098924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098924 NON-EXPEDITED Y US-BAYER-2011-066452 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 17 DAY BAYER
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Detailed Report
8098925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098925 NON-EXPEDITED Y US-BAYER-2011-069741 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8098926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098926 NON-EXPEDITED N US-BAYER-2011-069802 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER

8098927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098927 NON-EXPEDITED Y US-BAYER-2011-070434 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098929 NON-EXPEDITED N OT US-BAYER-2011-070462 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098930 NON-EXPEDITED N US-BAYER-2011-069822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MALAISE  
NAUSEA  
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Detailed Report
8098931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098931 NON-EXPEDITED Y OT US-BAYER-2011-070403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1460 DAY BAYER

MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8098932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098932 NON-EXPEDITED Y US-BAYER-2011-069771 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 328 DAY BAYER

8098933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098933 NON-EXPEDITED N OT US-BAYER-2011-070142 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DEPLOYMENT ISSUE  

8098934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098934 NON-EXPEDITED N OT US-BAYER-2011-070501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098935 NON-EXPEDITED Y OT US-BAYER-2011-070526 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK UNK, CONT 269 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8098937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098937 NON-EXPEDITED N OT US-BAYER-2011-070586 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE UNK 38 DAY BAYER
DEVICE DISLOCATION  
PROCEDURAL COMPLICATION  

8098938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098938 NON-EXPEDITED Y OT US-BAYER-2011-071096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098939 NON-EXPEDITED N OT US-BAYER-2011-070702 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

8098940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098940 NON-EXPEDITED N OT US-BAYER-2011-070610 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8098942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098942 NON-EXPEDITED N US-BAYER-2011-071529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,171 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8098943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098943 NON-EXPEDITED N US-BAYER-2011-072139 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098945 NON-EXPEDITED Y OT US-BAYER-2011-071970 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8098946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098946 NON-EXPEDITED Y OT US-BAYER-2011-071958 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8098947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098947 NON-EXPEDITED N US-BAYER-2011-071691 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

MIRENA S UNK  BAYER

8098948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098948 NON-EXPEDITED Y OT US-BAYER-2011-071663 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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8098949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098949 NON-EXPEDITED N OT US-BAYER-2011-071988 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
UTERINE CYST  

8098950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098950 NON-EXPEDITED N US-BAYER-2011-072211 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098955 NON-EXPEDITED N US-BAYER-2011-074211 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8098956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098956 NON-EXPEDITED N US-BAYER-2011-074256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

8098957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098957 NON-EXPEDITED Y US-BAYER-2011-073664 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MUSCLE SPASMS  
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8098958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098958 NON-EXPEDITED N OT US-BAYER-2011-073371 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE EXPULSION  

8098959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098959 NON-EXPEDITED N OT US-BAYER-2011-074303 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8098960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098960 EXPEDITED (15-DAY) N OT US-BAYER-2011-072221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER

8098961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098961 NON-EXPEDITED Y US-BAYER-2011-073624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8098962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098962 NON-EXPEDITED N OT US-BAYER-2011-072270 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8098963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098963 NON-EXPEDITED Y US-BAYER-2011-072425 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 244 DAY BAYER
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8098964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098964 NON-EXPEDITED N OT US-BAYER-2011-073654 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANAEMIA  
DIZZINESS  
HYPOTENSION  
SLUGGISHNESS  

8098966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098966 NON-EXPEDITED N OT US-BAYER-2011-072222 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE INFECTION  

8098969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098969 NON-EXPEDITED Y US-BAYER-2011-074235 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8098970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098970 NON-EXPEDITED N US-BAYER-2011-074579 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 379 DAY BAYER

8098971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098971 NON-EXPEDITED N OT US-BAYER-2011-073435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
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8098972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098972 NON-EXPEDITED Y OT US-BAYER-2011-072219 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 141 DAY BAYER

8098973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098973 NON-EXPEDITED N US-BAYER-2011-073732 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8098974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8098974 NON-EXPEDITED N OT US-BAYER-2011-072218 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8743925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2011 8743925 DIRECT N HO,DS 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAVENOUS  
SEPSIS  

7975562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 7975562 NON-EXPEDITED Y OT US-BAYER-2011-045377 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
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8014183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8014183 NON-EXPEDITED Y HO,OT US-BAYER-2011-051778 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER
DISCOMFORT  
PAIN  

8099396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099396 NON-EXPEDITED N US-
BAYER-201024732NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099399 NON-EXPEDITED N US-
BAYER-201021042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
OVULATION DELAYED  

8099400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099400 NON-EXPEDITED Y US-
BAYER-201024631NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 133 DAY BAYER

8099401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099401 NON-EXPEDITED N US-
BAYER-201033216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
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8099402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099402 NON-EXPEDITED Y US-
BAYER-201017647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099403 NON-EXPEDITED N US-
BAYER-201031016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099404 NON-EXPEDITED N US-
BAYER-201024957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099412 NON-EXPEDITED Y US-
BAYER-201040219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099413 NON-EXPEDITED N US-
BAYER-201038130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
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Detailed Report
8099414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099414 NON-EXPEDITED N US-
BAYER-201035268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 213 DAY BAYER
DYSPAREUNIA  
GROIN PAIN  
MEDICAL DEVICE COMPLICATION  

8099415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099415 NON-EXPEDITED N US-
BAYER-201040858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

8099429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099429 NON-EXPEDITED Y US-BAYER-2011-065864 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099430 NON-EXPEDITED N US-BAYER-2011-065884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099432 NON-EXPEDITED Y US-BAYER-2011-036445 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
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8099433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099433 NON-EXPEDITED Y US-BAYER-2011-055482 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8099434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099434 NON-EXPEDITED Y US-BAYER-2011-065307 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8099436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099436 NON-EXPEDITED N US-
BAYER-201021301NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8099437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099437 NON-EXPEDITED N US-BAYER-2011-072229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER

8099439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099439 NON-EXPEDITED N US-BAYER-2011-067100 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8099440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099440 NON-EXPEDITED Y US-BAYER-2011-065792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099441 NON-EXPEDITED N US-BAYER-2011-036748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8099443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099443 NON-EXPEDITED N US-BAYER-2011-068053 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8099444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099444 NON-EXPEDITED N US-BAYER-2011-067120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
BALANCE DISORDER  
URTICARIA  

8099445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099445 EXPEDITED (15-DAY) Y OT US-BAYER-2011-072427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8099446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099446 NON-EXPEDITED Y US-BAYER-2011-034812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8099447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099447 NON-EXPEDITED N OT US-BAYER-2011-073244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8099448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099448 NON-EXPEDITED N US-BAYER-2011-034161 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8099450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099450 NON-EXPEDITED Y US-BAYER-2011-032795 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099451 NON-EXPEDITED N US-BAYER-2011-067092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8099453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8099453 NON-EXPEDITED Y US-BAYER-2011-065384 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD SWINGS  
PAIN  
WEIGHT INCREASED  
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Detailed Report
8100051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100051 NON-EXPEDITED N US-
BAYER-201023306NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8100052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100052 NON-EXPEDITED N US-
BAYER-201024623NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8100054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100054 NON-EXPEDITED Y US-
BAYER-201026337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  

8100055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100055 NON-EXPEDITED N US-
BAYER-201028481NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100057 NON-EXPEDITED N US-
BAYER-201020322NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,183 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8100061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100061 NON-EXPEDITED N US-
BAYER-201026807NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8100062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100062 NON-EXPEDITED Y US-
BAYER-201041294NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  

8100063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100063 NON-EXPEDITED N US-
BAYER-201038500NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8100094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100094 EXPEDITED (15-DAY) Y HO CA-UCBSA-038826 17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION KEPPRA S ORAL  
CONDITION AGGRAVATED ALESSE 28 S ORAL 28 TABLETS  

8100118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100118 NON-EXPEDITED N US-TEVA-297145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8100286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100286 NON-EXPEDITED N US-TEVA-297144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8100297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100297 NON-EXPEDITED N US-TEVA-297104USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100305 NON-EXPEDITED N US-TEVA-297097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8100307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100307 NON-EXPEDITED Y US-BAYER-2010-008207 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
URINARY INCONTINENCE  

8100308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100308 NON-EXPEDITED N US-BAYER-2011-000152 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8100309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100309 NON-EXPEDITED N US-
BAYER-201032812NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE PAIN  
MENORRHAGIA  
MUSCLE SPASMS  

8100310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100310 NON-EXPEDITED N US-BAYER-2010-007422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8100311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100311 NON-EXPEDITED N US-BAYER-2011-001758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8100312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100312 NON-EXPEDITED Y US-
BAYER-201037463NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER

8100313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100313 NON-EXPEDITED N US-BAYER-2010-008395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8100314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100314 NON-EXPEDITED Y US-BAYER-2011-000147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
URINARY TRACT INFECTION  

8100315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100315 NON-EXPEDITED N US-BAYER-2011-002601 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
MENORRHAGIA  

8100332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100332 NON-EXPEDITED N US-TEVA-297071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

8100353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100353 NON-EXPEDITED N US-TEVA-297137USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8100395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100395 NON-EXPEDITED N US-
BAYER-201030972NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  

8100398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100398 NON-EXPEDITED N US-BAYER-2011-005476 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100400 NON-EXPEDITED N US-BAYER-2011-005620 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr 1 DAY BAYER
DEVICE EXPULSION  

8100401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100401 NON-EXPEDITED N US-BAYER-2010-009282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100402 NON-EXPEDITED N US-BAYER-2011-002266 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST  
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Detailed Report
8100403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100403 NON-EXPEDITED N US-BAYER-2011-002206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8100404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100404 NON-EXPEDITED Y US-BAYER-2011-002240 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100405 NON-EXPEDITED N US-TEVA-297146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8100406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100406 NON-EXPEDITED N US-BAYER-2011-013091 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 128 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8100410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100410 NON-EXPEDITED N US-BAYER-2011-005837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS MIRENA S 20 mcg/24hr, CONT  BAYER

AMOXICILLIN C  
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Detailed Report
8100411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100411 NON-EXPEDITED N US-BAYER-2011-015816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8100412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100412 NON-EXPEDITED Y US-BAYER-2011-014429 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 81 DAY BAYER

8100413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100413 NON-EXPEDITED N US-BAYER-2011-012878 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER

8100430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100430 NON-EXPEDITED Y US-BAYER-2011-014819 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8100431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100431 NON-EXPEDITED N US-BAYER-2011-015292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100432 NON-EXPEDITED N US-BAYER-2011-014060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8100433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100433 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-022290 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRAIN NEOPLASM MIRENA S  BAYER

8100434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100434 NON-EXPEDITED N US-BAYER-2011-014774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 89 DAY BAYER

8100435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100435 NON-EXPEDITED N US-BAYER-2011-014494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S  BAYER

8100436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100436 NON-EXPEDITED N US-BAYER-2011-015832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8100437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100437 NON-EXPEDITED N US-BAYER-2011-018480 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100439 NON-EXPEDITED N US-BAYER-2011-034376 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
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Detailed Report
8100440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100440 NON-EXPEDITED Y US-BAYER-2011-018482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8100441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100441 NON-EXPEDITED Y US-BAYER-2011-046746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8100442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100442 NON-EXPEDITED N US-BAYER-2011-018336 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
MUSCLE SPASMS  

8100443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100443 NON-EXPEDITED N US-BAYER-2011-025449 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/qd  BAYER

8100444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100444 NON-EXPEDITED Y US-BAYER-2011-034680 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8100445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100445 NON-EXPEDITED Y US-BAYER-2011-046547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100446 NON-EXPEDITED N US-BAYER-2011-033794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8100447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100447 NON-EXPEDITED N US-BAYER-2011-046601 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  

8100448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100448 NON-EXPEDITED N US-BAYER-2011-024477 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
DEVICE DISLOCATION  
PELVIC DISCOMFORT  

8100449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100449 NON-EXPEDITED N US-BAYER-2011-024651 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg qd  BAYER
DISCOMFORT  
VAGINAL HAEMORRHAGE  
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Detailed Report
8100450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100450 NON-EXPEDITED Y US-BAYER-2011-033824 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8100451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100451 NON-EXPEDITED Y US-BAYER-2011-025197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE One unit  BAYER
MEDICAL DEVICE COMPLICATION  

8100472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100472 NON-EXPEDITED N US-TEVA-297152USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100475 NON-EXPEDITED Y US-BAYER-2011-049106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8100477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100477 NON-EXPEDITED N US-BAYER-2011-055568 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 14 DAY BAYER

8100478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100478 NON-EXPEDITED N US-BAYER-2011-046807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
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Detailed Report
8100479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100479 NON-EXPEDITED Y US-BAYER-2011-054945 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8100480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100480 NON-EXPEDITED N US-BAYER-2011-049706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100481 NON-EXPEDITED N US-BAYER-2011-048460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
HOT FLUSH  
MUSCLE SPASMS  

8100488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100488 NON-EXPEDITED N US-TEVA-297156USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100493 NON-EXPEDITED N US-BAYER-2010-007403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER

8100494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100494 NON-EXPEDITED N US-BAYER-2011-003664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8100495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100495 NON-EXPEDITED Y US-BAYER-2011-074842 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 22 DAY BAYER

8100496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100496 NON-EXPEDITED Y US-BAYER-2011-035584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100497 NON-EXPEDITED N US-BAYER-2011-073372 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 7 DAY BAYER

8100500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100500 NON-EXPEDITED N US-BAYER-2011-046698 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8100505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100505 NON-EXPEDITED N US-BAYER-2011-074582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100506 NON-EXPEDITED N US-BAYER-2011-074783 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 71 DAY BAYER
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Detailed Report
8100552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100552 NON-EXPEDITED Y OT US-BAYER-2011-073186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8100553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100553 NON-EXPEDITED N US-BAYER-2011-073465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8100554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100554 NON-EXPEDITED N OT US-BAYER-2011-073054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE EXPULSION  

8100556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100556 NON-EXPEDITED Y US-BAYER-2011-073467 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 34 DAY BAYER

8100578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100578 NON-EXPEDITED N US-BAYER-2011-048564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg QD  BAYER
PAIN  
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Detailed Report
8100581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100581 NON-EXPEDITED N US-
BAYER-201026167NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  
RASH  
UTERINE LEIOMYOMA  

8100589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100589 NON-EXPEDITED N OT US-BAYER-2011-073787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8100590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100590 NON-EXPEDITED N OT US-BAYER-2011-074220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

8100591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100591 NON-EXPEDITED N OT US-BAYER-2011-073264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
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Detailed Report
8100592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100592 NON-EXPEDITED N OT US-BAYER-2011-073225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8100593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100593 NON-EXPEDITED N OT US-BAYER-2011-074386 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100608 NON-EXPEDITED N US-BAYER-2011-051512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/QD  BAYER

8100609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100609 NON-EXPEDITED N US-BAYER-2011-059211 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100610 NON-EXPEDITED N US-BAYER-2011-059945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  

8100613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100613 NON-EXPEDITED N US-BAYER-2011-057846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8100621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100621 NON-EXPEDITED N US-BAYER-2011-067190 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 625 DAY BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

8100632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100632 NON-EXPEDITED Y US-BAYER-2011-057700 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8100634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100634 NON-EXPEDITED N US-BAYER-2011-059468 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 30 MIN BAYER

8100639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100639 NON-EXPEDITED N US-BAYER-2011-074259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100656 NON-EXPEDITED N US-BAYER-2011-069645 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8100658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100658 NON-EXPEDITED N US-BAYER-2011-069640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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8100659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100659 NON-EXPEDITED Y US-BAYER-2011-069655 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 37 DAY BAYER

8100661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100661 NON-EXPEDITED N HO,OT US-BAYER-2011-072230 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
PAIN  

8100662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100662 NON-EXPEDITED N US-BAYER-2011-069752 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER
DEVICE EXPULSION  

8100663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100663 NON-EXPEDITED Y US-BAYER-2011-071562 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 48 DAY BAYER

8100664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100664 NON-EXPEDITED N OT US-BAYER-2011-072795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
MENSTRUATION DELAYED  
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8100665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100665 NON-EXPEDITED Y US-BAYER-2011-070438 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8100670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100670 NON-EXPEDITED N US-TEVA-297171USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100782 NON-EXPEDITED N US-TEVA-297173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8100820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100820 NON-EXPEDITED N US-TEVA-297073USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100821 NON-EXPEDITED N US-TEVA-297175USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8100834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100834 NON-EXPEDITED N US-BAYER-2011-061736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8100835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100835 NON-EXPEDITED N US-BAYER-2011-062129 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8100848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100848 EXPEDITED (15-DAY) Y OT US-BAYER-2011-072294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE  BAYER
POST PROCEDURAL INFECTION  
VAGINAL HAEMORRHAGE  

8100863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100863 NON-EXPEDITED N US-TEVA-297405USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8100908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8100908 NON-EXPEDITED N US-TEVA-297402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8743928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8743928 DIRECT N HO,LT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM AVIANE S ORAL ONE TABLET, ONCE

DAILY, PO
 BARR

DYSPNOEA NAPROXEN C  
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8743998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8743998 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED LEVONORGESTREL S VAGINAL 1, 5 YEARS, VAG  BAYER
FATIGUE PROGRAF C  
AMENORRHOEA WELCHOL C  

ALBUTEROL SULFATE C  

8744085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8744085 DIRECT N OT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
ALOPECIA  
MOOD SWINGS  

8744240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2011 8744240 DIRECT N HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED LEVORA S ORAL 1 PILL DAILY 2.5

WEEKS
 

CONFUSIONAL STATE  
DIZZINESS  
HYPOAESTHESIA  
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7680144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 7680144 EXPEDITED (15-DAY) Y HO DE-
BAYER-201047281GPV

41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
22 DAY BAYER

SALPINGO-OOPHORITIS LEVOTHYROXINE SODIUM C  
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DYSPNOEA  
Infectious peritonitis  

7761001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 7761001 EXPEDITED (15-DAY) N OT US-BAYER-2011-003124 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BREAST PAIN  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  
VAGINAL INFECTION  
VAGINITIS BACTERIAL  
VULVOVAGINAL PAIN  

7877010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 7877010 NON-EXPEDITED N HO US-BAYER-2011-024226 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT 54 DAY BAYER
ABDOMINAL PAIN  
UTERINE HAEMORRHAGE  
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Detailed Report
8036528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8036528 EXPEDITED (15-DAY) Y OT US-BAYER-2011-059368 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HEADACHE PRILOSEC C ORAL 20 mg, QD  
PAPILLOEDEMA ALLEGRA C ORAL 180 mg, QD  
CSF PRESSURE INCREASED  

8088667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8088667 NON-EXPEDITED N OT US-BAYER-2011-069908 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
MENORRHAGIA  

8093866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8093866 NON-EXPEDITED N US-TEVA-296508USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS XANAX C  
BREAST PAIN  

8101185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101185 NON-EXPEDITED N US-TEVA-297414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8101189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101189 NON-EXPEDITED Y US-BAYER-2011-017104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8101190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101190 NON-EXPEDITED N US-BAYER-2010-008833 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101191 NON-EXPEDITED Y US-BAYER-2011-014223 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 719 DAY BAYER

8101192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101192 NON-EXPEDITED N US-
BAYER-201017599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER

8101193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101193 NON-EXPEDITED N US-BAYER-2010-008725 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101195 NON-EXPEDITED Y US-BAYER-2011-014448 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,207 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8101196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101196 NON-EXPEDITED N US-BAYER-2010-008162 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  

8101197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101197 NON-EXPEDITED N US-BAYER-2011-014901 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101199 NON-EXPEDITED N US-
BAYER-201017653NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8101201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101201 NON-EXPEDITED N US-BAYER-2011-014313 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101202 NON-EXPEDITED Y US-BAYER-2010-005417 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
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8101203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101203 NON-EXPEDITED Y US-
BAYER-201015008NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1892 DAY BAYER
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT 224 DAY BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8101204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101204 NON-EXPEDITED Y US-
BAYER-201017788NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101205 NON-EXPEDITED N US-BAYER-2011-018908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS VIRAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8101206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101206 NON-EXPEDITED N US-BAYER-2011-058808 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8101208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101208 NON-EXPEDITED N US-BAYER-2011-018899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
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Detailed Report
8101209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101209 NON-EXPEDITED N US-BAYER-2011-050054 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 136 DAY BAYER

8101210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101210 NON-EXPEDITED N US-BAYER-2011-022160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8101211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101211 NON-EXPEDITED N US-BAYER-2011-018450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

8101212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101212 NON-EXPEDITED Y US-BAYER-2011-050165 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8101213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101213 NON-EXPEDITED Y US-BAYER-2011-061242 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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8101214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101214 NON-EXPEDITED N US-BAYER-2011-055564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8101215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101215 NON-EXPEDITED N US-BAYER-2011-034561 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101216 NON-EXPEDITED N US-BAYER-2011-039438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8101217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101217 NON-EXPEDITED N US-BAYER-2011-022145 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8101218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101218 NON-EXPEDITED Y US-BAYER-2011-049647 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8101219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101219 NON-EXPEDITED N US-BAYER-2011-023448 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
FLATULENCE  

8101220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101220 NON-EXPEDITED Y US-BAYER-2011-033874 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101221 NON-EXPEDITED N US-BAYER-2011-018264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8101222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101222 NON-EXPEDITED Y US-BAYER-2011-058652 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION MIRENA S  BAYER
OVARIAN CYST  
UNEVALUABLE EVENT  
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  
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Detailed Report
8101223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101223 NON-EXPEDITED N US-BAYER-2011-060393 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8101225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101225 NON-EXPEDITED N US-BAYER-2011-020824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8101226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101226 NON-EXPEDITED Y US-BAYER-2011-049108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8101227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101227 NON-EXPEDITED Y US-BAYER-2011-034959 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE DISLOCATION  
UTERINE HAEMORRHAGE  

8101228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101228 NON-EXPEDITED N US-BAYER-2011-065096 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8101229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101229 NON-EXPEDITED Y US-BAYER-2011-021698 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 148 DAY BAYER

8101235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101235 NON-EXPEDITED N US-TEVA-297413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101238 NON-EXPEDITED N US-
BAYER-201017598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101251 NON-EXPEDITED N US-TEVA-297417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL HERPES PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101257 NON-EXPEDITED N US-BAYER-2011-061741 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 15 DAY BAYER

8101258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101258 NON-EXPEDITED Y US-BAYER-2011-068575 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 64 DAY BAYER
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Detailed Report
8101259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101259 NON-EXPEDITED Y US-BAYER-2011-037133 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8101260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101260 NON-EXPEDITED N US-BAYER-2011-049225 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8101261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101261 NON-EXPEDITED N US-BAYER-2011-068681 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101277 NON-EXPEDITED N US-TEVA-297416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101303 NON-EXPEDITED N US-TEVA-297352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101312 NON-EXPEDITED Y US-BAYER-2011-071460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8101314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101314 NON-EXPEDITED N US-BAYER-2011-071627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8101315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101315 NON-EXPEDITED N US-BAYER-2011-014947 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8101316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101316 NON-EXPEDITED Y US-BAYER-2011-072916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8101319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101319 NON-EXPEDITED N US-BAYER-2011-069660 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 44 DAY BAYER

8101320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101320 NON-EXPEDITED N US-BAYER-2011-014838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
MENORRHAGIA  

8101327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101327 NON-EXPEDITED N OT US-BAYER-2011-073344 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8101330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101330 NON-EXPEDITED Y OT US-BAYER-2011-074197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8101465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101465 NON-EXPEDITED N US-TEVA-297310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101539 NON-EXPEDITED N US-TEVA-297373USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101564 NON-EXPEDITED N US-TEVA-297372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101613 NON-EXPEDITED N US-TEVA-297371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101771 NON-EXPEDITED N US-TEVA-297315USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8101809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101809 NON-EXPEDITED N US-TEVA-297340USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101836 NON-EXPEDITED N US-TEVA-297384USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101882 NON-EXPEDITED N US-TEVA-297375USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8101909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101909 NON-EXPEDITED N US-TEVA-297314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8101929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101929 NON-EXPEDITED N US-TEVA-297365USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PREVIFEM C ORAL  
NAUSEA  
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Detailed Report
8101968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8101968 NON-EXPEDITED N US-TEVA-297306USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR WELLBUTRIN C  

8102011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102011 NON-EXPEDITED Y US-
BAYER-201036306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8102014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102014 NON-EXPEDITED N OT US-BAYER-2011-073545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BREAST PAIN  
BREAST TENDERNESS  
WEIGHT INCREASED  

8102019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102019 NON-EXPEDITED Y US-BAYER-2010-009191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8102020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102020 NON-EXPEDITED Y US-BAYER-2011-007167 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 348 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8102021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102021 NON-EXPEDITED N US-BAYER-2011-002166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8102023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102023 NON-EXPEDITED N US-
BAYER-201016893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

8102024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102024 NON-EXPEDITED N US-BAYER-2010-007351 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA AMPICILLIN SODIUM C  
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Detailed Report
8102025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102025 NON-EXPEDITED N US-BAYER-2010-008663 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GALACTORRHOEA  

8102026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102026 NON-EXPEDITED Y US-
BAYER-201016887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8102027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102027 NON-EXPEDITED N US-BAYER-2011-000157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
AMENORRHOEA  

8102034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102034 NON-EXPEDITED N US-
BAYER-201038209NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S  BAYER
COMPLICATION OF DEVICE INSERTION BETADINE C VAGINAL 3 times 1 DAY

8102037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102037 NON-EXPEDITED Y US-
BAYER-201029837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER
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Detailed Report
8102038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102038 NON-EXPEDITED N US-BAYER-2010-008651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8102039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102039 NON-EXPEDITED N US-BAYER-2011-014869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8102040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102040 NON-EXPEDITED N US-BAYER-2011-050877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 20 mcg/QD  BAYER
SKIN ODOUR ABNORMAL  

8102041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102041 NON-EXPEDITED N US-BAYER-2010-008442 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8102042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102042 NON-EXPEDITED N US-BAYER-2011-040963 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8102043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102043 NON-EXPEDITED N US-BAYER-2011-017093 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 120 DAY BAYER
DEVICE DISLOCATION  

8102044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102044 NON-EXPEDITED Y US-BAYER-2011-015364 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8102055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102055 NON-EXPEDITED N US-BAYER-2011-048566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/QD  BAYER

8102056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102056 NON-EXPEDITED Y US-BAYER-2011-038667 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 432 DAY BAYER

8102057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102057 NON-EXPEDITED N US-BAYER-2011-048845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/QD  BAYER

8102058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102058 NON-EXPEDITED N US-BAYER-2011-050937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8102059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102059 NON-EXPEDITED N US-BAYER-2011-059955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8102060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102060 NON-EXPEDITED N US-BAYER-2011-070529 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8102061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102061 NON-EXPEDITED N US-BAYER-2011-048755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8102064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102064 NON-EXPEDITED Y US-BAYER-2011-049657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/QD  BAYER

8102065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102065 NON-EXPEDITED N US-BAYER-2011-040960 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 12 DAY BAYER

8102066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102066 NON-EXPEDITED N US-BAYER-2011-040962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8102067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102067 NON-EXPEDITED Y US-BAYER-2011-037914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8102068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102068 NON-EXPEDITED N US-BAYER-2011-014864 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER

8102069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102069 NON-EXPEDITED N US-BAYER-2011-047987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8102072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102072 NON-EXPEDITED N US-BAYER-2011-049588 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER

8102074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102074 NON-EXPEDITED N US-TEVA-297339USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONJUNCTIVAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
SCLERAL DISCOLOURATION  
VOMITING  
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Detailed Report
8102075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102075 NON-EXPEDITED N US-TEVA-297381USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ATENOLOL C  

8102084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102084 NON-EXPEDITED N US-BAYER-2011-067127 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 469 DAY BAYER

8102087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102087 NON-EXPEDITED N OT US-BAYER-2011-074132 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 332 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
UTERINE PERFORATION  
WEIGHT INCREASED  

8102088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102088 NON-EXPEDITED Y US-BAYER-2011-074146 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 44 DAY BAYER

8102089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102089 NON-EXPEDITED N OT US-BAYER-2011-074135 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT  BAYER
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8102090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102090 NON-EXPEDITED N OT US-BAYER-2011-073417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8102091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102091 NON-EXPEDITED N OT US-BAYER-2011-075543 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S  BAYER

8102100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102100 NON-EXPEDITED Y OT US-BAYER-2011-074078 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 287 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8102101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102101 NON-EXPEDITED N OT US-BAYER-2011-073457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8102124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102124 NON-EXPEDITED N US-TEVA-297500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8102163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102163 NON-EXPEDITED N US-TEVA-297486USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS ZOLOFT C 75 Milligram;  
MENSTRUATION IRREGULAR  

8102185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102185 NON-EXPEDITED N US-TEVA-297480USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8102267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102267 NON-EXPEDITED N US-TEVA-297469USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8102329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102329 NON-EXPEDITED N US-BAYER-2011-074202 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  

8102333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102333 NON-EXPEDITED N US-BAYER-2011-075975 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MUSCLE SPASMS  
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8102335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102335 NON-EXPEDITED N OT US-BAYER-2011-074116 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8102353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102353 NON-EXPEDITED N US-TEVA-297471USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8102481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102481 NON-EXPEDITED N US-TEVA-297498USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  
VOMITING  

8102488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102488 EXPEDITED (15-DAY) Y HO,LT,OT US-
WATSON-2011-12441

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS LEVONORGESTREL S ORAL UNK  WATSON
NAUSEA  
VOMITING  
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8102664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102664 NON-EXPEDITED N US-TEVA-297495USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8102722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102722 NON-EXPEDITED N US-TEVA-297483USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8102746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8102746 NON-EXPEDITED N US-TEVA-297481USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8744003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2011 8744003 DIRECT N LT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE SEASONIQUE S ORAL NORMAL 3 MONTH

PACK 1 A DAY
10 MTH

ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  
HALLUCINATION, AUDITORY  
HORMONE LEVEL ABNORMAL  
INSOMNIA  
SUICIDE ATTEMPT  

7411013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7411013 EXPEDITED (15-DAY) N OT BR-
BAYER-201015104LA

42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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7411013
Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
182 DAY BAYER

ACNE MIRENA S  BAYER
LABYRINTHITIS MIRENA S  BAYER
HEAD DISCOMFORT CLONAZEPAM C ORAL 3 DROPS A DAY  
MUSCLE TIGHTNESS AMITRIL C ORAL 1/2 TABLET A DAY  
ABDOMINAL PAIN UPPER  
AFFECT LABILITY  
ANAEMIA  
ANOGENITAL WARTS  
ANXIETY  
BACK PAIN  
BLINDNESS  
BONE DISORDER  
BREAST PAIN  
COLITIS EROSIVE  
CRYING  
DEPRESSION  
FEAR  
FEELING ABNORMAL  
GASTRIC POLYPS  
GASTRITIS  
GASTROOESOPHAGEAL REFLUX DISEASE  
HAIR COLOUR CHANGES  
HYPOMENORRHOEA  
ILEITIS  
IRRITABLE BOWEL SYNDROME  
LIBIDO DECREASED  
MOOD ALTERED  
NERVOUSNESS  
OESOPHAGITIS  
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7411013
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY  
PANIC DISORDER  
PEAU D'ORANGE  
PREMENSTRUAL SYNDROME  
RASH  
SEBORRHOEA  
SKIN PAPILLOMA  
SKIN WRINKLING  
STRESS  
SUICIDAL IDEATION  
SUPERFICIAL VEIN PROMINENCE  
TACHYCARDIA  
VARICOSE VEIN  

7836650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7836650 NON-EXPEDITED Y US-BAYER-2011-016013 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
OVARIAN CYST RUPTURED  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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7852936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7852936 NON-EXPEDITED Y OT US-BAYER-2011-019094 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 137 DAY BAYER
GENITAL HAEMORRHAGE PROAIR HFA C UNK  
PAIN PROPRANOLOL C ORAL 20 mg, UNK  
ABDOMINAL DISTENSION SUMATRIPTAN SUCCINATE C ORAL 100 mg, UNK  
PELVIC PAIN LOESTRIN 1.5/30 21 DAY C UNK  
ABDOMINAL PAIN  
AMENORRHOEA  
DEVICE DISLOCATION  
PROCEDURAL PAIN  
PUBIC PAIN  
SUPPRESSED LACTATION  

7879383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7879383 NON-EXPEDITED N OT US-BAYER-2011-024853 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
OVARIAN CYST  

7899029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7899029 NON-EXPEDITED N US-BAYER-2011-016483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,233 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7979978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 7979978 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-045429 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE  BAYER
FATIGUE  
MENORRHAGIA  

8012233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8012233 NON-EXPEDITED Y HO US-BAYER-2011-051012 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 442 DAY BAYER

ABDOMINAL PAIN  
Haemorrhage in pregnancy  

8017074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8017074 NON-EXPEDITED Y US-
BAYER-201020835NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
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8036532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8036532 EXPEDITED (15-DAY) N HO,LT,OT CA-BAYER-2011-058911 33 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg, CONT 32 DAY BAYER
ACNE MIRENA S  BAYER
ANXIETY MIRENA S  BAYER
DEPRESSED MOOD  
DYSMENORRHOEA  
INSOMNIA  
MALAISE  
MENORRHAGIA  
MOOD ALTERED  
NAUSEA  
NERVOUSNESS  
PALPITATIONS  
PRURITUS  
RESTLESSNESS  
TREMOR  
VOMITING  
WEIGHT INCREASED  

8046038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8046038 EXPEDITED (15-DAY) N OT US-BAYER-2011-062600 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8079746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8079746 NON-EXPEDITED N OT US-BAYER-2011-069388 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
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8087000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8087000 NON-EXPEDITED N OT US-BAYER-2011-070154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 61 DAY BAYER

8098403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8098403 NON-EXPEDITED N US-TEVA-297016USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL ODOUR  

8103031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103031 NON-EXPEDITED N US-TEVA-297505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103057 NON-EXPEDITED N US-TEVA-297509USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103063 NON-EXPEDITED Y US-
BAYER-201020113NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 6 DAY BAYER

Page: 7,236 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103064 NON-EXPEDITED N US-
BAYER-201024667NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8103065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103065 NON-EXPEDITED Y US-
BAYER-201018447NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 9 DAY BAYER

8103066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103066 NON-EXPEDITED Y US-
BAYER-201020575NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 108 DAY BAYER

8103067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103067 NON-EXPEDITED Y US-
BAYER-201027687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

8103068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103068 NON-EXPEDITED Y US-
BAYER-201021819NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
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8103069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103069 NON-EXPEDITED Y US-
BAYER-201034156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 11 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8103070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103070 NON-EXPEDITED N US-
BAYER-201018357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8103071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103071 NON-EXPEDITED N US-BAYER-2010-006018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

8103090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103090 NON-EXPEDITED Y US-BAYER-2011-007174 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8103091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103091 NON-EXPEDITED N US-BAYER-2011-011328 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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8103092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103092 NON-EXPEDITED N US-BAYER-2011-011110 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

8103093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103093 NON-EXPEDITED N US-BAYER-2011-007210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103094 NON-EXPEDITED Y US-BAYER-2011-014907 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
NAUSEA  

8103096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103096 NON-EXPEDITED Y US-BAYER-2011-014024 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103097 NON-EXPEDITED N US-BAYER-2011-000547 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8103098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103098 NON-EXPEDITED N US-BAYER-2011-011374 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8103099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103099 NON-EXPEDITED N US-BAYER-2011-002102 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8103100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103100 NON-EXPEDITED N US-BAYER-2011-011364 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103101 NON-EXPEDITED N US-BAYER-2010-008817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8103102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103102 NON-EXPEDITED N US-BAYER-2011-011404 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER

LAMICTAL C  

8103103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103103 NON-EXPEDITED N US-BAYER-2011-014997 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 438 DAY BAYER
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Detailed Report
8103104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103104 NON-EXPEDITED N US-BAYER-2011-010916 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103105 NON-EXPEDITED Y US-BAYER-2011-001401 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
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8103106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103106 NON-EXPEDITED Y US-BAYER-2010-009072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
CHEST DISCOMFORT  
CRYING  
DECREASED APPETITE  
DIARRHOEA  
DYSPNOEA  
EMOTIONAL DISTRESS  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
IRRITABILITY  
MENTAL DISORDER  
MOOD SWINGS  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
VOMITING  
WEIGHT DECREASED  

8103150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103150 NON-EXPEDITED N US-BAYER-2011-030069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8103151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103151 NON-EXPEDITED Y US-BAYER-2011-038265 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8103152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103152 NON-EXPEDITED N US-BAYER-2011-025294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8103153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103153 NON-EXPEDITED Y US-BAYER-2011-019374 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8103154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103154 NON-EXPEDITED Y US-BAYER-2011-014781 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S  BAYER

8103155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103155 NON-EXPEDITED N US-BAYER-2011-034966 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER
PELVIC PAIN  
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Detailed Report
8103156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103156 NON-EXPEDITED N US-BAYER-2011-044022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103157 NON-EXPEDITED N US-BAYER-2011-029629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8103158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103158 NON-EXPEDITED Y US-BAYER-2011-014883 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 16 DAY BAYER

8103159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103159 NON-EXPEDITED N US-BAYER-2011-045794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103160 NON-EXPEDITED N US-BAYER-2011-040872 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8103161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103161 NON-EXPEDITED Y US-BAYER-2011-019332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8103162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103162 NON-EXPEDITED N US-BAYER-2011-025265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103163 NON-EXPEDITED Y US-BAYER-2011-022444 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8103164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103164 NON-EXPEDITED N US-BAYER-2011-022010 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8103165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103165 NON-EXPEDITED Y US-BAYER-2011-014782 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER

8103172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103172 NON-EXPEDITED Y US-BAYER-2011-021297 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER
GENITAL INJURY  

8103173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103173 NON-EXPEDITED N US-BAYER-2011-022464 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8103174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103174 NON-EXPEDITED Y US-BAYER-2011-014826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103175 NON-EXPEDITED N US-BAYER-2011-029741 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD SWINGS  

8103176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103176 NON-EXPEDITED Y US-BAYER-2011-023474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8103177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103177 NON-EXPEDITED N US-BAYER-2011-025259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHILLS  
MALAISE  
MUSCLE SPASMS  

8103178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103178 NON-EXPEDITED N US-BAYER-2011-036779 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,246 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103179 NON-EXPEDITED N US-BAYER-2011-015266 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 57 DAY BAYER

8103180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103180 NON-EXPEDITED N US-BAYER-2011-016848 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPERPHAGIA  
MENSTRUATION IRREGULAR  

8103181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103181 NON-EXPEDITED Y US-BAYER-2011-025276 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION  

8103182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103182 NON-EXPEDITED N US-BAYER-2011-022915 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8103190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103190 NON-EXPEDITED N US-BAYER-2011-048415 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
DYSPEPSIA  
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Detailed Report
8103191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103191 NON-EXPEDITED N US-BAYER-2011-046725 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8103192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103192 NON-EXPEDITED Y US-BAYER-2011-047317 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 18 DAY BAYER

8103193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103193 NON-EXPEDITED Y US-BAYER-2011-050244 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8103194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103194 NON-EXPEDITED N US-BAYER-2011-048458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 756 DAY BAYER

8103195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103195 NON-EXPEDITED Y US-BAYER-2011-048403 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8103196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103196 NON-EXPEDITED Y US-BAYER-2011-048265 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
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Detailed Report
8103197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103197 NON-EXPEDITED N US-BAYER-2011-048619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  

8103198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103198 NON-EXPEDITED Y US-BAYER-2011-048751 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT MISOPROSTOL C 400 mg, ONCE  
HYPERHIDROSIS  
PROCEDURAL HYPOTENSION  

8103206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103206 NON-EXPEDITED N US-TEVA-297514USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMIN D C  

8103240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103240 NON-EXPEDITED N US-TEVA-297558USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103267 NON-EXPEDITED N US-TEVA-297508USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8103288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103288 NON-EXPEDITED N US-
BAYER-201021131NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 63 DAY BAYER

8103289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103289 NON-EXPEDITED Y US-
BAYER-201019938NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 5 DAY BAYER

8103302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103302 NON-EXPEDITED Y US-
BAYER-201024886NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8103303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103303 NON-EXPEDITED Y US-
BAYER-201032049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 106 DAY BAYER

8103304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103304 NON-EXPEDITED N US-
BAYER-201040857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8103305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103305 NON-EXPEDITED N US-
BAYER-201037680NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8103306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103306 NON-EXPEDITED Y US-
BAYER-201040448NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8103307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103307 NON-EXPEDITED Y US-
BAYER-201037515NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 6 DAY BAYER

8103309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103309 NON-EXPEDITED N US-
BAYER-201040399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S UNK  BAYER
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Detailed Report
8103310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103310 NON-EXPEDITED Y US-BAYER-2010-005418 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE UNK 42 DAY BAYER
ABDOMINAL DISTENSION  
ALOPECIA  
CHANGE OF BOWEL HABIT  
HYPOAESTHESIA  
MIGRAINE  
WEIGHT INCREASED  

8103311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103311 NON-EXPEDITED Y US-BAYER-2010-007141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 391 DAY BAYER
PENILE PAIN  

8103312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103312 NON-EXPEDITED Y US-
BAYER-201037429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK  BAYER

8103313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103313 NON-EXPEDITED N US-
BAYER-201037575NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

Page: 7,252 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103314 NON-EXPEDITED Y US-
BAYER-201041227NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE INSERTION  

8103315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103315 NON-EXPEDITED N US-BAYER-2010-008453 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103316 NON-EXPEDITED Y US-
BAYER-201037451NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 12 DAY BAYER

8103317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103317 NON-EXPEDITED Y US-BAYER-2010-008594 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, QD  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, QD  BAYER
POST PROCEDURAL HAEMORRHAGE  

8103327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103327 NON-EXPEDITED N US-BAYER-2011-052739 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8103328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103328 NON-EXPEDITED Y OT US-BAYER-2011-074432 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT  BAYER
AMENORRHOEA  

8103329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103329 NON-EXPEDITED Y OT US-BAYER-2011-073469 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
VAGINAL HAEMORRHAGE  

8103330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103330 NON-EXPEDITED N US-BAYER-2011-075981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 49 DAY BAYER

8103331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103331 NON-EXPEDITED Y OT US-BAYER-2011-074148 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103332 NON-EXPEDITED N OT US-BAYER-2011-073886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
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Detailed Report
8103333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103333 NON-EXPEDITED Y OT US-BAYER-2011-073426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  

8103334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103334 NON-EXPEDITED Y US-BAYER-2011-070167 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8103335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103335 NON-EXPEDITED N US-BAYER-2011-069835 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8103336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103336 NON-EXPEDITED N US-BAYER-2011-073803 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

8103337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103337 NON-EXPEDITED N OT US-BAYER-2011-074095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
PAIN  
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Detailed Report
8103338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103338 NON-EXPEDITED Y US-BAYER-2011-048184 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8103340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103340 NON-EXPEDITED N US-BAYER-2011-072535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103341 NON-EXPEDITED N US-BAYER-2011-071559 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 397 DAY BAYER

8103342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103342 NON-EXPEDITED N OT US-BAYER-2011-073813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
BACK PAIN  
PYREXIA  

8103343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103343 NON-EXPEDITED N US-BAYER-2011-048077 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 352 DAY BAYER
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Detailed Report
8103344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103344 NON-EXPEDITED N OT US-BAYER-2011-073743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103345 NON-EXPEDITED Y US-BAYER-2011-069662 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 62 DAY BAYER

8103346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103346 NON-EXPEDITED Y US-BAYER-2011-048076 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER

8103347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103347 NON-EXPEDITED Y US-BAYER-2010-008780 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION SIMVASTATIN C  

8103367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103367 NON-EXPEDITED N US-BAYER-2011-075971 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8103368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103368 NON-EXPEDITED Y US-BAYER-2011-075987 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 711 DAY BAYER
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Detailed Report
8103369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103369 NON-EXPEDITED N US-BAYER-2011-060967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103370 NON-EXPEDITED N OT US-BAYER-2011-075745 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 554 DAY BAYER
DEVICE EXPULSION  

8103371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103371 NON-EXPEDITED N US-BAYER-2011-056655 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPEPSIA  
HEADACHE  
NAUSEA  

8103372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103372 NON-EXPEDITED N US-BAYER-2010-008639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
SWELLING  

8103373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103373 NON-EXPEDITED N US-BAYER-2011-059363 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
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Detailed Report
8103374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103374 NON-EXPEDITED N OT US-BAYER-2011-053974 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103375 NON-EXPEDITED N US-BAYER-2011-056636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103376 NON-EXPEDITED N US-BAYER-2011-075968 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8103377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103377 NON-EXPEDITED N US-BAYER-2011-060931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103378 NON-EXPEDITED Y US-BAYER-2011-059245 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103379 NON-EXPEDITED Y US-BAYER-2011-061791 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK, CONT 41 DAY BAYER
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Detailed Report
8103380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103380 NON-EXPEDITED Y US-BAYER-2011-059607 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8103381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103381 NON-EXPEDITED N US-BAYER-2011-061635 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER

8103382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103382 NON-EXPEDITED N US-BAYER-2011-061902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103402 NON-EXPEDITED N US-BAYER-2011-058115 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 239 DAY BAYER

8103403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103403 NON-EXPEDITED N US-BAYER-2011-056395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103404 NON-EXPEDITED Y OT NO-BAYER-2011-073638 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8103405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103405 NON-EXPEDITED N US-BAYER-2011-067442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8103406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103406 NON-EXPEDITED Y US-BAYER-2011-057697 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8103407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103407 NON-EXPEDITED Y US-BAYER-2011-055493 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 236 DAY BAYER
PELVIC PAIN  

8103408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103408 NON-EXPEDITED Y US-BAYER-2011-056139 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8103409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103409 NON-EXPEDITED N US-BAYER-2011-056838 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103410 NON-EXPEDITED N US-BAYER-2011-055953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD THYROID STIMULATING HORMONE
INCREASED

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8103411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103411 NON-EXPEDITED N US-BAYER-2011-062398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103521 NON-EXPEDITED N US-TEVA-297511USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C  

8103535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103535 NON-EXPEDITED N US-TEVA-297684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103618 NON-EXPEDITED N US-TEVA-297577USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LUTERA C ORAL  

8103639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103639 NON-EXPEDITED N US-BAYER-2011-000154 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MENOMETRORRHAGIA  
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Detailed Report
8103640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103640 NON-EXPEDITED N US-BAYER-2010-008339 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER

8103641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103641 NON-EXPEDITED N US-BAYER-2010-008980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8103642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103642 NON-EXPEDITED N US-BAYER-2010-008170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

8103643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103643 NON-EXPEDITED N US-BAYER-2011-002087 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 283 DAY BAYER

8103644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103644 NON-EXPEDITED Y US-BAYER-2011-001102 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

Page: 7,263 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103647 NON-EXPEDITED Y US-BAYER-2011-010070 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

8103648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103648 NON-EXPEDITED Y US-BAYER-2011-006453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER
DEVICE EXPULSION  

8103649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103649 NON-EXPEDITED N US-BAYER-2011-002474 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8103650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103650 NON-EXPEDITED N US-BAYER-2011-005828 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8103651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103651 NON-EXPEDITED N US-BAYER-2011-018305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8103652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103652 NON-EXPEDITED Y US-BAYER-2011-016214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 26 DAY BAYER
VAGINAL HAEMORRHAGE  

8103653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103653 NON-EXPEDITED N US-BAYER-2011-016403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 2 DAY BAYER

8103655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103655 NON-EXPEDITED N US-BAYER-2011-015840 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8103656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103656 NON-EXPEDITED Y US-BAYER-2011-016034 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 319 DAY BAYER

8103657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103657 NON-EXPEDITED N US-BAYER-2011-015392 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103658 NON-EXPEDITED Y US-BAYER-2011-015457 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 481 DAY BAYER
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Detailed Report
8103659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103659 NON-EXPEDITED N US-BAYER-2011-016409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 14 DAY BAYER

8103660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103660 NON-EXPEDITED N US-BAYER-2011-012088 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE DISLOCATION  

8103661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103661 NON-EXPEDITED N US-BAYER-2011-016888 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 40 DAY BAYER

8103662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103662 NON-EXPEDITED N US-BAYER-2011-016394 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 974 DAY BAYER

8103663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103663 NON-EXPEDITED Y US-BAYER-2011-015978 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
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Detailed Report
8103684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103684 NON-EXPEDITED N US-TEVA-297565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8103686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103686 NON-EXPEDITED N US-BAYER-2011-021801 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg, QD  BAYER
AMENORRHOEA  

8103687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103687 NON-EXPEDITED Y US-BAYER-2011-016005 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 145 DAY BAYER

MIRENA S  BAYER

8103688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103688 NON-EXPEDITED Y US-BAYER-2011-015980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 235 DAY BAYER

8103689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103689 NON-EXPEDITED N US-BAYER-2011-018840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg, QD  BAYER
DYSPAREUNIA  
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Detailed Report
8103690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103690 NON-EXPEDITED N US-BAYER-2011-022025 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 158 DAY BAYER

8103691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103691 NON-EXPEDITED N US-BAYER-2011-015979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8103692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103692 NON-EXPEDITED N US-BAYER-2011-016004 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8103693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103693 NON-EXPEDITED Y US-BAYER-2011-022800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8103694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103694 NON-EXPEDITED Y US-BAYER-2011-021800 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 µg, CONT  BAYER

8103695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103695 NON-EXPEDITED N US-BAYER-2011-022834 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
8103697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103697 NON-EXPEDITED Y US-BAYER-2011-021301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 2 DAY BAYER

8103698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103698 NON-EXPEDITED Y US-BAYER-2011-016076 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8103727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103727 NON-EXPEDITED N US-BAYER-2011-054283 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8103728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103728 NON-EXPEDITED Y US-BAYER-2011-054496 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8103729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103729 NON-EXPEDITED N US-BAYER-2011-054822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8103730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103730 NON-EXPEDITED Y US-BAYER-2011-054267 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8103731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103731 NON-EXPEDITED Y US-BAYER-2011-054059 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8103732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103732 NON-EXPEDITED Y US-BAYER-2011-058601 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103733 NON-EXPEDITED N US-BAYER-2011-062390 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103734 NON-EXPEDITED N US-BAYER-2011-053948 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
METRORRHAGIA  

8103735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103735 NON-EXPEDITED N US-BAYER-2011-054007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8103736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103736 NON-EXPEDITED N US-BAYER-2011-053952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER

8103737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103737 NON-EXPEDITED N US-BAYER-2011-055243 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103738 NON-EXPEDITED Y US-BAYER-2011-053973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103740 NON-EXPEDITED N US-BAYER-2011-054825 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8103757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103757 NON-EXPEDITED N US-TEVA-297714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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8103842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103842 NON-EXPEDITED N US-TEVA-297597USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8103843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103843 NON-EXPEDITED N US-TEVA-297596USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103847 NON-EXPEDITED N OT US-BAYER-2011-076094 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8103848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103848 NON-EXPEDITED N OT US-BAYER-2011-074262 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL DYSPLASIA  

8103849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103849 NON-EXPEDITED N OT US-BAYER-2011-075637 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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8103851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103851 NON-EXPEDITED N US-BAYER-2011-075658 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8103853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103853 NON-EXPEDITED N OT US-BAYER-2011-074232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GASTRIC DISORDER  
GENITAL HAEMORRHAGE  

8103854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103854 NON-EXPEDITED N OT US-BAYER-2011-073557 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8103855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103855 NON-EXPEDITED N OT US-BAYER-2011-074267 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8103856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103856 NON-EXPEDITED N US-BAYER-2011-075715 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8103863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103863 NON-EXPEDITED N US-TEVA-297595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8103903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103903 NON-EXPEDITED N US-
BAYER-201021705NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8103904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103904 NON-EXPEDITED Y US-BAYER-2010-006015 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8103905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103905 NON-EXPEDITED N US-
BAYER-201021728NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8103906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103906 NON-EXPEDITED N US-
BAYER-201040254NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8103907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103907 NON-EXPEDITED Y US-
BAYER-201028442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER
DEVICE DISLOCATION  

8103908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103908 NON-EXPEDITED N US-
BAYER-201037130NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 140 DAY BAYER

8103909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103909 NON-EXPEDITED Y US-
BAYER-201037381NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,275 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103910 NON-EXPEDITED N US-
BAYER-201037279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST ENLARGEMENT  
BREAST PAIN  
METRORRHAGIA  

8103911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103911 NON-EXPEDITED N US-
BAYER-201020981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8103958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103958 NON-EXPEDITED Y US-BAYER-2010-009028 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DIZZINESS  
MENSTRUAL DISORDER  
NAUSEA  

8103959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103959 NON-EXPEDITED N US-BAYER-2011-002222 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8103960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103960 NON-EXPEDITED Y US-BAYER-2011-005167 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK 1095 DAY BAYER
ALOPECIA  
AMENORRHOEA  
HOT FLUSH  

8103961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103961 EXPEDITED (15-DAY) N OT US-BAYER-2011-033099 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
PRURITUS GENERALISED MIRENA S  BAYER
DERMATITIS ALLERGIC  
PAIN  
RASH  

8103962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103962 NON-EXPEDITED N US-BAYER-2011-003265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
ALOPECIA  

8103963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103963 NON-EXPEDITED Y US-BAYER-2011-008716 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

Page: 7,277 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8103964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103964 NON-EXPEDITED N US-BAYER-2011-007217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

8103965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103965 NON-EXPEDITED N US-BAYER-2011-016430 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 269 DAY BAYER

8103966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103966 NON-EXPEDITED Y US-BAYER-2011-016761 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8103967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103967 NON-EXPEDITED Y US-BAYER-2011-016854 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8103968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103968 NON-EXPEDITED Y US-BAYER-2011-016510 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8103969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103969 NON-EXPEDITED N US-BAYER-2011-018204 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 323 DAY BAYER
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Detailed Report
8103970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103970 NON-EXPEDITED N US-BAYER-2011-016810 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8103971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103971 NON-EXPEDITED Y US-BAYER-2011-016560 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER

8103972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103972 NON-EXPEDITED N US-BAYER-2011-017884 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 621 DAY BAYER

8103973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103973 NON-EXPEDITED N US-BAYER-2011-016452 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 606 DAY BAYER

8103974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103974 NON-EXPEDITED N US-BAYER-2011-016364 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 197 DAY BAYER

MIRENA S  BAYER

8103975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103975 NON-EXPEDITED Y US-BAYER-2011-037304 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 427 DAY BAYER
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Detailed Report
8103976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103976 NON-EXPEDITED N US-BAYER-2011-016478 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER
VULVOVAGINAL DISCOMFORT  

8103977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103977 NON-EXPEDITED N US-BAYER-2011-016805 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8103983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103983 NON-EXPEDITED Y US-BAYER-2011-025425 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 176 DAY BAYER

8103984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103984 NON-EXPEDITED N US-BAYER-2011-036927 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103985 NON-EXPEDITED N US-BAYER-2011-017101 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103986 NON-EXPEDITED Y US-BAYER-2011-024824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 87 DAY BAYER
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Detailed Report
8103987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103987 NON-EXPEDITED Y US-BAYER-2011-025431 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK UNK, CONT 254 DAY BAYER

8103988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103988 NON-EXPEDITED N US-BAYER-2011-019058 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
DEVICE BREAKAGE  

8103989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103989 NON-EXPEDITED Y US-BAYER-2011-016869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8103991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103991 NON-EXPEDITED Y US-BAYER-2011-017113 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MENORRHAGIA  
PAIN  

8103992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103992 NON-EXPEDITED N US-BAYER-2011-025676 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 64 DAY BAYER

MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8103993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103993 NON-EXPEDITED Y US-BAYER-2011-037569 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 362 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8103994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103994 NON-EXPEDITED Y US-BAYER-2011-023699 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 26 DAY BAYER

8103995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103995 NON-EXPEDITED Y US-BAYER-2011-037631 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 262 DAY BAYER

8103996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103996 NON-EXPEDITED N US-BAYER-2011-025486 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK 11 DAY BAYER

8103997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103997 NON-EXPEDITED N US-BAYER-2011-036653 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
8103998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8103998 NON-EXPEDITED N US-BAYER-2011-025489 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 34 DAY BAYER

MIRENA S  BAYER

8104026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104026 NON-EXPEDITED N US-TEVA-297592USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8104029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104029 NON-EXPEDITED N US-TEVA-297586USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8104042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104042 NON-EXPEDITED N US-BAYER-2011-047957 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK 232 DAY BAYER

8104043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104043 NON-EXPEDITED Y US-BAYER-2011-030664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
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Detailed Report
8104044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104044 NON-EXPEDITED N US-BAYER-2011-048009 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104045 NON-EXPEDITED N US-BAYER-2011-048072 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 78 DAY BAYER
MENORRHAGIA  

8104046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104046 NON-EXPEDITED Y US-BAYER-2011-029089 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION  

8104047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104047 NON-EXPEDITED Y US-BAYER-2011-039415 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8104048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104048 NON-EXPEDITED Y US-BAYER-2011-038673 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8104049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104049 NON-EXPEDITED N US-BAYER-2011-026663 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8104050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104050 NON-EXPEDITED N US-BAYER-2011-040521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104051 NON-EXPEDITED Y US-BAYER-2011-040232 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104085 NON-EXPEDITED N US-TEVA-297593USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8104087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104087 NON-EXPEDITED N US-BAYER-2011-048267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8104088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104088 NON-EXPEDITED Y US-BAYER-2011-049683 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANAEMIA  

8104089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104089 NON-EXPEDITED Y OT US-BAYER-2011-048922 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8104090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104090 NON-EXPEDITED N US-BAYER-2011-048665 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8104091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104091 NON-EXPEDITED N US-BAYER-2011-050041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/QD  BAYER

8104092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104092 NON-EXPEDITED N US-BAYER-2011-026645 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104093 NON-EXPEDITED N US-BAYER-2011-049250 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER
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Detailed Report
8104094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104094 NON-EXPEDITED N US-BAYER-2011-049597 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104095 NON-EXPEDITED N US-BAYER-2011-049779 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8104096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104096 NON-EXPEDITED N US-BAYER-2011-049577 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER

8104097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104097 NON-EXPEDITED N US-BAYER-2011-048855 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S 20 mcg/QD  BAYER

8104098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104098 NON-EXPEDITED N US-BAYER-2011-049872 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/QD  BAYER

8104099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104099 NON-EXPEDITED N US-BAYER-2011-049318 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
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Detailed Report
8104100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104100 NON-EXPEDITED N US-BAYER-2011-048853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL PAIN  

8104101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104101 NON-EXPEDITED Y US-BAYER-2011-051816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 196 DAY BAYER

8104102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104102 NON-EXPEDITED Y US-BAYER-2011-050015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8104103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104103 NON-EXPEDITED N US-BAYER-2011-049269 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8104105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104105 NON-EXPEDITED N US-BAYER-2011-048758 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE One unit  BAYER

8104106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104106 NON-EXPEDITED N US-BAYER-2011-048881 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER

Page: 7,288 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8104107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104107 NON-EXPEDITED Y US-BAYER-2011-048875 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 181 DAY BAYER

MIRENA S  BAYER

8104108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104108 NON-EXPEDITED Y US-BAYER-2011-050006 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8104109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104109 NON-EXPEDITED Y US-BAYER-2011-049644 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INSOMNIA  
SKIN WARM  

8104110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104110 NON-EXPEDITED Y US-BAYER-2011-049699 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104114 NON-EXPEDITED N US-BAYER-2011-049971 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
SWELLING FACE  
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Detailed Report
8104115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104115 NON-EXPEDITED Y US-BAYER-2011-048400 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8104116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104116 NON-EXPEDITED Y US-BAYER-2011-048950 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8104121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104121 NON-EXPEDITED N US-BAYER-2011-051121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104123 NON-EXPEDITED N US-BAYER-2011-052534 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ASCORBIC ACID\CALCIUM
PANTOTHENATE
\CYANOCOBALAMIN
\ERGOCALCIFEROL\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C UNK  

8104125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104125 NON-EXPEDITED N US-BAYER-2011-050408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8104126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104126 NON-EXPEDITED N US-BAYER-2011-050233 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8104127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104127 NON-EXPEDITED Y US-BAYER-2011-050925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104128 NON-EXPEDITED N US-BAYER-2011-051558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S 20 mcg/24hr, UNK  BAYER

8104129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104129 EXPEDITED (15-DAY) N OT US-BAYER-2011-073568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HABITUAL ABORTION MIRENA S INTRAUTERINE  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8104131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104131 NON-EXPEDITED N US-BAYER-2011-050559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMOXICILLIN C  
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Detailed Report
8104132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104132 EXPEDITED (15-DAY) N OT US-BAYER-2011-074153 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  

8104133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104133 NON-EXPEDITED N US-BAYER-2011-051749 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 175 DAY BAYER

8104134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104134 NON-EXPEDITED N US-BAYER-2011-060734 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8104135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104135 NON-EXPEDITED N US-BAYER-2011-060324 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8104136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104136 NON-EXPEDITED N US-BAYER-2011-051259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S 20 mcg/day  BAYER
MENSTRUATION IRREGULAR  

8104137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104137 NON-EXPEDITED Y US-BAYER-2011-060535 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 170 DAY BAYER
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Detailed Report
8104138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104138 NON-EXPEDITED N US-BAYER-2011-071546 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8104144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104144 NON-EXPEDITED N HO,OT US-BAYER-2011-074248 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8104145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104145 NON-EXPEDITED N OT US-BAYER-2011-074285 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8104153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104153 NON-EXPEDITED N US-BAYER-2011-054043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104156 NON-EXPEDITED Y US-BAYER-2011-053851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104158 NON-EXPEDITED N US-BAYER-2011-053976 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER
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Detailed Report
8104160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104160 NON-EXPEDITED Y US-BAYER-2011-052710 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 165 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104161 NON-EXPEDITED Y US-BAYER-2011-053826 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8104162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104162 NON-EXPEDITED Y US-BAYER-2011-051769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S 20 mcg/QD  BAYER

8104163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104163 NON-EXPEDITED Y US-BAYER-2011-053984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
UTERINE CERVICAL PAIN  

8104164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104164 NON-EXPEDITED Y US-BAYER-2011-052261 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/QD 1 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8104165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104165 NON-EXPEDITED Y US-BAYER-2011-052593 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8104166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104166 NON-EXPEDITED N US-BAYER-2011-053988 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104183 NON-EXPEDITED N US-TEVA-297575USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN SINGULAIR C ORAL 10 Milligram;  

8104227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104227 NON-EXPEDITED N US-TEVA-297569USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8104252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104252 NON-EXPEDITED N US-TEVA-297745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
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8104486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104486 NON-EXPEDITED N US-
BAYER-201017588NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VAGINAL ODOUR  

8104522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104522 NON-EXPEDITED Y US-BAYER-2011-008457 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104523 NON-EXPEDITED N US-BAYER-2011-008429 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8104525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104525 NON-EXPEDITED N US-BAYER-2011-027758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  

8104527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104527 NON-EXPEDITED N US-BAYER-2011-051256 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

Page: 7,296 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8104528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104528 NON-EXPEDITED Y US-BAYER-2011-050412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORGASMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  

8104529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104529 NON-EXPEDITED N US-BAYER-2011-014551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104530 NON-EXPEDITED Y US-BAYER-2011-012541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104531 NON-EXPEDITED N US-BAYER-2011-026804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8104533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104533 NON-EXPEDITED N US-BAYER-2011-051297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8104534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104534 NON-EXPEDITED N US-BAYER-2011-050870 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER
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8104535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104535 NON-EXPEDITED N US-BAYER-2011-050533 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8104539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104539 NON-EXPEDITED N US-BAYER-2011-047559 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER

8104540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104540 NON-EXPEDITED N US-BAYER-2011-050100 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8104541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104541 NON-EXPEDITED N US-BAYER-2011-048948 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104542 NON-EXPEDITED Y US-BAYER-2011-028241 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8104543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104543 NON-EXPEDITED N US-BAYER-2011-012393 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH ERYTHEMATOUS  
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8104699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104699 NON-EXPEDITED N US-BAYER-2011-027262 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8104700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104700 NON-EXPEDITED N US-BAYER-2011-027268 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104701 NON-EXPEDITED Y US-BAYER-2011-056108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104702 NON-EXPEDITED N US-BAYER-2011-049566 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8104703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104703 NON-EXPEDITED Y US-BAYER-2011-054457 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DECREASED APPETITE  
NAUSEA  
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Detailed Report
8104704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104704 NON-EXPEDITED Y US-BAYER-2011-050372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104705 NON-EXPEDITED N US-BAYER-2011-053860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104706 NON-EXPEDITED N US-BAYER-2011-051320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BAYER

8104707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104707 NON-EXPEDITED N US-BAYER-2011-051350 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8104708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104708 NON-EXPEDITED Y US-BAYER-2011-050071 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 132 DAY BAYER

8104709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104709 NON-EXPEDITED N US-BAYER-2011-051383 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8104710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104710 NON-EXPEDITED Y US-BAYER-2011-051774 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8104712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104712 NON-EXPEDITED N US-BAYER-2011-050943 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8104713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104713 NON-EXPEDITED Y US-BAYER-2011-052597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  
PYREXIA  

8104714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104714 NON-EXPEDITED N US-BAYER-2011-048876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104747 NON-EXPEDITED N US-BAYER-2011-056556 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
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Detailed Report
8104748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104748 NON-EXPEDITED Y US-BAYER-2011-055852 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104749 NON-EXPEDITED N US-BAYER-2011-059317 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 437 DAY BAYER

MIRENA S  BAYER

8104750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104750 NON-EXPEDITED N US-BAYER-2011-061778 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8104751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104751 NON-EXPEDITED N US-BAYER-2011-061692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104752 NON-EXPEDITED N US-BAYER-2011-055563 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8104753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104753 NON-EXPEDITED N US-BAYER-2011-056039 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104754 NON-EXPEDITED Y US-BAYER-2011-060737 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8104755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104755 NON-EXPEDITED Y US-BAYER-2011-056964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104758 NON-EXPEDITED N US-BAYER-2011-062405 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

8104759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104759 NON-EXPEDITED N US-BAYER-2011-061729 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 540 DAY BAYER

8104807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104807 NON-EXPEDITED Y US-BAYER-2011-051370 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 201 DAY BAYER

MIRENA S  BAYER

Page: 7,303 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8104808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104808 NON-EXPEDITED Y US-BAYER-2011-027075 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8104809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104809 NON-EXPEDITED Y US-BAYER-2011-010760 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8104810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104810 NON-EXPEDITED N US-BAYER-2011-054839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104811 NON-EXPEDITED N US-BAYER-2011-051887 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER
MENORRHAGIA  

8104812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104812 NON-EXPEDITED Y US-BAYER-2011-051305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 8 DAY BAYER

8104813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104813 NON-EXPEDITED N US-BAYER-2011-054045 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8104814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104814 NON-EXPEDITED N US-BAYER-2011-035988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104873 NON-EXPEDITED N US-BAYER-2011-050586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8104874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104874 NON-EXPEDITED N US-BAYER-2011-053052 63 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mg, UNK 15 DAY BAYER
DEVICE EXPULSION  

8104875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104875 NON-EXPEDITED N US-BAYER-2011-000585 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8104876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104876 NON-EXPEDITED Y US-BAYER-2011-058798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8104877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104877 NON-EXPEDITED N US-BAYER-2011-063948 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8104878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104878 NON-EXPEDITED Y US-BAYER-2011-036811 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8104879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104879 NON-EXPEDITED N US-BAYER-2011-048866 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S  BAYER

8104880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104880 NON-EXPEDITED N US-BAYER-2011-051144 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8104881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104881 NON-EXPEDITED Y US-BAYER-2011-051264 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8104882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104882 NON-EXPEDITED Y US-BAYER-2011-054938 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8104912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104912 EXPEDITED (15-DAY) Y LT US-
WATSON-2011-12741

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA LEVONORGESTREL S ORAL UNK  WATSON
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Detailed Report
8104913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104913 EXPEDITED (15-DAY) Y LT US-
WATSON-2011-12740

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR LEVONORGESTREL S ORAL UNK  WATSON

8104915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104915 EXPEDITED (15-DAY) N DE,HO,DS,LT US-
WATSON-2011-12762

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING LEVONORGESTREL S ORAL UNK  WATSON

8104916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104916 EXPEDITED (15-DAY) Y HO,LT US-
WATSON-2011-12737

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE LEVONORGESTREL S ORAL UNK  WATSON
ABDOMINAL PAIN  
HEADACHE  

8104917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8104917 EXPEDITED (15-DAY) Y DE,HO,DS,LT US-
WATSON-2011-12725

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LEVONORGESTREL S ORAL UNK  WATSON

8744125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2011 8744125 DIRECT N LT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION LOSEASONIQUE S ORAL 1 DAILY EVERYDAY  
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8028393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8028393 EXPEDITED (15-DAY) Y CA IL-BAYER-2011-056420 Male ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART DISEASE CONGENITAL MIRENA S TRANSPLACENTAL UNK  BAYER

8033347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8033347 NON-EXPEDITED Y OT US-BAYER-2011-036475 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
UTERINE LEIOMYOMA  
UTERINE MALPOSITION  

8053820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8053820 NON-EXPEDITED N US-TEVA-291903USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8057707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8057707 NON-EXPEDITED N OT US-BAYER-2011-064863 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1223 DAY BAYER
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Detailed Report
8067282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8067282 NON-EXPEDITED N OT US-BAYER-2011-067931 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 61 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST PAIN  
BREAST SWELLING  
DYSPAREUNIA  
HEADACHE  
LIBIDO DECREASED  
RASH  
WEIGHT INCREASED  

8100936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8100936 NON-EXPEDITED N US-TEVA-297395USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8105359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105359 NON-EXPEDITED N US-
BAYER-201038063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8105360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105360 NON-EXPEDITED N US-
BAYER-201036416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 365 DAY BAYER
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Detailed Report
8105361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105361 NON-EXPEDITED N US-
BAYER-201037768NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8105362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105362 NON-EXPEDITED N US-BAYER-2010-006077 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER

8105363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105363 NON-EXPEDITED N US-BAYER-2010-007512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8105364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105364 NON-EXPEDITED Y US-BAYER-2010-005555 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8105365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105365 NON-EXPEDITED N US-
BAYER-201038056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
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Detailed Report
8105366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105366 NON-EXPEDITED N US-BAYER-2010-009136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 85 DAY BAYER
DISCOMFORT  
HYPERSENSITIVITY  

8105367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105367 NON-EXPEDITED N US-BAYER-2010-009252 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8105368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105368 NON-EXPEDITED N US-
BAYER-201038635NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT  BAYER
AGEUSIA  
MIGRAINE  
MOOD SWINGS  
VISUAL IMPAIRMENT  

8105369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105369 NON-EXPEDITED Y US-
BAYER-201019090NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
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Detailed Report
8105370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105370 NON-EXPEDITED N US-BAYER-2010-009260 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF PRESSURE MIRENA S INTRAUTERINE 20 mcg/24hr, QD 92 DAY BAYER
DEVICE EXPULSION  
PAIN  

8105371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105371 NON-EXPEDITED N US-BAYER-2011-037047 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8105372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105372 NON-EXPEDITED N US-BAYER-2011-018277 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 27 DAY BAYER

8105373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105373 NON-EXPEDITED N US-BAYER-2010-009361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE UNK 333 DAY BAYER
WEIGHT INCREASED MIRENA S UNK 333 DAY BAYER
ACNE INTERFERON NOS C  
NO ADVERSE EVENT  
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Detailed Report
8105374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105374 NON-EXPEDITED N US-BAYER-2011-033476 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
GENITAL HAEMORRHAGE  

8105375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105375 NON-EXPEDITED Y US-BAYER-2011-018184 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 596 DAY BAYER

8105376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105376 NON-EXPEDITED N US-BAYER-2011-000483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
ABDOMINAL DISTENSION  
DYSMENORRHOEA  
HYPOMENORRHOEA  
MENORRHAGIA  
MOOD ALTERED  
MUSCLE SPASMS  
WEIGHT INCREASED  

8105377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105377 NON-EXPEDITED N US-BAYER-2011-016042 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,313 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8105378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105378 NON-EXPEDITED N US-BAYER-2010-007354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8105379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105379 NON-EXPEDITED N US-BAYER-2010-008342 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S UNK  BAYER
ABDOMINAL PAIN UPPER  
MENORRHAGIA  
OLIGOMENORRHOEA  

8105380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105380 NON-EXPEDITED Y US-BAYER-2011-017299 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8105381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105381 NON-EXPEDITED N US-BAYER-2011-042484 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK  BAYER
FATIGUE  
MOOD SWINGS  

8105383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105383 NON-EXPEDITED N US-BAYER-2011-051061 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
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Detailed Report
8105384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105384 NON-EXPEDITED Y US-BAYER-2011-018647 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8105385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105385 NON-EXPEDITED Y US-BAYER-2011-043568 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

8105386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105386 NON-EXPEDITED N US-BAYER-2010-008341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S UNK 1095 DAY BAYER

8105387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105387 NON-EXPEDITED Y US-BAYER-2011-017865 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 42 DAY BAYER

8105388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105388 NON-EXPEDITED Y US-BAYER-2011-024536 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 38 DAY BAYER

8105389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105389 NON-EXPEDITED Y US-BAYER-2011-017300 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
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Detailed Report
8105390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105390 NON-EXPEDITED Y US-BAYER-2011-050402 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COUGH  

8105391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105391 NON-EXPEDITED Y US-BAYER-2011-022442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 93 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
MENORRHAGIA  

8105405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105405 NON-EXPEDITED N US-TEVA-297790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8105435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105435 NON-EXPEDITED N US-TEVA-297789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8105446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105446 NON-EXPEDITED N US-BAYER-2011-052317 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8105448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105448 NON-EXPEDITED N OT US-BAYER-2011-052547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8105449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105449 NON-EXPEDITED N US-BAYER-2011-051823 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105450 NON-EXPEDITED Y US-
BAYER-201036467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER
MUSCLE SPASMS  

8105451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105451 NON-EXPEDITED N US-BAYER-2011-018368 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 104 DAY BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8105452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105452 NON-EXPEDITED N US-BAYER-2011-074119 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8105453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105453 NON-EXPEDITED Y US-BAYER-2011-050243 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105455 NON-EXPEDITED Y US-BAYER-2011-051235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8105456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105456 NON-EXPEDITED N US-BAYER-2011-050224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105457 NON-EXPEDITED N US-BAYER-2011-048860 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8105458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105458 NON-EXPEDITED N US-BAYER-2011-051800 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 51 DAY BAYER

8105459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105459 NON-EXPEDITED Y US-BAYER-2011-025286 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 257 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8105460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105460 NON-EXPEDITED N US-
BAYER-201036894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8105461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105461 NON-EXPEDITED N US-BAYER-2011-051808 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK 44 DAY BAYER
DEVICE EXPULSION  

8105462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105462 NON-EXPEDITED N US-BAYER-2011-051308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8105463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105463 NON-EXPEDITED Y US-BAYER-2011-018283 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8105464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105464 NON-EXPEDITED Y US-BAYER-2011-051759 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8105465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105465 NON-EXPEDITED N US-BAYER-2011-055474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8105466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105466 NON-EXPEDITED N US-BAYER-2011-067398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
MIGRAINE  

8105467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105467 NON-EXPEDITED Y US-BAYER-2011-062407 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER

8105468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105468 NON-EXPEDITED Y US-BAYER-2011-065104 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8105482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105482 NON-EXPEDITED N US-TEVA-297787USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8105504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105504 NON-EXPEDITED N US-BAYER-2011-017243 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

MIRENA S  BAYER

8105505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105505 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2011-073792 22 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S  BAYER
DEVICE DISLOCATION  
KIDNEY INFECTION  

8105506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105506 NON-EXPEDITED Y US-BAYER-2011-021329 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

8105507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105507 NON-EXPEDITED N US-BAYER-2011-000484 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 187 DAY BAYER
DYSPAREUNIA  

8105508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105508 NON-EXPEDITED N US-
BAYER-201036861NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,321 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8105509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105509 NON-EXPEDITED N US-BAYER-2011-056640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105510 NON-EXPEDITED Y US-BAYER-2011-018190 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105512 EXPEDITED (15-DAY) Y OT NL-BAYER-2011-072402 29 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE  BAYER
PROCEDURAL PAIN  

8105593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105593 NON-EXPEDITED N US-BAYER-2011-076551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
ASTHENIA  

8105594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105594 NON-EXPEDITED N US-BAYER-2011-076659 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 14 DAY BAYER
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Detailed Report
8105623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105623 NON-EXPEDITED N US-BAYER-2011-043357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8105624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105624 NON-EXPEDITED Y US-BAYER-2011-024597 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC FLUTTER MIRENA S INTRAUTERINE 20 µg, CONT 97 DAY BAYER
CHEST DISCOMFORT MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
DEPRESSION  
EMOTIONAL DISTRESS  
FACIAL PAIN  
FATIGUE  
LOSS OF LIBIDO  
MOOD ALTERED  
SKIN HYPERPIGMENTATION  
WEIGHT INCREASED  

8105626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105626 NON-EXPEDITED N US-BAYER-2011-013219 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8105627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105627 NON-EXPEDITED N US-
BAYER-201037092NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8105628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105628 NON-EXPEDITED Y US-BAYER-2011-018335 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105629 NON-EXPEDITED Y US-
BAYER-201037284NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8105643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105643 NON-EXPEDITED N US-BAYER-2011-026148 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8105645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105645 NON-EXPEDITED N US-BAYER-2011-018451 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
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Detailed Report
8105648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105648 NON-EXPEDITED Y US-
BAYER-201037183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8105651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105651 NON-EXPEDITED N US-BAYER-2011-051180 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8105658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105658 NON-EXPEDITED N US-TEVA-297782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8105674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105674 NON-EXPEDITED Y OT US-BAYER-2011-048944 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8105716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105716 EXPEDITED (15-DAY) N OT US-BAYER-2011-075731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
AFFECT LABILITY  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
PREMENSTRUAL SYNDROME  

8105750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105750 NON-EXPEDITED N US-TEVA-297780USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8105841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105841 NON-EXPEDITED N US-TEVA-297769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8105934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8105934 NON-EXPEDITED N US-TEVA-297748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106035 NON-EXPEDITED N US-TEVA-297784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8106039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106039 NON-EXPEDITED N US-
BAYER-201021875NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  

8106050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106050 NON-EXPEDITED Y US-
BAYER-201038613NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8106051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106051 NON-EXPEDITED Y US-BAYER-
US-2004-027515

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/day, cont 244 DAY BAYER
ABDOMINAL PAIN  

8106062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106062 NON-EXPEDITED N US-TEVA-297783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106078 NON-EXPEDITED N US-TEVA-297749USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  
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Detailed Report
8106119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106119 NON-EXPEDITED N US-TEVA-297700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8106136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106136 NON-EXPEDITED N US-TEVA-297746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106184 NON-EXPEDITED Y US-BAYER-2011-019076 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 333 DAY BAYER
ABDOMINAL PAIN  
UNEVALUABLE EVENT  

8106185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106185 NON-EXPEDITED Y US-BAYER-2011-018279 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  

8106186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106186 NON-EXPEDITED N US-BAYER-2011-018293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
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Detailed Report
8106187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106187 NON-EXPEDITED N US-BAYER-2011-019093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8106188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106188 NON-EXPEDITED N US-BAYER-2011-010804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8106190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106190 NON-EXPEDITED N US-BAYER-2011-011785 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106191 NON-EXPEDITED Y US-BAYER-2011-015117 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER

8106205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106205 NON-EXPEDITED N US-BAYER-2011-003860 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE UNK  BAYER
DIZZINESS  
FEELING ABNORMAL  
NERVOUSNESS  
VISUAL IMPAIRMENT  

Page: 7,329 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8106206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106206 NON-EXPEDITED N US-BAYER-2011-001479 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8106207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106207 NON-EXPEDITED N US-BAYER-2011-009223 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8106208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106208 NON-EXPEDITED Y US-BAYER-2011-000506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PIGMENTATION DISORDER MIRENA S UNK  BAYER

8106218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106218 NON-EXPEDITED N US-BAYER-2011-018218 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8106219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106219 NON-EXPEDITED N US-BAYER-2011-010019 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106221 NON-EXPEDITED N US-BAYER-2011-018306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
MUSCLE SPASMS  
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Detailed Report
8106223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106223 NON-EXPEDITED N US-BAYER-2011-012844 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 272 DAY BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106224 NON-EXPEDITED N US-BAYER-2011-019059 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8106253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106253 NON-EXPEDITED N US-TEVA-297690USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN LEVOTHYROXINE SODIUM C  
BREAST PAIN  
NAUSEA  
PELVIC PAIN  

8106259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106259 NON-EXPEDITED N US-TEVA-297779USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LUTERA C  
DIARRHOEA  
FATIGUE  
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Detailed Report
8106264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106264 NON-EXPEDITED Y US-BAYER-2011-020109 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 23 DAY BAYER

8106265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106265 NON-EXPEDITED N US-BAYER-2011-017851 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8106266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106266 NON-EXPEDITED N US-BAYER-2011-019640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8106267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106267 NON-EXPEDITED N US-BAYER-2011-017891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8106268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106268 NON-EXPEDITED N US-BAYER-2011-019057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

8106269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106269 NON-EXPEDITED N US-BAYER-2011-018819 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8106270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106270 NON-EXPEDITED N US-BAYER-2011-019743 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

8106271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106271 NON-EXPEDITED Y US-BAYER-2011-017919 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8106272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106272 NON-EXPEDITED N US-BAYER-2011-019657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8106273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106273 NON-EXPEDITED N US-BAYER-2011-019118 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8106321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106321 NON-EXPEDITED N US-TEVA-297777USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8106403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106403 NON-EXPEDITED N US-TEVA-297750USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8106445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106445 NON-EXPEDITED N US-TEVA-297713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106681 NON-EXPEDITED N US-TEVA-297693USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106682 NON-EXPEDITED N US-BAYER-2011-036942 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPICONDYLITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106683 NON-EXPEDITED N US-BAYER-2011-050234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
MENSTRUATION DELAYED  

8106684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106684 NON-EXPEDITED Y US-BAYER-2011-007161 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106685 NON-EXPEDITED N US-BAYER-2011-051249 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

Page: 7,334 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8106686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106686 NON-EXPEDITED N US-BAYER-2011-052263 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

MIRENA S  BAYER

8106687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106687 NON-EXPEDITED N US-BAYER-2011-018837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106688 NON-EXPEDITED N US-BAYER-2011-024081 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE COUMADIN C  

8106689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106689 NON-EXPEDITED N US-BAYER-2011-051161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ANXIETY  
FATIGUE  
HYPOMENORRHOEA  
METRORRHAGIA  
PREMENSTRUAL SYNDROME  
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Detailed Report
8106690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106690 NON-EXPEDITED Y US-BAYER-2011-051341 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8106691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106691 NON-EXPEDITED N US-BAYER-2011-050562 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106692 NON-EXPEDITED N US-BAYER-2011-050220 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106693 NON-EXPEDITED N US-BAYER-2011-051000 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106696 NON-EXPEDITED N US-BAYER-2011-050969 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8106697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106697 NON-EXPEDITED N US-BAYER-2010-009297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8106698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106698 NON-EXPEDITED N US-BAYER-2011-050005 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106699 NON-EXPEDITED N US-BAYER-2011-050995 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106700 NON-EXPEDITED Y US-BAYER-2011-048276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8106701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106701 NON-EXPEDITED Y US-BAYER-2011-043814 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE UNK  BAYER

8106702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106702 NON-EXPEDITED Y US-BAYER-2011-014939 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 230 DAY BAYER

8106704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106704 NON-EXPEDITED Y US-BAYER-2011-051348 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 230 DAY BAYER
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Detailed Report
8106712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106712 NON-EXPEDITED N US-BAYER-2011-050441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106713 NON-EXPEDITED N US-BAYER-2011-022925 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8106714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106714 NON-EXPEDITED Y US-BAYER-2011-035096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106715 NON-EXPEDITED Y US-BAYER-2011-051025 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8106716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106716 NON-EXPEDITED N US-BAYER-2011-027927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  
RASH  

Page: 7,338 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8106717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106717 NON-EXPEDITED Y US-BAYER-2011-051017 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8106718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106718 NON-EXPEDITED Y US-BAYER-2011-050580 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 140 DAY BAYER

8106719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106719 NON-EXPEDITED N US-BAYER-2010-008808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106720 NON-EXPEDITED N US-BAYER-2011-042482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8106721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106721 NON-EXPEDITED N US-BAYER-2011-018835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8106722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106722 NON-EXPEDITED N US-BAYER-2011-010336 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  

8106723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106723 NON-EXPEDITED N US-BAYER-2011-037162 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8106724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106724 NON-EXPEDITED N US-BAYER-2011-027757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8106731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106731 NON-EXPEDITED N US-TEVA-297786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106751 NON-EXPEDITED N US-TEVA-297939USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8106782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106782 NON-EXPEDITED N US-TEVA-297929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8106930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106930 NON-EXPEDITED N US-BAYER-2011-056125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106931 NON-EXPEDITED N US-BAYER-2011-057856 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8106932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106932 NON-EXPEDITED Y US-BAYER-2011-001484 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8106933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106933 NON-EXPEDITED N US-BAYER-2011-056074 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8106934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106934 NON-EXPEDITED Y US-BAYER-2011-036803 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
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Detailed Report
8106935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106935 NON-EXPEDITED N US-BAYER-2011-055473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106937 NON-EXPEDITED Y US-BAYER-2011-061661 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106938 NON-EXPEDITED N US-BAYER-2011-058603 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER

8106941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106941 NON-EXPEDITED Y US-BAYER-2011-055531 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106943 NON-EXPEDITED N US-BAYER-2011-056537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8106944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106944 NON-EXPEDITED N US-BAYER-2011-056429 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8106946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106946 NON-EXPEDITED Y US-BAYER-2011-053203 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8106947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106947 NON-EXPEDITED Y US-BAYER-2011-056575 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8106948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106948 NON-EXPEDITED Y US-BAYER-2011-054831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106949 NON-EXPEDITED N US-BAYER-2011-055460 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8106957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106957 NON-EXPEDITED Y US-BAYER-2011-056036 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106959 NON-EXPEDITED Y US-BAYER-2011-055465 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8106960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106960 NON-EXPEDITED Y US-BAYER-2011-065498 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8106961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106961 NON-EXPEDITED N US-BAYER-2011-052544 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106963 NON-EXPEDITED Y US-BAYER-2011-054902 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DIOVAN C  
VALIUM C  

8106965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106965 NON-EXPEDITED N US-BAYER-2011-048877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FEELING ABNORMAL  

8106967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106967 NON-EXPEDITED N US-BAYER-2011-055857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8106969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106969 NON-EXPEDITED Y US-BAYER-2011-008685 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8106980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106980 NON-EXPEDITED Y US-BAYER-2011-057839 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8106981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106981 NON-EXPEDITED Y US-BAYER-2011-056579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106982 NON-EXPEDITED Y US-BAYER-2011-062240 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8106983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106983 NON-EXPEDITED Y US-BAYER-2011-057073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
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Detailed Report
8106984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106984 NON-EXPEDITED N US-BAYER-2011-057072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
PRODUCT SHAPE ISSUE  

8106986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106986 NON-EXPEDITED Y OT US-BAYER-2011-056971 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8106988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106988 NON-EXPEDITED N US-BAYER-2011-062246 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8106989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106989 NON-EXPEDITED N US-BAYER-2011-061645 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8106990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106990 NON-EXPEDITED N US-BAYER-2011-058663 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8106991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106991 NON-EXPEDITED N US-BAYER-2011-056661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  
TENDERNESS  

8106995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8106995 NON-EXPEDITED N US-BAYER-2011-058656 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER

8107021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107021 NON-EXPEDITED N US-BAYER-2011-037161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107076 NON-EXPEDITED N US-TEVA-297966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8107132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107132 NON-EXPEDITED N US-BAYER-2011-061643 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8107133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107133 NON-EXPEDITED Y US-BAYER-2011-052269 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8107134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107134 NON-EXPEDITED Y US-BAYER-2011-036936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107136 NON-EXPEDITED N US-BAYER-2011-052542 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107138 NON-EXPEDITED Y US-BAYER-2011-036929 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHILLS  
PAIN  
PYREXIA  
VAGINAL HAEMORRHAGE  

8107139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107139 NON-EXPEDITED Y US-BAYER-2011-057851 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8107140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107140 NON-EXPEDITED Y US-BAYER-2011-058210 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER

8107141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107141 NON-EXPEDITED N US-BAYER-2011-060958 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107143 NON-EXPEDITED Y US-BAYER-2011-050954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
DEPRESSION  
HEADACHE  

8107144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107144 NON-EXPEDITED N US-BAYER-2011-005809 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8107145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107145 NON-EXPEDITED Y US-BAYER-2011-050953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8107146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107146 NON-EXPEDITED N US-BAYER-2011-051451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HORMONE LEVEL ABNORMAL  
HOT FLUSH  
MOOD SWINGS  
WEIGHT DECREASED  
WEIGHT INCREASED  

8107147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107147 NON-EXPEDITED N US-BAYER-2011-050202 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8107148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107148 NON-EXPEDITED Y US-BAYER-2011-053584 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8107149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107149 NON-EXPEDITED N US-BAYER-2011-000444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107150 NON-EXPEDITED Y US-BAYER-2011-058208 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 117 DAY BAYER
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8107156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107156 NON-EXPEDITED Y US-BAYER-2011-060137 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 249 DAY BAYER

8107214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107214 NON-EXPEDITED Y US-BAYER-2011-058862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107215 NON-EXPEDITED Y US-BAYER-2011-067172 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL UNK  BAYER

8107217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107217 NON-EXPEDITED N US-BAYER-2011-054261 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  
PELVIC PAIN  

8107218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107218 NON-EXPEDITED N US-BAYER-2011-060979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
MEDICAL DEVICE PAIN  
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8107219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107219 NON-EXPEDITED N US-BAYER-2011-034104 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 243 DAY BAYER

8107220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107220 NON-EXPEDITED N US-BAYER-2011-026563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
SWELLING  

8107221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107221 NON-EXPEDITED Y US-BAYER-2011-058646 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8107222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107222 NON-EXPEDITED N US-BAYER-2011-058599 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8107223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107223 NON-EXPEDITED N US-BAYER-2011-059453 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST ENLARGEMENT  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8107224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107224 NON-EXPEDITED Y US-BAYER-2011-058234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8107242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107242 NON-EXPEDITED N US-BAYER-2011-052747 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107244 NON-EXPEDITED N US-BAYER-2011-035872 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S  BAYER

8107255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107255 NON-EXPEDITED N US-BAYER-2011-059141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107256 NON-EXPEDITED N US-BAYER-2011-053630 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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Detailed Report
8107257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107257 EXPEDITED (15-DAY) Y HO,CA,OT DE-BAYER-2011-074747 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYLORIC STENOSIS LEVONORGESTREL S TRANSPLACENTAL UNK 237 DAY BAYER
PREMATURE BABY LEVONORGESTREL S TRANSPLACENTAL UNK 237 DAY BAYER
CONGENITAL PNEUMONIA LEVOTHYROXINE SODIUM C TRANSPLACENTAL 175 µg/d, UNK 244 DAY
BRADYCARDIA LEVOTHYROXINE SODIUM C TRANSPLACENTAL 175 µg/d, UNK 244 DAY
VOMITING FOLIC ACID C TRANSPLACENTAL UNK 244 DAY
FEEDING DISORDER FOLIC ACID C TRANSPLACENTAL UNK 244 DAY

8107259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107259 NON-EXPEDITED Y US-BAYER-2011-053931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 20 mcg/24hr, CONT  BAYER

8107260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107260 NON-EXPEDITED Y US-BAYER-2011-055423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8107261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107261 NON-EXPEDITED N US-BAYER-2011-060941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107262 NON-EXPEDITED Y US-BAYER-2011-058793 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8107264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107264 NON-EXPEDITED N US-BAYER-2011-059611 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 438 DAY BAYER

8107265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107265 NON-EXPEDITED Y US-BAYER-2011-059209 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107266 NON-EXPEDITED N US-BAYER-2011-076638 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S 20 mcg/day  BAYER
CHEST DISCOMFORT  
PARAESTHESIA  

8107281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107281 NON-EXPEDITED N US-BAYER-2011-051203 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 115 DAY BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8107282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107282 NON-EXPEDITED Y US-BAYER-2011-050251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
8107284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107284 NON-EXPEDITED N US-BAYER-2011-053920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107285 NON-EXPEDITED Y US-BAYER-2011-034766 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107287 NON-EXPEDITED N US-BAYER-2011-059133 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8107288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107288 NON-EXPEDITED N US-BAYER-2011-055956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8107289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107289 NON-EXPEDITED N US-BAYER-2011-053828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8107292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107292 NON-EXPEDITED N US-BAYER-2011-060494 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DIZZINESS  
NAUSEA  
PALLOR  

8107293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107293 NON-EXPEDITED N OT DE-BAYER-2011-045814 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA PHENPROCOUMON C UNK  
MENORRHAGIA PHENPROCOUMON C  
ABDOMINAL PAIN  
DEVICE DISLOCATION  
METRORRHAGIA  

8107314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107314 NON-EXPEDITED N US-BAYER-2011-069632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
VULVOVAGINAL CANDIDIASIS  

8107316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107316 NON-EXPEDITED N US-BAYER-2011-068005 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 75 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8107317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2011 8107317 NON-EXPEDITED Y US-BAYER-2011-076656 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

7813962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 7813962 NON-EXPEDITED N US-BAYER-2010-000445 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S  BAYER

8068517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8068517 NON-EXPEDITED Y US-BAYER-2011-001468 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8088705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8088705 NON-EXPEDITED N US-TEVA-296002USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8096819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8096819 NON-EXPEDITED Y US-BAYER-2010-007005 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, UNK  BAYER
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Detailed Report
8100626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8100626 NON-EXPEDITED N US-BAYER-2011-074644 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8103095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8103095 NON-EXPEDITED Y US-BAYER-2011-014951 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 322 DAY BAYER
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  

8107777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107777 NON-EXPEDITED N US-
BAYER-201038989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107778 NON-EXPEDITED N US-BAYER-2010-008445 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  

8107779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107779 NON-EXPEDITED N US-BAYER-2010-005517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
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Detailed Report
8107780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107780 NON-EXPEDITED N US-BAYER-2010-008984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8107781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107781 NON-EXPEDITED Y US-BAYER-2010-008475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 32 DAY BAYER

8107782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107782 NON-EXPEDITED Y US-
BAYER-201037267NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107783 NON-EXPEDITED Y US-BAYER-2011-000575 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
MENORRHAGIA ZOLOFT C UNK  
ABDOMINAL DISTENSION  
DIARRHOEA  
DIZZINESS  
DYSMENORRHOEA  
MOOD ALTERED  
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Detailed Report
8107784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107784 NON-EXPEDITED N US-BAYER-2011-002244 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S UNK  BAYER
CHILLS  
DIARRHOEA  
HEADACHE  
PYREXIA  

8107785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107785 NON-EXPEDITED N US-BAYER-2010-009197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 213 DAY BAYER
PAIN  

8107786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107786 NON-EXPEDITED Y US-BAYER-2011-018395 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8107787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107787 NON-EXPEDITED N US-
BAYER-201040863NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 UNK, UNK 58 DAY BAYER
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Detailed Report
8107788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107788 NON-EXPEDITED Y US-BAYER-2011-000897 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 183 DAY BAYER

MIRENA S 20 mcg/24hr, QD 104 DAY BAYER

8107789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107789 NON-EXPEDITED N US-BAYER-2010-009071 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER
PENILE PAIN  

8107790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107790 NON-EXPEDITED N US-BAYER-2011-019748 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8107791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107791 NON-EXPEDITED N US-BAYER-2011-026184 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 53 DAY BAYER

8107792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107792 NON-EXPEDITED Y US-BAYER-2011-020134 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8107793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107793 NON-EXPEDITED Y US-BAYER-2011-020642 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8107794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107794 NON-EXPEDITED N US-BAYER-2011-019834 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER

8107795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107795 NON-EXPEDITED N US-BAYER-2011-020243 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 460 DAY BAYER

MIRENA S UNK  BAYER

8107796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107796 NON-EXPEDITED Y US-BAYER-2011-020249 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 67 DAY BAYER

8107797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107797 NON-EXPEDITED Y US-BAYER-2011-019806 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8107798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107798 NON-EXPEDITED N US-BAYER-2011-019838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8107799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107799 NON-EXPEDITED Y US-BAYER-2011-019500 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8107800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107800 NON-EXPEDITED N US-BAYER-2011-025210 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 30 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 14 DAY BAYER

8107801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107801 NON-EXPEDITED N US-BAYER-2011-026510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S 20 µg, CONT  BAYER
DEVICE EXPULSION  

8107804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107804 NON-EXPEDITED Y US-BAYER-2011-019814 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8107805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107805 NON-EXPEDITED Y US-BAYER-2011-020051 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 456 DAY BAYER

8107806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107806 NON-EXPEDITED N US-BAYER-2011-028369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8107807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107807 NON-EXPEDITED Y US-BAYER-2011-019876 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8107808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107808 NON-EXPEDITED N US-BAYER-2011-024656 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER

8107809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107809 NON-EXPEDITED Y US-BAYER-2011-024333 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PRODUCT SHAPE ISSUE  

8107810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107810 NON-EXPEDITED Y US-BAYER-2011-023979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 17 DAY BAYER

8107817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107817 NON-EXPEDITED Y US-BAYER-2011-028780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
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8107818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107818 NON-EXPEDITED Y US-BAYER-2011-027537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107819 NON-EXPEDITED Y US-BAYER-2011-027556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8107820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107820 NON-EXPEDITED N US-BAYER-2011-027947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S  BAYER

8107821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107821 NON-EXPEDITED N US-BAYER-2011-028841 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 138 DAY BAYER

8107822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107822 NON-EXPEDITED N US-BAYER-2011-028214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 31 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

8107823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107823 NON-EXPEDITED N US-BAYER-2011-027794 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 180 DAY BAYER
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Detailed Report
8107824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107824 NON-EXPEDITED Y US-BAYER-2011-028954 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 64 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER

8107825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107825 NON-EXPEDITED Y US-BAYER-2011-028933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
METRORRHAGIA  

8107853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107853 NON-EXPEDITED Y US-BAYER-2011-012328 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8107854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107854 NON-EXPEDITED Y US-BAYER-2011-012812 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
MENSTRUAL DISORDER  

8107855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107855 NON-EXPEDITED N US-BAYER-2010-008524 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S  BAYER
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Detailed Report
8107856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107856 NON-EXPEDITED N US-BAYER-2010-008891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S 20 mcg/24hr, QD  BAYER

8107857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107857 NON-EXPEDITED N US-BAYER-2011-012764 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107858 NON-EXPEDITED N US-
BAYER-201018909NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107859 NON-EXPEDITED N US-
BAYER-201027510NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

8107860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107860 NON-EXPEDITED Y US-BAYER-2011-032857 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107861 NON-EXPEDITED Y US-BAYER-2011-027948 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8107862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107862 NON-EXPEDITED N US-BAYER-2011-062200 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S 20 mcg/24hr, CONT  BAYER

8107863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107863 NON-EXPEDITED N US-BAYER-2011-059907 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8107864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107864 NON-EXPEDITED Y US-BAYER-2011-060739 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8107865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107865 NON-EXPEDITED N US-BAYER-2011-058811 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE TOPAMAX C  

8107866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107866 NON-EXPEDITED N US-BAYER-2011-059393 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8107867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107867 NON-EXPEDITED Y US-BAYER-2011-020104 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8107868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107868 NON-EXPEDITED Y US-BAYER-2011-059359 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107869 NON-EXPEDITED Y US-BAYER-2011-050548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8107870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107870 NON-EXPEDITED N US-BAYER-2011-059614 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8107871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107871 NON-EXPEDITED Y US-BAYER-2011-020169 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8107872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107872 NON-EXPEDITED N US-BAYER-2011-051338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8107873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107873 NON-EXPEDITED N US-BAYER-2011-059369 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 283 DAY BAYER

8107874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107874 NON-EXPEDITED N US-BAYER-2011-050646 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8107875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107875 NON-EXPEDITED Y US-BAYER-2011-030053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8107876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107876 NON-EXPEDITED Y US-BAYER-2011-059382 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8107877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107877 NON-EXPEDITED N US-BAYER-2011-060139 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8107886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107886 NON-EXPEDITED N US-BAYER-2011-028253 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8107887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107887 NON-EXPEDITED N US-BAYER-2011-000595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DYSMENORRHOEA  
MEDICAL DEVICE PAIN  

8107888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107888 NON-EXPEDITED N US-BAYER-2011-059710 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107889 NON-EXPEDITED Y US-BAYER-2011-052531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8107890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107890 NON-EXPEDITED N US-BAYER-2011-023240 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 6 DAY BAYER

8107891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107891 NON-EXPEDITED N US-BAYER-2011-059936 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8107892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107892 NON-EXPEDITED Y US-BAYER-2011-059314 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 713 DAY BAYER

8107894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107894 NON-EXPEDITED N US-BAYER-2011-059920 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8107895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107895 NON-EXPEDITED N US-BAYER-2011-059725 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8107896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107896 NON-EXPEDITED N US-BAYER-2011-059908 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107897 NON-EXPEDITED N US-BAYER-2011-060948 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107898 NON-EXPEDITED Y US-BAYER-2011-060503 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8107899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107899 NON-EXPEDITED N US-BAYER-2011-050446 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
PRURITUS  
RASH  

8107900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107900 NON-EXPEDITED N US-BAYER-2011-049132 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8107905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107905 NON-EXPEDITED N US-TEVA-297984USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8107931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107931 NON-EXPEDITED N US-TEVA-297983USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8107939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107939 NON-EXPEDITED N US-BAYER-2011-068003 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASAL CONGESTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
OROPHARYNGEAL PAIN  
RHINORRHOEA  
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Detailed Report
8107940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107940 NON-EXPEDITED N US-BAYER-2011-068615 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8107943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107943 NON-EXPEDITED N US-BAYER-2011-067524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  

8107944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107944 NON-EXPEDITED N US-BAYER-2011-070120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD SWINGS  

8107945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107945 NON-EXPEDITED N US-BAYER-2011-070413 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 576 DAY BAYER

8107946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107946 NON-EXPEDITED Y US-BAYER-2011-068729 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 50 DAY BAYER
DEVICE EXPULSION  
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8107947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107947 NON-EXPEDITED N US-BAYER-2011-068711 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8107948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107948 NON-EXPEDITED Y US-BAYER-2011-067179 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

MIRENA S  BAYER

8107960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107960 NON-EXPEDITED Y US-BAYER-2011-020614 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 283 DAY BAYER

8107961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107961 NON-EXPEDITED N US-BAYER-2011-047345 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8107962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107962 NON-EXPEDITED Y US-BAYER-2011-028197 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 190 DAY BAYER
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Detailed Report
8107963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107963 NON-EXPEDITED N US-BAYER-2011-067539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AURICULAR SWELLING  
SWELLING FACE  
URTICARIA  

8107964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107964 NON-EXPEDITED Y US-BAYER-2011-014432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107965 NON-EXPEDITED N US-BAYER-2011-014067 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107966 NON-EXPEDITED N US-BAYER-2011-061673 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S 20 µg, CONT  BAYER

8107967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107967 NON-EXPEDITED N US-BAYER-2011-067503 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8107968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107968 NON-EXPEDITED N US-BAYER-2011-021741 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 532 DAY BAYER

8107969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107969 NON-EXPEDITED Y US-BAYER-2011-021335 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8107970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107970 NON-EXPEDITED N US-BAYER-2011-028902 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
COMPLICATION OF DEVICE INSERTION  
UTERINE HAEMORRHAGE  

8107971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107971 NON-EXPEDITED N US-BAYER-2011-049257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
NAUSEA  
VAGINAL DISCHARGE  

8107973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107973 NON-EXPEDITED N US-BAYER-2011-020580 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 174 DAY BAYER
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Detailed Report
8107986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107986 NON-EXPEDITED N US-BAYER-2010-009063 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER

8107987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107987 NON-EXPEDITED Y US-BAYER-2011-021413 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 231 DAY BAYER

8107988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107988 NON-EXPEDITED Y US-BAYER-2011-020899 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8107989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107989 NON-EXPEDITED N US-BAYER-2011-001467 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S UNK  BAYER

8107990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107990 NON-EXPEDITED N US-BAYER-2011-028901 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER
VULVOVAGINAL DISCOMFORT  

8107993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107993 NON-EXPEDITED N US-
BAYER-201022820NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8107996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107996 NON-EXPEDITED Y US-BAYER-2011-071913 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  

8107998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107998 NON-EXPEDITED N US-BAYER-2011-069657 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8107999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8107999 NON-EXPEDITED Y US-BAYER-2011-068033 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8108000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108000 NON-EXPEDITED Y US-BAYER-2011-068044 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8108004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108004 NON-EXPEDITED N US-TEVA-297978USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8108009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108009 NON-EXPEDITED Y US-BAYER-2011-071653 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 6 DAY BAYER
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Detailed Report
8108010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108010 NON-EXPEDITED N US-BAYER-2011-074263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108011 NON-EXPEDITED N US-BAYER-2011-069705 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 15 DAY BAYER

8108012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108012 NON-EXPEDITED N US-BAYER-2011-069857 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 251 DAY BAYER

8108013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108013 NON-EXPEDITED Y US-BAYER-2011-070445 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 146 DAY BAYER
DEVICE EXPULSION  

8108014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108014 NON-EXPEDITED N US-BAYER-2011-071551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 173 DAY BAYER

8108015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108015 NON-EXPEDITED N US-BAYER-2011-071662 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER
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Detailed Report
8108016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108016 NON-EXPEDITED Y US-BAYER-2011-071679 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE one unit 58 DAY BAYER

8108017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108017 NON-EXPEDITED N US-BAYER-2011-070488 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 318 DAY BAYER

8108020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108020 NON-EXPEDITED N US-BAYER-2011-069611 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108021 NON-EXPEDITED Y OT US-BAYER-2011-074414 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8108022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108022 NON-EXPEDITED N US-BAYER-2011-069829 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8108023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108023 NON-EXPEDITED Y US-BAYER-2011-070398 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 236 DAY BAYER
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Detailed Report
8108024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108024 NON-EXPEDITED Y US-BAYER-2011-071706 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8108025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108025 NON-EXPEDITED N OT US-BAYER-2011-074307 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8108026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108026 EXPEDITED (15-DAY) N OT US-BAYER-2011-075763 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERVENTILATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
PROCEDURAL NAUSEA  
PROCEDURAL PAIN  

8108041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108041 NON-EXPEDITED N OT US-BAYER-2011-074633 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108045 NON-EXPEDITED N OT US-BAYER-2011-074415 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8108086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108086 NON-EXPEDITED N US-BAYER-2011-074584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION  

8108087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108087 NON-EXPEDITED N US-BAYER-2011-076617 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER
FEELING ABNORMAL  

8108088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108088 NON-EXPEDITED Y US-BAYER-2011-076577 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT 58 DAY BAYER
DEVICE EXPULSION  

8108089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108089 NON-EXPEDITED N OT US-BAYER-2011-074583 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DEVICE DISLOCATION  
DYSPAREUNIA  
VAGINAL INFECTION  
VULVOVAGINAL DRYNESS  
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Detailed Report
8108212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108212 NON-EXPEDITED N US-BAYER-2011-075956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108213 NON-EXPEDITED Y US-BAYER-2011-075952 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 417 DAY BAYER

8108214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108214 NON-EXPEDITED N US-BAYER-2011-075977 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8108215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108215 NON-EXPEDITED N OT US-BAYER-2011-075994 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108216 NON-EXPEDITED N OT US-BAYER-2011-075732 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 348 DAY BAYER
AMENORRHOEA  
DEVICE EXPULSION  
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Detailed Report
8108217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108217 NON-EXPEDITED N OT US-BAYER-2011-074831 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 31 DAY BAYER
DEVICE EXPULSION  

8108218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108218 NON-EXPEDITED Y US-BAYER-2011-075955 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8108219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108219 NON-EXPEDITED N US-BAYER-2011-075989 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE UNK 730 DAY BAYER

8108228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108228 NON-EXPEDITED N US-BAYER-2011-059307 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT 77 DAY BAYER
DEVICE EXPULSION  

8108231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108231 NON-EXPEDITED N US-TEVA-297974USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8108232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108232 NON-EXPEDITED N US-BAYER-2011-068706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8108233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108233 NON-EXPEDITED Y US-BAYER-2011-076019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108234 NON-EXPEDITED N US-BAYER-2011-076256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
VAGINITIS BACTERIAL  

8108235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108235 NON-EXPEDITED N US-BAYER-2011-075996 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8108236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108236 NON-EXPEDITED N US-BAYER-2011-077063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  
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Detailed Report
8108237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108237 NON-EXPEDITED Y US-BAYER-2011-076576 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 298 DAY BAYER

8108238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108238 NON-EXPEDITED N US-BAYER-2011-068703 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT 117 DAY BAYER

MIRENA S  BAYER

8108239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108239 NON-EXPEDITED Y US-BAYER-2011-067951 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER

8108240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108240 NON-EXPEDITED N US-BAYER-2011-076103 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8108242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108242 NON-EXPEDITED N US-BAYER-2011-076021 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108243 NON-EXPEDITED Y US-BAYER-2011-076001 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 126 DAY BAYER
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Detailed Report
8108257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108257 NON-EXPEDITED Y US-BAYER-2011-021343 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8108258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108258 NON-EXPEDITED Y US-BAYER-2011-021321 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

8108259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108259 NON-EXPEDITED Y US-BAYER-2011-055850 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8108260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108260 NON-EXPEDITED N US-BAYER-2011-050976 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8108261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108261 NON-EXPEDITED N US-BAYER-2011-021592 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8108302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108302 NON-EXPEDITED Y US-BAYER-2011-001096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK  BAYER
DEVICE DISLOCATION  

8108303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108303 NON-EXPEDITED N US-
BAYER-201029056NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION LAMICTAL C UNK  

8108304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108304 NON-EXPEDITED N US-BAYER-2010-008003 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8108321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108321 NON-EXPEDITED N US-TEVA-297970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8108322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108322 NON-EXPEDITED N US-BAYER-2011-014228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8108323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108323 NON-EXPEDITED N US-BAYER-2011-022486 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8108324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108324 NON-EXPEDITED Y US-BAYER-2011-012824 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
OVARIAN CYST  

8108325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108325 NON-EXPEDITED Y US-BAYER-2011-014295 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 188 DAY BAYER
ABDOMINAL PAIN  

8108354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108354 NON-EXPEDITED Y US-BAYER-2011-021567 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108357 NON-EXPEDITED Y US-BAYER-2011-046588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
8108358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108358 NON-EXPEDITED N US-BAYER-2011-056085 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8108359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108359 NON-EXPEDITED N US-BAYER-2011-059911 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8108360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108360 NON-EXPEDITED N US-BAYER-2011-014431 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8108361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108361 NON-EXPEDITED Y US-BAYER-2011-013157 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8108363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108363 NON-EXPEDITED N US-BAYER-2011-051409 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8108382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108382 NON-EXPEDITED N US-BAYER-2011-067740 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER
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Detailed Report
8108431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108431 NON-EXPEDITED N US-TEVA-297982USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8108445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108445 EXPEDITED (15-DAY) N OT US-TEVA-297095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  

8108567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108567 NON-EXPEDITED N US-TEVA-297870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FOOD CRAVING  
MENSTRUATION IRREGULAR  

8108643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108643 NON-EXPEDITED N US-TEVA-297980USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
VOMITING  
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Detailed Report
8108665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108665 NON-EXPEDITED N US-TEVA-297972USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8108688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108688 NON-EXPEDITED N US-TEVA-297976USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8108690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108690 NON-EXPEDITED N US-TEVA-297956USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON SUPPLEMENT C  

8108698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108698 NON-EXPEDITED N US-TEVA-297971USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN VITAMIN D C  
MENSTRUATION IRREGULAR  

8108825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108825 EXPEDITED (15-DAY) N OT US-TEVA-297564USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER NORDETTE S ORAL  DURAMED
ANGER  
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Detailed Report
8108826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108826 NON-EXPEDITED N US-TEVA-297933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8108836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108836 NON-EXPEDITED N US-TEVA-297881USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8108843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108843 NON-EXPEDITED N US-TEVA-297986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8108852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8108852 NON-EXPEDITED N US-TEVA-297872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8109141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109141 NON-EXPEDITED N US-BAYER-2011-000687 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
ABDOMINAL PAIN  

8109142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109142 NON-EXPEDITED N US-BAYER-2011-001485 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 UNK, UNK  BAYER
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8109143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109143 NON-EXPEDITED N US-
BAYER-201027542NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8109144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109144 NON-EXPEDITED N US-BAYER-2011-002191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109145 NON-EXPEDITED Y US-
BAYER-201025425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 111 DAY BAYER

8109146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109146 NON-EXPEDITED Y US-
BAYER-201040864NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8109147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109147 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-015156 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRIEF PSYCHOTIC DISORDER, WITH
POSTPARTUM ONSET

MIRENA S UNK  BAYER

MIGRAINE YASMIN S UNK 730 DAY BAYER
METRORRHAGIA  
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8109162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109162 NON-EXPEDITED N US-BAYER-2011-030934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S  BAYER

8109163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109163 NON-EXPEDITED N US-BAYER-2011-037220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8109164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109164 NON-EXPEDITED Y US-BAYER-2011-032470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
NAUSEA  

8109165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109165 NON-EXPEDITED N US-BAYER-2011-021360 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT  

8109166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109166 NON-EXPEDITED N US-BAYER-2011-025247 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109167 NON-EXPEDITED Y US-BAYER-2011-022408 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 150 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8109168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109168 NON-EXPEDITED N US-BAYER-2011-031000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE UNK  BAYER

8109169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109169 NON-EXPEDITED N US-BAYER-2011-018847 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER
DEVICE DISLOCATION  

8109170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109170 NON-EXPEDITED N US-BAYER-2011-027984 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S 20 mcg/24hr, UNK  BAYER

8109171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109171 NON-EXPEDITED Y US-BAYER-2011-027289 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
8109172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109172 NON-EXPEDITED Y US-BAYER-2011-014285 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8109173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109173 NON-EXPEDITED N US-BAYER-2011-031002 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
HAEMORRHAGE  
MUSCLE SPASMS  

8109174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109174 NON-EXPEDITED Y US-BAYER-2011-010955 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MENSTRUAL DISORDER  

8109175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109175 NON-EXPEDITED Y US-BAYER-2011-022418 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 197 DAY BAYER

8109176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109176 NON-EXPEDITED N US-BAYER-2011-021353 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109177 NON-EXPEDITED N US-BAYER-2011-005831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109178 NON-EXPEDITED Y US-BAYER-2011-031554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 242 DAY BAYER

MIRENA S  BAYER

8109180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109180 NON-EXPEDITED N US-BAYER-2011-030938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S UNK  BAYER
AMENORRHOEA  
MUSCLE SPASMS  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8109181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109181 NON-EXPEDITED Y US-BAYER-2011-010758 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109182 NON-EXPEDITED Y US-BAYER-2011-010573 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109183 NON-EXPEDITED N US-BAYER-2011-030883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
AMENORRHOEA  

8109185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109185 NON-EXPEDITED Y US-BAYER-2011-062386 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109186 NON-EXPEDITED N US-BAYER-2011-053047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109188 NON-EXPEDITED Y US-BAYER-2011-038658 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8109189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109189 NON-EXPEDITED N US-BAYER-2011-051307 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL DISCHARGE  
PAROSMIA  
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Detailed Report
8109190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109190 NON-EXPEDITED N US-BAYER-2011-054535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMOXICILLIN C UNK  

8109191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109191 NON-EXPEDITED N US-BAYER-2011-051755 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109192 NON-EXPEDITED N US-BAYER-2011-048752 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

8109194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109194 NON-EXPEDITED N US-BAYER-2011-053032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8109195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109195 NON-EXPEDITED N US-BAYER-2011-051850 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
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Detailed Report
8109196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109196 NON-EXPEDITED N US-BAYER-2011-054522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
BACK PAIN  
MEDICAL DEVICE COMPLICATION  
WEIGHT INCREASED  

8109197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109197 NON-EXPEDITED N US-BAYER-2011-060160 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109198 NON-EXPEDITED Y US-BAYER-2011-051804 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK UNK, CONT  BAYER

8109199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109199 NON-EXPEDITED N US-BAYER-2011-045446 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109200 NON-EXPEDITED Y US-BAYER-2011-055497 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
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Detailed Report
8109201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109201 NON-EXPEDITED N US-BAYER-2011-057858 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109202 NON-EXPEDITED N US-BAYER-2011-052272 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
NAUSEA  
VOMITING  

8109203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109203 NON-EXPEDITED N US-BAYER-2011-045747 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8109204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109204 NON-EXPEDITED Y US-BAYER-2011-054913 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8109205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109205 NON-EXPEDITED N US-BAYER-2011-056079 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 563 DAY BAYER
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Detailed Report
8109206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109206 NON-EXPEDITED N US-BAYER-2011-052654 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8109207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109207 NON-EXPEDITED N US-BAYER-2011-045922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8109208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109208 NON-EXPEDITED Y US-BAYER-2011-051557 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRODUCT SHAPE ISSUE  

8109209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109209 NON-EXPEDITED Y US-BAYER-2011-035134 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 98 DAY BAYER

8109210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109210 NON-EXPEDITED N US-BAYER-2011-051013 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
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Detailed Report
8109213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109213 NON-EXPEDITED Y US-BAYER-2011-022373 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

8109214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109214 NON-EXPEDITED Y US-BAYER-2011-052539 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8109221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109221 NON-EXPEDITED Y US-BAYER-2011-058810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109223 NON-EXPEDITED Y US-BAYER-2011-057943 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109225 NON-EXPEDITED Y US-BAYER-2011-058818 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109230 NON-EXPEDITED N US-BAYER-2011-059312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST DISCOMFORT  
DYSPNOEA  
OEDEMA PERIPHERAL  
URTICARIA  

8109238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109238 NON-EXPEDITED N US-BAYER-2011-059460 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8109239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109239 NON-EXPEDITED Y US-BAYER-2011-059645 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109241 NON-EXPEDITED N US-BAYER-2011-064063 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYMPHYSIOLYSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
JOINT CREPITATION  
PELVIC PAIN  

8109244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109244 NON-EXPEDITED N US-BAYER-2011-061921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109247 NON-EXPEDITED N US-BAYER-2011-069553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8109248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109248 NON-EXPEDITED Y US-BAYER-2011-061792 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8109251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109251 NON-EXPEDITED N US-BAYER-2011-052714 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109252 NON-EXPEDITED N US-BAYER-2011-054297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109253 NON-EXPEDITED N US-BAYER-2011-053930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8109254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109254 NON-EXPEDITED N US-BAYER-2011-051316 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8109255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109255 NON-EXPEDITED Y US-BAYER-2011-052316 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 298 DAY BAYER

METRORRHAGIA  

8109256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109256 NON-EXPEDITED Y US-BAYER-2011-045491 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8109257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109257 NON-EXPEDITED Y US-BAYER-2011-033889 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8109258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109258 NON-EXPEDITED N US-BAYER-2011-050888 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109259 NON-EXPEDITED N US-BAYER-2011-052659 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8109261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109261 NON-EXPEDITED N US-BAYER-2011-058350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109263 NON-EXPEDITED Y US-BAYER-2011-061648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109264 NON-EXPEDITED Y US-BAYER-2011-059683 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
UTERINE CONTRACTIONS ABNORMAL  
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Detailed Report
8109266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109266 NON-EXPEDITED Y US-BAYER-2011-068014 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8109267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109267 NON-EXPEDITED N US-BAYER-2011-061896 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSOMNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  

8109268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109268 NON-EXPEDITED N US-BAYER-2011-061898 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109272 NON-EXPEDITED Y US-BAYER-2011-060538 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109278 NON-EXPEDITED N US-BAYER-2011-068698 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8109279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109279 NON-EXPEDITED Y US-BAYER-2011-051780 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
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Detailed Report
8109283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109283 NON-EXPEDITED N US-BAYER-2011-060910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109292 NON-EXPEDITED N US-BAYER-2011-051334 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GALACTORRHOEA  

8109294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109294 EXPEDITED (15-DAY) N OT US-BAYER-2011-075982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS C MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109302 NON-EXPEDITED N US-BAYER-2011-068773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109306 NON-EXPEDITED N US-BAYER-2011-069679 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 57 DAY BAYER

8109314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109314 NON-EXPEDITED N US-BAYER-2011-053957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109315 NON-EXPEDITED Y US-BAYER-2011-069652 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8109316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109316 NON-EXPEDITED N US-BAYER-2011-076641 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8109318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109318 NON-EXPEDITED Y US-BAYER-2011-061783 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER

8109319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109319 NON-EXPEDITED N US-BAYER-2011-061192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8109344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109344 NON-EXPEDITED Y US-BAYER-2011-007284 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109350 NON-EXPEDITED N US-BAYER-2011-068772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109352 NON-EXPEDITED N US-BAYER-2011-054008 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109353 NON-EXPEDITED Y US-BAYER-2011-059244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109354 NON-EXPEDITED Y US-BAYER-2011-060947 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER

8109357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109357 NON-EXPEDITED N US-BAYER-2011-059320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  

8109359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109359 NON-EXPEDITED Y US-BAYER-2011-065987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8109360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109360 NON-EXPEDITED N US-BAYER-2011-025921 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

MIRENA S  BAYER

8109406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109406 NON-EXPEDITED Y US-BAYER-2011-073470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
MIGRAINE  
NAUSEA  
WEIGHT INCREASED  

8109408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109408 NON-EXPEDITED N OT US-BAYER-2011-076027 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 117 DAY BAYER
VULVOVAGINAL DISCOMFORT  

8109411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109411 NON-EXPEDITED Y US-BAYER-2011-071459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 299 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8109423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109423 NON-EXPEDITED Y OT US-BAYER-2011-077361 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8109425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109425 NON-EXPEDITED Y OT US-BAYER-2011-075926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109429 NON-EXPEDITED Y US-BAYER-2011-076647 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109430 NON-EXPEDITED N US-BAYER-2011-077362 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 14 DAY BAYER

MIRENA S  BAYER
NUVARING C  

8109432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109432 NON-EXPEDITED N OT US-BAYER-2011-075953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8109433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109433 NON-EXPEDITED N US-BAYER-2011-076605 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL RIGIDITY  
GASTRIC DILATATION  

8109436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109436 NON-EXPEDITED N US-BAYER-2011-077442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8109438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109438 NON-EXPEDITED N OT US-BAYER-2011-077371 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8109470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109470 NON-EXPEDITED Y US-TEVA-298068USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CIPRALEX C  

8109488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109488 NON-EXPEDITED N US-BAYER-2011-005508 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8109493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109493 NON-EXPEDITED N US-BAYER-2011-021355 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109494 NON-EXPEDITED N US-BAYER-2011-051832 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109495 NON-EXPEDITED N US-BAYER-2011-057077 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  

8109496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109496 NON-EXPEDITED N US-BAYER-2011-005858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8109551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109551 NON-EXPEDITED N US-BAYER-2011-053485 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8109553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109553 NON-EXPEDITED Y US-BAYER-2011-068657 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8109554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109554 NON-EXPEDITED N US-BAYER-2011-074098 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8109555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109555 NON-EXPEDITED N US-BAYER-2011-045408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109556 NON-EXPEDITED N US-BAYER-2011-054272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109651 NON-EXPEDITED N US-BAYER-2011-060854 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8109652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109652 NON-EXPEDITED Y US-BAYER-2011-039685 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8109655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109655 NON-EXPEDITED N US-BAYER-2011-061179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109656 NON-EXPEDITED N US-BAYER-2011-060898 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8109781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109781 NON-EXPEDITED Y US-BAYER-2011-062231 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8109782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109782 NON-EXPEDITED N US-BAYER-2011-058654 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
FACE OEDEMA  

8109783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109783 NON-EXPEDITED N US-BAYER-2011-061733 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8109784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109784 NON-EXPEDITED N US-BAYER-2011-061721 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8109785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109785 NON-EXPEDITED N US-BAYER-2011-061899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PAIN  

8109786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109786 NON-EXPEDITED Y US-BAYER-2011-061831 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8109787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109787 NON-EXPEDITED Y US-BAYER-2011-061904 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8109793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109793 NON-EXPEDITED N US-BAYER-2011-026547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8109795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2011 8109795 NON-EXPEDITED N US-BAYER-2011-045795 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
HYPOMENORRHOEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8066716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8066716 NON-EXPEDITED Y OT US-BAYER-2011-067025 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8066782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8066782 NON-EXPEDITED N OT US-BAYER-2011-067588 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110097 NON-EXPEDITED Y US-
BAYER-201025394NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8110098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110098 NON-EXPEDITED N US-
BAYER-201027188NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110103 NON-EXPEDITED N US-BAYER-2011-000080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MIGRAINE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8110104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110104 NON-EXPEDITED Y US-BAYER-2010-008033 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8110105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110105 NON-EXPEDITED N US-BAYER-2010-008721 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DIFFICULT TO USE  

8110106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110106 NON-EXPEDITED N US-BAYER-2010-008724 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
SWELLING  

8110107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110107 NON-EXPEDITED Y US-BAYER-2010-006910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 219 DAY BAYER
DEVICE EXPULSION  

8110108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110108 NON-EXPEDITED N US-BAYER-2010-005998 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8110109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110109 NON-EXPEDITED N US-BAYER-2010-009026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8110110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110110 NON-EXPEDITED N US-BAYER-2011-001107 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S 20 mcg/24hr, UNK  BAYER

8110111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110111 NON-EXPEDITED N US-BAYER-2010-008074 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110112 NON-EXPEDITED Y US-BAYER-2010-008612 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8110113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110113 NON-EXPEDITED N US-BAYER-2010-007225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8110114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110114 NON-EXPEDITED N US-BAYER-2011-002205 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
BACK PAIN  
PARAESTHESIA  
SENSATION OF HEAVINESS  

8110115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110115 NON-EXPEDITED N US-BAYER-2011-001754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 524 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  

8110117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110117 NON-EXPEDITED Y US-BAYER-2011-024096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8110118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110118 NON-EXPEDITED N US-BAYER-2011-023905 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 444 DAY BAYER
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Detailed Report
8110119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110119 NON-EXPEDITED Y US-BAYER-2011-024953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 702 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110120 NON-EXPEDITED N US-BAYER-2011-023490 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1019 DAY BAYER

8110121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110121 NON-EXPEDITED N US-BAYER-2011-023981 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8110122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110122 NON-EXPEDITED N US-BAYER-2011-023880 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 450 DAY BAYER
DEVICE EXPULSION  

8110123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110123 NON-EXPEDITED Y US-BAYER-2011-012834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
URTICARIA DIPHENHYDRAMINE

HYDROCHLORIDE
\PHENYLALANINE

C  
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Detailed Report
8110124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110124 NON-EXPEDITED N US-BAYER-2011-024562 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 7 DAY BAYER

8110125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110125 NON-EXPEDITED Y US-BAYER-2011-023628 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER

8110126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110126 NON-EXPEDITED N US-BAYER-2011-024233 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8110127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110127 NON-EXPEDITED N US-BAYER-2011-023440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110128 NON-EXPEDITED N US-BAYER-2011-023837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8110129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110129 NON-EXPEDITED N US-BAYER-2011-023395 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8110130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110130 NON-EXPEDITED Y US-BAYER-2011-022945 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8110131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110131 NON-EXPEDITED N US-BAYER-2011-023431 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110132 NON-EXPEDITED N US-BAYER-2011-023790 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
VAGINAL HAEMORRHAGE  

8110133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110133 NON-EXPEDITED N US-BAYER-2011-024470 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER
MUSCLE SPASMS  

8110134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110134 NON-EXPEDITED Y US-BAYER-2011-023842 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 11 DAY BAYER

PROVERA C ORAL UNK 21 DAY
PROVERA C UNK  
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Detailed Report
8110136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110136 NON-EXPEDITED Y US-BAYER-2011-023444 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 636 DAY BAYER

8110137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110137 NON-EXPEDITED Y US-BAYER-2011-023434 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

8110138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110138 NON-EXPEDITED Y US-BAYER-2011-022799 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER

8110139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110139 NON-EXPEDITED N US-BAYER-2011-024825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 185 DAY BAYER

MIRENA S UNK  BAYER

8110140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110140 NON-EXPEDITED Y US-BAYER-2011-022314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  
POLYMENORRHOEA  
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8110142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110142 NON-EXPEDITED Y US-BAYER-2011-024951 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
VAGINAL HAEMORRHAGE  

8110143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110143 NON-EXPEDITED N US-BAYER-2011-023241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110144 NON-EXPEDITED N US-BAYER-2011-023901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110145 NON-EXPEDITED N US-BAYER-2011-027277 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 92 DAY BAYER

8110146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110146 NON-EXPEDITED Y US-BAYER-2011-036296 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8110147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110147 NON-EXPEDITED N US-BAYER-2011-026904 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE TIGHTNESS MIRENA S 20 µg, CONT  BAYER
BREAST PAIN  

8110149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110149 NON-EXPEDITED N US-BAYER-2011-030901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S  BAYER

8110150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110150 NON-EXPEDITED N US-BAYER-2011-029189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER

8110151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110151 NON-EXPEDITED N US-BAYER-2011-029124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8110152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110152 NON-EXPEDITED N US-BAYER-2011-029769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 31 DAY BAYER

8110153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110153 NON-EXPEDITED N US-BAYER-2011-029120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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8110154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110154 NON-EXPEDITED N US-BAYER-2011-026891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S 20 µg/d, CONT  BAYER

8110155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110155 NON-EXPEDITED N US-BAYER-2011-027995 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 175 DAY BAYER
METRORRHAGIA  
PELVIC PAIN  

8110156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110156 NON-EXPEDITED Y US-BAYER-2011-029991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 81 DAY BAYER

MIRENA S  BAYER

8110157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110157 NON-EXPEDITED N US-BAYER-2011-032324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S 20 mcg/dL, UNK  BAYER

8110158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110158 NON-EXPEDITED Y US-BAYER-2011-030172 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
NASAL CONGESTION  
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Detailed Report
8110159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110159 NON-EXPEDITED Y US-BAYER-2011-029227 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 166 DAY BAYER

8110160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110160 NON-EXPEDITED Y US-BAYER-2011-033405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110161 NON-EXPEDITED N US-
BAYER-201038993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  

8110162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110162 NON-EXPEDITED Y US-BAYER-2011-027267 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 149 DAY BAYER

8110163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110163 NON-EXPEDITED Y US-BAYER-2010-008643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
SKIN DISORDER  
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Detailed Report
8110164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110164 NON-EXPEDITED Y US-BAYER-2010-007515 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 502 DAY BAYER
DEVICE EXPULSION  

8110165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110165 NON-EXPEDITED N US-BAYER-2011-058306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110166 NON-EXPEDITED N US-BAYER-2011-024216 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110167 NON-EXPEDITED N US-BAYER-2011-001688 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8110168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110168 NON-EXPEDITED Y US-BAYER-2011-040853 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8110169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110169 NON-EXPEDITED N US-BAYER-2011-058116 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 40 DAY BAYER

8110170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110170 NON-EXPEDITED N US-BAYER-2011-051826 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER

8110171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110171 NON-EXPEDITED N US-BAYER-2011-052546 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110172 NON-EXPEDITED Y US-BAYER-2011-012361 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 µg/d, UNK  BAYER
ABDOMINAL DISCOMFORT  
AMENORRHOEA  
OVARIAN CYST  

8110173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110173 NON-EXPEDITED Y US-BAYER-2011-024036 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8110174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110174 NON-EXPEDITED Y US-BAYER-2011-038275 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 110 DAY BAYER

8110176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110176 NON-EXPEDITED N US-BAYER-2011-029767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8110177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110177 NON-EXPEDITED N US-BAYER-2011-002228 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8110178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110178 NON-EXPEDITED N US-BAYER-2011-068628 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 30 DAY BAYER

8110183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110183 NON-EXPEDITED N US-BAYER-2011-068631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8110184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110184 NON-EXPEDITED Y US-BAYER-2011-069687 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 67 DAY BAYER
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Detailed Report
8110185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110185 NON-EXPEDITED N US-BAYER-2011-069634 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

MIRENA S  BAYER

8110186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110186 NON-EXPEDITED Y US-BAYER-2011-069819 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8110187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110187 NON-EXPEDITED N US-BAYER-2011-068686 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8110188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110188 NON-EXPEDITED N US-BAYER-2011-068714 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
PRURITUS  

8110189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110189 NON-EXPEDITED N US-BAYER-2011-068710 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 2 DAY BAYER
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Detailed Report
8110194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110194 NON-EXPEDITED N US-
BAYER-201038862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110195 NON-EXPEDITED Y US-BAYER-2011-070869 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8110196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110196 NON-EXPEDITED N US-BAYER-2011-030671 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 239 DAY BAYER

8110198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110198 NON-EXPEDITED Y US-BAYER-2011-069727 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8110199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110199 NON-EXPEDITED Y US-BAYER-2011-069689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  

8110202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110202 NON-EXPEDITED N US-TEVA-298107USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8110203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110203 NON-EXPEDITED N US-BAYER-2011-073625 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8110214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110214 NON-EXPEDITED Y US-
BAYER-201020813NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER

8110215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110215 NON-EXPEDITED N US-BAYER-2011-024547 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8110216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110216 NON-EXPEDITED N US-BAYER-2011-002225 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8110217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110217 NON-EXPEDITED Y US-BAYER-2011-024636 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 6 DAY BAYER
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Detailed Report
8110218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110218 NON-EXPEDITED N US-BAYER-2011-002577 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 99 DAY BAYER
DEVICE DISLOCATION  

8110224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110224 NON-EXPEDITED N US-BAYER-2011-067056 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN UPPER  

8110225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110225 NON-EXPEDITED N US-BAYER-2011-062412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8110234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110234 NON-EXPEDITED Y OT US-BAYER-2011-075924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8110236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110236 NON-EXPEDITED N US-BAYER-2011-073878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
MOOD ALTERED  
PAIN  
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Detailed Report
8110239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110239 NON-EXPEDITED N US-TEVA-298108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8110254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110254 NON-EXPEDITED N US-TEVA-298029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8110276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110276 NON-EXPEDITED N US-TEVA-298032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8110324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110324 NON-EXPEDITED Y US-BAYER-2011-077475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110325 NON-EXPEDITED N US-BAYER-2011-077839 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
ABDOMINAL PAIN  

8110340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110340 NON-EXPEDITED Y US-
BAYER-201025670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8110342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110342 NON-EXPEDITED Y US-BAYER-2011-025395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8110343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110343 NON-EXPEDITED N US-BAYER-2010-008605 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8110344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110344 NON-EXPEDITED Y US-
BAYER-201031380NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1826 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AGGRESSION  
ALOPECIA  
AMENORRHOEA  
DEPRESSED MOOD  
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
NAUSEA  

8110345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110345 NON-EXPEDITED N US-BAYER-2010-008608 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8110346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110346 NON-EXPEDITED Y US-BAYER-2010-009156 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110355 NON-EXPEDITED N US-BAYER-2011-069815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8110361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110361 NON-EXPEDITED Y US-BAYER-2011-069821 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  

8110362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110362 NON-EXPEDITED Y US-BAYER-2011-068717 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER

8110363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110363 NON-EXPEDITED N US-TEVA-298044USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8110371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110371 NON-EXPEDITED Y US-BAYER-2011-032952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE PHYSICAL PROPERTY ISSUE  
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Detailed Report
8110372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110372 NON-EXPEDITED Y US-BAYER-2011-001475 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
HYPOAESTHESIA MIRENA S  BAYER

8110373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110373 NON-EXPEDITED Y US-BAYER-2011-025330 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 23 DAY BAYER

8110374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110374 NON-EXPEDITED N US-BAYER-2011-025293 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 120 DAY BAYER

8110375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110375 NON-EXPEDITED N US-BAYER-2011-024896 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8110384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110384 NON-EXPEDITED Y US-
BAYER-201041319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER
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Detailed Report
8110386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110386 NON-EXPEDITED N US-BAYER-2011-000169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEVICE EXPULSION  

8110389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110389 NON-EXPEDITED Y US-BAYER-2011-001104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S 20 mcg/24hr, UNK  BAYER
METRORRHAGIA  

8110390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110390 NON-EXPEDITED Y US-BAYER-2011-001481 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8110392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110392 NON-EXPEDITED N US-BAYER-2011-005846 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110393 NON-EXPEDITED N US-
BAYER-201028422NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8110395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110395 NON-EXPEDITED N OT US-BAYER-2011-033315 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8110396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110396 NON-EXPEDITED Y US-BAYER-2011-015119 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER
DEVICE BREAKAGE  

8110416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110416 NON-EXPEDITED N OT US-BAYER-2011-076121 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8110450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110450 NON-EXPEDITED N US-TEVA-298042USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8110500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110500 NON-EXPEDITED N US-TEVA-298096USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8110662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110662 NON-EXPEDITED Y US-
BAYER-201041303NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DRUG INEFFECTIVE  

8110663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110663 NON-EXPEDITED N US-BAYER-2011-000567 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110664 NON-EXPEDITED Y US-
BAYER-201041405NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110665 NON-EXPEDITED N US-BAYER-2010-008977 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110673 NON-EXPEDITED N US-BAYER-2010-007517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
8110674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110674 NON-EXPEDITED N US-BAYER-2010-008567 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
MEDICAL DEVICE DISCOMFORT  

8110675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110675 NON-EXPEDITED Y US-BAYER-2010-009043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 4 DAY BAYER

MIRENA S INTRAUTERINE UNK 8 DAY BAYER

8110694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110694 NON-EXPEDITED N US-TEVA-298069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8110726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110726 NON-EXPEDITED N US-BAYER-2011-014282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110727 NON-EXPEDITED Y US-BAYER-2011-025664 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 17 DAY BAYER
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Detailed Report
8110728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110728 NON-EXPEDITED N US-BAYER-2011-001668 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, UNK 176 DAY BAYER
AMENORRHOEA  
DYSURIA  

8110729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110729 NON-EXPEDITED N US-BAYER-2011-025511 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8110730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110730 NON-EXPEDITED N US-BAYER-2011-016027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8110731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110731 NON-EXPEDITED N US-BAYER-2011-000149 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE EXPULSION  

8110732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110732 NON-EXPEDITED N US-BAYER-2011-014835 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8110733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110733 NON-EXPEDITED Y US-BAYER-2011-014501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110734 NON-EXPEDITED N US-
BAYER-201038084NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8110735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110735 NON-EXPEDITED N US-TEVA-298022USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8110804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110804 NON-EXPEDITED Y US-BAYER-2011-028941 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8110805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110805 NON-EXPEDITED Y US-BAYER-2011-039605 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8110806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110806 NON-EXPEDITED Y US-BAYER-2011-025237 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 82 DAY BAYER

8110807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110807 NON-EXPEDITED N US-BAYER-2011-028552 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE Daily dose 52 mg  BAYER
DEVICE EXPULSION  
MENSTRUATION IRREGULAR  

8110808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110808 NON-EXPEDITED Y US-BAYER-2011-038250 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8110809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110809 NON-EXPEDITED Y US-BAYER-2011-026171 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 59 DAY BAYER

8110810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110810 NON-EXPEDITED N US-BAYER-2011-028835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
METRORRHAGIA CONTRACEPTIVES NOS C  
MENORRHAGIA  
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Detailed Report
8110811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110811 NON-EXPEDITED Y US-BAYER-2011-025680 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 152 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8110824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110824 NON-EXPEDITED N US-BAYER-2011-001103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110825 NON-EXPEDITED Y US-BAYER-2011-015767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110826 NON-EXPEDITED N US-BAYER-2011-015865 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8110827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110827 NON-EXPEDITED Y US-BAYER-2011-015092 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

8110957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110957 NON-EXPEDITED N US-BAYER-2011-025667 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
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Detailed Report
8110958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110958 NON-EXPEDITED N US-
BAYER-201039984NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8110959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110959 NON-EXPEDITED Y US-BAYER-2011-025426 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8110960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110960 NON-EXPEDITED Y US-BAYER-2011-026174 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8110961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110961 NON-EXPEDITED N OT US-BAYER-2011-077720 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8110962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110962 NON-EXPEDITED N US-BAYER-2011-016195 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK 257 DAY BAYER
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Detailed Report
8110963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110963 NON-EXPEDITED Y US-BAYER-2011-026165 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 171 DAY BAYER

MIRENA S  BAYER

8110980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8110980 NON-EXPEDITED N US-TEVA-298021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8111210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111210 NON-EXPEDITED N US-TEVA-298302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8111380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111380 NON-EXPEDITED N US-BAYER-2011-028286 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 60 DAY BAYER
VAGINAL HAEMORRHAGE  

8111381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111381 NON-EXPEDITED Y US-BAYER-2011-025225 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8111400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111400 EXPEDITED (15-DAY) N OT CN-BAYER-2011-052803 Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTHYROIDISM MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HEADACHE  
MUSCULOSKELETAL DISCOMFORT  

8111401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111401 NON-EXPEDITED N US-BAYER-2011-033468 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8111402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111402 NON-EXPEDITED Y US-BAYER-2011-033435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8111450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111450 NON-EXPEDITED Y OT US-BAYER-2011-076580 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8111551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111551 NON-EXPEDITED N OT US-BAYER-2011-076715 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8111555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111555 NON-EXPEDITED N US-TEVA-298261USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8111570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111570 NON-EXPEDITED N US-BAYER-2011-069746 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8111571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111571 NON-EXPEDITED Y US-BAYER-2011-069736 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8111572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111572 NON-EXPEDITED Y US-BAYER-2011-069755 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8111573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111573 NON-EXPEDITED Y US-BAYER-2011-068731 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
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Detailed Report
8111574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111574 NON-EXPEDITED N OT US-BAYER-2010-008566 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S 20 mcg/24hr, UNK 517 DAY BAYER
POLYMENORRHOEA MIRENA S  BAYER
DEVICE EXPULSION  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

8111687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111687 NON-EXPEDITED N US-TEVA-298333USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8111710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111710 NON-EXPEDITED N US-BAYER-2011-034372 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8111785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111785 NON-EXPEDITED Y US-BAYER-2011-032744 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  

8111803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111803 NON-EXPEDITED N US-TEVA-298217USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8111806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111806 NON-EXPEDITED Y US-BAYER-2011-076054 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8111807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111807 NON-EXPEDITED Y OT US-BAYER-2011-075928 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HAEMATOCRIT DECREASED  

8111809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111809 NON-EXPEDITED N OT US-BAYER-2011-075972 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8111853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111853 NON-EXPEDITED Y US-BAYER-2011-072429 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8111854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111854 NON-EXPEDITED Y US-BAYER-2011-068019 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFECTION  
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Detailed Report
8111861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8111861 EXPEDITED (15-DAY) N OT BR-BAYER-2011-075650 35 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
LIBIDO DECREASED  

8744392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2011 8744392 DIRECT N HO,DS,LT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 6 WEEK BAYER
DEVICE DISLOCATION  
ECTOPIC PREGNANCY  

7916059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 7916059 EXPEDITED (15-DAY) Y HO,OT GB-BAYER-2011-034254 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
METASTASES TO OVARY MIRENA S INTRAUTERINE UNK  BAYER
MENORRHAGIA  

8017162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8017162 NON-EXPEDITED N OT US-BAYER-2011-053512 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 813 DAY BAYER
DEVICE DISLOCATION AZITHROMYCIN C  
PAIN DOXYCYCLINE C  
MUSCLE SPASMS METRONIDAZOLE C  
OVARIAN CYST RUPTURED  
PELVIC INFLAMMATORY DISEASE  
PROCEDURAL PAIN  
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Detailed Report
8022622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8022622 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-055725 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8058238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8058238 EXPEDITED (15-DAY) Y OT US-BAYER-2011-063776 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8059060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8059060 NON-EXPEDITED N US-TEVA-292840USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8066784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8066784 NON-EXPEDITED N US-BAYER-2011-067596 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MALAISE  
PAIN  

8098941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8098941 EXPEDITED (15-DAY) Y HO AU-BAYER-2011-071229 38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NERVOUS SYSTEM DISORDER ANTIDEPRESSANTS C ORAL Daily dose 30 mg  
DYSTONIA FLUOXETINE C 30 mg, UNK  
CIRCULATORY COLLAPSE  
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Detailed Report
8102678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8102678 NON-EXPEDITED N US-TEVA-297487USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  

8103481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8103481 NON-EXPEDITED N US-TEVA-297588USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8106389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8106389 NON-EXPEDITED N US-TEVA-297770USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ZYRTEC C ORAL  

8111004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8111004 NON-EXPEDITED N US-TEVA-298084USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
HEADACHE  
NAUSEA  
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Detailed Report
8112051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112051 NON-EXPEDITED Y US-
BAYER-201020026NA

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112054 NON-EXPEDITED N US-
BAYER-201033223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8112055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112055 NON-EXPEDITED Y US-
BAYER-201021098NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112056 NON-EXPEDITED N US-
BAYER-201032442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8112058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112058 NON-EXPEDITED N US-
BAYER-201028686NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
BREAST TENDERNESS  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  

8112059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112059 NON-EXPEDITED N US-
BAYER-201028692NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8112062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112062 NON-EXPEDITED Y US-BAYER-2011-001135 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLISTER  

8112063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112063 NON-EXPEDITED Y US-BAYER-2011-002481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 17 DAY BAYER
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Detailed Report
8112064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112064 NON-EXPEDITED N US-
BAYER-201041020NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, QD  BAYER

MIRENA S  BAYER

8112065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112065 NON-EXPEDITED N US-BAYER-2011-015440 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8112066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112066 NON-EXPEDITED N US-BAYER-2011-003090 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

8112067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112067 NON-EXPEDITED Y US-
BAYER-201039624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8112068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112068 NON-EXPEDITED N US-BAYER-2011-001734 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8112069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112069 NON-EXPEDITED N US-BAYER-2011-002538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8112070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112070 NON-EXPEDITED Y US-BAYER-2011-001419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
ACNE  

8112071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112071 NON-EXPEDITED N US-BAYER-2010-009068 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112072 NON-EXPEDITED N US-BAYER-2011-005815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, UNK  BAYER
POLYP  

8112073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112073 NON-EXPEDITED Y US-BAYER-2011-002491 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8112074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112074 NON-EXPEDITED Y US-BAYER-2011-002204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8112075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112075 NON-EXPEDITED N US-BAYER-2011-002097 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DIZZINESS  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
METRORRHAGIA  

8112079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112079 NON-EXPEDITED N US-BAYER-2011-015459 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8112081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112081 NON-EXPEDITED N US-BAYER-2011-025807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8112082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112082 NON-EXPEDITED N US-BAYER-2011-027271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8112083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112083 NON-EXPEDITED Y US-BAYER-2011-015969 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,466 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8112085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112085 NON-EXPEDITED N US-TEVA-298211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8112086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112086 NON-EXPEDITED N US-
BAYER-201030914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112087 NON-EXPEDITED Y US-
BAYER-201036468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8112088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112088 NON-EXPEDITED N US-BAYER-2011-002793 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8112089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112089 NON-EXPEDITED Y US-BAYER-2011-028200 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 330 DAY BAYER

8112090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112090 NON-EXPEDITED Y US-BAYER-2011-029181 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8112091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112091 NON-EXPEDITED N US-BAYER-2011-027565 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 2 DAY BAYER

8112092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112092 NON-EXPEDITED N US-BAYER-2011-027866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8112093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112093 NON-EXPEDITED N US-BAYER-2011-028384 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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Detailed Report
8112094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112094 NON-EXPEDITED Y US-BAYER-2011-027749 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8112095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112095 NON-EXPEDITED N US-BAYER-2011-028015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
MEDICAL DEVICE PAIN  

8112096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112096 NON-EXPEDITED N US-BAYER-2011-027566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S 20 µg, CONT  BAYER
WEIGHT INCREASED  

8112097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112097 NON-EXPEDITED Y US-BAYER-2011-016003 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112098 NON-EXPEDITED Y US-BAYER-2011-027562 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 409 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8112099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112099 NON-EXPEDITED Y US-BAYER-2011-031107 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 53 DAY BAYER

MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8112100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112100 NON-EXPEDITED Y US-BAYER-2011-028462 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 638 DAY BAYER

8112101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112101 NON-EXPEDITED Y US-BAYER-2011-002591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

8112106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112106 NON-EXPEDITED Y US-BAYER-2011-031846 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8112107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112107 NON-EXPEDITED N US-BAYER-2011-032475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112108 NON-EXPEDITED N US-BAYER-2011-031937 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 97 DAY BAYER
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Detailed Report
8112109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112109 NON-EXPEDITED N US-BAYER-2011-031581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 85 DAY BAYER

8112110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112110 NON-EXPEDITED N US-BAYER-2011-032425 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
FUNGAL INFECTION  
METRORRHAGIA  
URINARY TRACT INFECTION  

8112126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112126 NON-EXPEDITED N US-TEVA-298215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112185 NON-EXPEDITED N US-TEVA-298252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112198 NON-EXPEDITED N US-TEVA-298267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8112223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112223 NON-EXPEDITED N US-TEVA-298298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112250 NON-EXPEDITED N OT US-BAYER-2011-076325 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8112251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112251 NON-EXPEDITED N OT US-BAYER-2011-076625 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8112252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112252 NON-EXPEDITED Y OT US-BAYER-2011-076599 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8112255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112255 NON-EXPEDITED N US-BAYER-2011-077883 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER

8112257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112257 NON-EXPEDITED N US-BAYER-2011-077824 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8112259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112259 NON-EXPEDITED Y US-BAYER-2011-077886 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8112370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112370 NON-EXPEDITED N US-TEVA-298307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8112398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112398 DIRECT N LT,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S INTRAUTERINE 5 MTH
ACNE  
ANXIETY  
BLOOD TESTOSTERONE INCREASED  
BREAST PAIN  
CONDITION AGGRAVATED  
CRYING  
DEPRESSION  
DYSMENORRHOEA  
EMOTIONAL DISORDER  
FATIGUE  
HAIR GROWTH ABNORMAL  
HORMONE LEVEL ABNORMAL  
HOT FLUSH  
IMPAIRED WORK ABILITY  
INSOMNIA  
IRRITABILITY  
PANIC ATTACK  
PELVIC PAIN  
SCAR  
SUICIDAL IDEATION  
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Detailed Report
8112436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112436 NON-EXPEDITED N US-BAYER-2011-012411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
OVERWEIGHT  
WEIGHT DECREASED  

8112437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112437 NON-EXPEDITED N US-BAYER-2010-008283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8112438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112438 NON-EXPEDITED N US-BAYER-2011-003149 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8112440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112440 NON-EXPEDITED N US-
BAYER-201017690NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION FUNGAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
BREAST DISCHARGE  
BREAST TENDERNESS  
CHILLS  
GENITAL INFECTION BACTERIAL  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8112442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112442 NON-EXPEDITED N US-BAYER-2011-003645 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 32 DAY BAYER
DEVICE EXPULSION  

8112443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112443 NON-EXPEDITED N US-
BAYER-201029509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112444 NON-EXPEDITED N US-
BAYER-201023844NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN LOWER IBUPROFEN SODIUM C  

8112445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112445 NON-EXPEDITED N US-BAYER-2011-002580 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 69 DAY BAYER

8112446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112446 NON-EXPEDITED N US-
BAYER-201033687NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8112447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112447 NON-EXPEDITED N US-
BAYER-201019229NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8112448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112448 NON-EXPEDITED N US-
BAYER-201024818NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112449 NON-EXPEDITED Y US-
BAYER-201018009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8112450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112450 NON-EXPEDITED N US-BAYER-2011-001476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8112451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112451 NON-EXPEDITED Y US-
BAYER-201040853NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  

Page: 7,477 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8112453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112453 NON-EXPEDITED N US-BAYER-2011-005491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, UNK  BAYER

8112461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112461 NON-EXPEDITED N US-TEVA-298315USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112530 NON-EXPEDITED N US-TEVA-298325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112552 NON-EXPEDITED N US-TEVA-298345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112556 NON-EXPEDITED N US-TEVA-298329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ABNORMALITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8112597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112597 NON-EXPEDITED N US-TEVA-298342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8112715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112715 NON-EXPEDITED N US-TEVA-298340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8112945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112945 NON-EXPEDITED N US-TEVA-298339USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8112996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112996 NON-EXPEDITED N US-BAYER-2011-035563 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8112997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112997 NON-EXPEDITED Y US-BAYER-2011-024894 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE EXPULSION  

8112998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112998 NON-EXPEDITED N US-BAYER-2011-030452 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
METRORRHAGIA  
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Detailed Report
8112999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8112999 NON-EXPEDITED N US-
BAYER-201027408NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8113000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113000 NON-EXPEDITED N US-BAYER-2011-028177 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 366 DAY BAYER

8113001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113001 NON-EXPEDITED N US-
BAYER-201041192NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113002 NON-EXPEDITED N US-BAYER-2011-034895 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8113003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113003 NON-EXPEDITED Y US-BAYER-2011-027822 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8113004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113004 NON-EXPEDITED Y US-BAYER-2011-027799 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113005 NON-EXPEDITED N US-
BAYER-201031557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  
NAUSEA  
PREGNANCY ON CONTRACEPTIVE  
VOMITING IN PREGNANCY  

8113006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113006 NON-EXPEDITED N US-BAYER-2011-021573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg, CONT  BAYER

8113007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113007 NON-EXPEDITED N US-BAYER-2011-032913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
MUSCLE SPASMS  
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Detailed Report
8113008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113008 NON-EXPEDITED N US-BAYER-2011-027762 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8113009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113009 NON-EXPEDITED Y US-
BAYER-201040488NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8113010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113010 NON-EXPEDITED N US-BAYER-2011-029671 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8113011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113011 NON-EXPEDITED Y US-BAYER-2011-028203 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER

8113012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113012 NON-EXPEDITED N US-BAYER-2011-024650 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  

Page: 7,482 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8113013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113013 NON-EXPEDITED N US-BAYER-2011-028345 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  

8113014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113014 NON-EXPEDITED Y US-BAYER-2011-039558 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 84 DAY BAYER

8113017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113017 NON-EXPEDITED N US-BAYER-2011-056073 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8113018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113018 NON-EXPEDITED Y US-BAYER-2011-055646 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 94 DAY BAYER
COITAL BLEEDING  

8113020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113020 NON-EXPEDITED N US-BAYER-2011-056123 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8113022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113022 NON-EXPEDITED N US-BAYER-2011-039636 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8113023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113023 NON-EXPEDITED N US-BAYER-2011-032748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8113024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113024 NON-EXPEDITED N US-BAYER-2011-043310 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 640 DAY BAYER
MENORRHAGIA  

8113042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113042 NON-EXPEDITED Y US-
BAYER-201040348NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8113043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113043 NON-EXPEDITED N US-BAYER-2011-003231 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 196 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8113044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113044 NON-EXPEDITED Y US-BAYER-2011-028280 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 897 DAY BAYER
AMENORRHOEA  
MENSTRUAL DISORDER  

8113046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113046 NON-EXPEDITED Y US-BAYER-2010-006794 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113052 NON-EXPEDITED Y US-BAYER-2011-002210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  

8113053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113053 NON-EXPEDITED N US-
BAYER-201026581NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER
ACNE  
AMENORRHOEA  
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Detailed Report
8113054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113054 NON-EXPEDITED N US-BAYER-2010-009073 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8113081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113081 NON-EXPEDITED N US-TEVA-298458USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

EFFEXOR C ORAL  
ADDERALL C ORAL  
VITAMIN B12 C ORAL  
KLONOPIN C ORAL  

8113091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113091 NON-EXPEDITED N US-TEVA-298494USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8113094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113094 NON-EXPEDITED Y US-BAYER-2011-072307 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8113110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113110 NON-EXPEDITED N US-TEVA-298455USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVONORGESTREL S ORAL 1.5 Milligram;  

ADDERALL C  

8113128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113128 NON-EXPEDITED N US-BAYER-2011-016796 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
PRODUCT SHAPE ISSUE  

8113129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113129 NON-EXPEDITED Y US-BAYER-2011-071055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8113130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113130 NON-EXPEDITED N US-BAYER-2011-032506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

MIRENA S UNK  BAYER

8113131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113131 NON-EXPEDITED N US-BAYER-2011-016001 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8113141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113141 NON-EXPEDITED N US-BAYER-2011-050038 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8113142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113142 NON-EXPEDITED N US-BAYER-2011-034956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S 20 mcg/24hr, CONT  BAYER
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  

8113143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113143 NON-EXPEDITED N US-BAYER-2011-034796 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8113144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113144 NON-EXPEDITED N US-BAYER-2011-036950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
WEIGHT INCREASED  
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Detailed Report
8113145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113145 NON-EXPEDITED N US-BAYER-2011-041532 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8113146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113146 NON-EXPEDITED Y US-BAYER-2011-032525 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8113147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113147 NON-EXPEDITED Y US-BAYER-2011-034374 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8113148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113148 NON-EXPEDITED N US-BAYER-2011-037269 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8113150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113150 NON-EXPEDITED Y US-BAYER-2011-069678 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8113151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113151 NON-EXPEDITED N US-BAYER-2011-069676 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S  BAYER

8113152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113152 NON-EXPEDITED Y US-BAYER-2011-056598 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8113153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113153 NON-EXPEDITED Y US-BAYER-2011-060398 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113154 NON-EXPEDITED Y US-BAYER-2011-069754 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 115 DAY BAYER
ABDOMINAL DISCOMFORT  
DEVICE EXPULSION  

8113155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113155 NON-EXPEDITED N US-BAYER-2011-069686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER
MALAISE  
WHITE BLOOD CELL COUNT INCREASED  
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Detailed Report
8113156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113156 NON-EXPEDITED Y US-BAYER-2011-074075 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8113157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113157 NON-EXPEDITED Y US-BAYER-2011-073662 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8113159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113159 NON-EXPEDITED N US-BAYER-2011-062778 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8113160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113160 NON-EXPEDITED Y US-BAYER-2011-073251 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 191 DAY BAYER
DEVICE EXPULSION  
HEADACHE  

8113165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113165 NON-EXPEDITED N US-BAYER-2011-040079 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS GENERALISED  
URTICARIA  
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Detailed Report
8113167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113167 NON-EXPEDITED Y US-BAYER-2011-069751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 806 DAY BAYER
DEVICE EXPULSION  

8113239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113239 EXPEDITED (15-DAY) Y OT US-BAYER-2011-076743 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINITIS BACTERIAL  

8113240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113240 NON-EXPEDITED Y US-BAYER-2011-069766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113242 NON-EXPEDITED Y US-BAYER-2011-076888 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8113243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113243 NON-EXPEDITED Y US-BAYER-2011-070583 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER
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Detailed Report
8113247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113247 NON-EXPEDITED Y OT US-BAYER-2011-076301 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113248 NON-EXPEDITED Y OT US-BAYER-2011-077156 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 3 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
PROCTALGIA  

8113250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113250 NON-EXPEDITED N OT US-BAYER-2011-076768 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8113251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113251 NON-EXPEDITED N US-BAYER-2011-069976 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8113252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113252 NON-EXPEDITED Y OT US-BAYER-2011-077941 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 9 DAY BAYER
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Detailed Report
8113253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113253 NON-EXPEDITED N US-BAYER-2011-069780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8113254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113254 NON-EXPEDITED N US-BAYER-2011-071646 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113255 NON-EXPEDITED Y US-BAYER-2011-070029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113259 NON-EXPEDITED N OT US-BAYER-2011-076869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 938 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

8113261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113261 NON-EXPEDITED N US-BAYER-2011-076642 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 145 DAY BAYER
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Detailed Report
8113264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113264 NON-EXPEDITED N OT US-BAYER-2011-076591 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DIZZINESS  
HEADACHE  
MEDICAL DEVICE PAIN  
OVARIAN CYST  
SLEEP DISORDER  

8113265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113265 NON-EXPEDITED Y US-BAYER-2011-069899 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8113267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113267 NON-EXPEDITED N US-TEVA-298465USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8113416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113416 NON-EXPEDITED N US-BAYER-2011-061897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 240 DAY BAYER
DYSPAREUNIA  
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Detailed Report
8113444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113444 NON-EXPEDITED N US-TEVA-298464USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN NATURAL STOMACH CLEANSER C  

8113459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113459 NON-EXPEDITED N US-TEVA-298431USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8113481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113481 NON-EXPEDITED N US-TEVA-298451USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8113496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113496 NON-EXPEDITED Y US-BAYER-2011-047144 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113498 NON-EXPEDITED N US-BAYER-2011-019871 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8113499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113499 NON-EXPEDITED N US-BAYER-2011-047328 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
URTICARIA  

8113521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113521 NON-EXPEDITED N US-BAYER-2011-061839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113523 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-075906 42 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 1852 DAY BAYER
DYSMENORRHOEA MIRENA S INTRAUTERINE UNK 1 DAY BAYER
CERVICAL CYST  
DEVICE DIFFICULT TO USE  
UTERINE CERVIX STENOSIS  

8113542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113542 NON-EXPEDITED Y US-BAYER-2011-037045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8113543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113543 NON-EXPEDITED N US-BAYER-2011-019869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8113564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113564 NON-EXPEDITED N US-BAYER-2011-074394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8113568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113568 NON-EXPEDITED Y US-BAYER-2011-074376 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK 156 DAY BAYER
DEVICE EXPULSION  

8113595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113595 EXPEDITED (15-DAY) N OT US-BAYER-2011-076740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CYSTITIS  

8113598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113598 NON-EXPEDITED N US-BAYER-2011-047319 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
MEDICAL DEVICE DISCOMFORT  
PROCEDURAL PAIN  

8113600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113600 NON-EXPEDITED N US-TEVA-298457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8113624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113624 NON-EXPEDITED N US-TEVA-298534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  

8113629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113629 NON-EXPEDITED Y US-BAYER-2011-075969 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 140 DAY BAYER

8113630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113630 NON-EXPEDITED N US-BAYER-2011-076588 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113658 NON-EXPEDITED N US-BAYER-2011-010358 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8113659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113659 NON-EXPEDITED Y US-BAYER-2011-052982 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113660 NON-EXPEDITED Y US-BAYER-2011-040211 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 39 DAY BAYER
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Detailed Report
8113661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113661 NON-EXPEDITED N US-TEVA-298522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8113696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113696 NON-EXPEDITED N US-BAYER-2011-077890 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8113697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113697 NON-EXPEDITED Y US-BAYER-2011-069748 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT 1 DAY BAYER

8113700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113700 NON-EXPEDITED Y US-BAYER-2011-075978 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1577 DAY BAYER

8113725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113725 NON-EXPEDITED Y US-BAYER-2011-075999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8113730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113730 NON-EXPEDITED N US-BAYER-2011-002193 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8113731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113731 NON-EXPEDITED Y US-BAYER-2011-007073 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8113740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113740 NON-EXPEDITED N US-BAYER-2011-036306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8113741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113741 NON-EXPEDITED N US-BAYER-2011-034850 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8113742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113742 NON-EXPEDITED N US-BAYER-2011-036418 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S  BAYER

8113743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113743 NON-EXPEDITED N US-BAYER-2011-069702 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 26 DAY BAYER
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Detailed Report
8113744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113744 NON-EXPEDITED N US-BAYER-2011-069674 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8113745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113745 NON-EXPEDITED N US-BAYER-2011-036801 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113746 NON-EXPEDITED N US-BAYER-2011-047592 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER
PENIS INJURY  

8113747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113747 NON-EXPEDITED N US-BAYER-2011-069639 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113748 NON-EXPEDITED N US-BAYER-2011-068719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8113750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113750 NON-EXPEDITED Y US-BAYER-2011-047356 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER

8113751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113751 NON-EXPEDITED N US-BAYER-2011-019053 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT

(replacement unit)
 BAYER

8113778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113778 NON-EXPEDITED N US-BAYER-2011-057648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8113779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113779 NON-EXPEDITED Y US-
BAYER-201041075NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8113780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113780 NON-EXPEDITED N US-BAYER-2011-047597 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8113781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113781 NON-EXPEDITED N US-BAYER-2011-002189 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8113782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113782 NON-EXPEDITED Y US-BAYER-2011-047554 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113783 NON-EXPEDITED N US-BAYER-2011-021721 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113785 NON-EXPEDITED N US-BAYER-2011-048185 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8113786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113786 NON-EXPEDITED Y US-BAYER-2011-069753 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8113787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113787 NON-EXPEDITED N US-BAYER-2011-076616 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 52 mg, UNK  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8113788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113788 NON-EXPEDITED Y US-BAYER-2011-069629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 307 DAY BAYER
DEVICE EXPULSION  

8113830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113830 NON-EXPEDITED Y US-BAYER-2011-021092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113831 NON-EXPEDITED N US-BAYER-2011-035550 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER

8113832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113832 NON-EXPEDITED N US-BAYER-2011-043383 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
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Detailed Report
8113833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113833 NON-EXPEDITED N US-BAYER-2011-045902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

8113835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113835 NON-EXPEDITED N US-BAYER-2011-046819 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8113836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113836 NON-EXPEDITED Y US-BAYER-2011-047925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113837 NON-EXPEDITED Y US-BAYER-2011-045725 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

8113838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113838 NON-EXPEDITED Y US-BAYER-2011-046782 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8113839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113839 NON-EXPEDITED Y US-BAYER-2011-047323 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 32 DAY BAYER
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Detailed Report
8113840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113840 NON-EXPEDITED N US-BAYER-2011-069791 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 18 DAY BAYER
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  

8113841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113841 NON-EXPEDITED Y US-BAYER-2011-069743 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8113842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113842 NON-EXPEDITED N US-BAYER-2011-047540 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8113845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113845 NON-EXPEDITED N US-BAYER-2011-076877 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8113846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113846 NON-EXPEDITED Y US-BAYER-2011-069677 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8113847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8113847 NON-EXPEDITED Y US-BAYER-2011-076542 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

MIRENA S UNK  BAYER

8117474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8117474 DIRECT N HO,LT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIDDLE INSOMNIA PORTIA S ORAL PORTIA 0.15/30MCG

TAB ONE A DAY ORAL
10 YR TEVA

CEREBROVASCULAR ACCIDENT  
HEADACHE  
INTRACRANIAL VENOUS SINUS THROMBOSIS  

8853599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853599 NON-EXPEDITED US-BAYER-2011-026491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8853601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853601 NON-EXPEDITED US-BAYER-2011-026532 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Menorrhagia  

8853602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853602 NON-EXPEDITED US-BAYER-2011-015684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8853603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853603 NON-EXPEDITED US-BAYER-2011-019274 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8853617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853617 NON-EXPEDITED US-BAYER-2011-026564 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853618 NON-EXPEDITED US-BAYER-2011-027508 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8853620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853620 NON-EXPEDITED US-BAYER-2011-027516 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8853621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853621 NON-EXPEDITED US-BAYER-2011-026574 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853622 NON-EXPEDITED US-BAYER-2011-016480 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8853624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853624 NON-EXPEDITED US-BAYER-2011-025916 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

Mirena S UNK  BAYER

8853625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853625 NON-EXPEDITED US-BAYER-2011-026569 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853626 NON-EXPEDITED US-BAYER-2011-025801 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8853645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853645 NON-EXPEDITED US-BAYER-2011-025919 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2011 8853683 NON-EXPEDITED US-BAYER-2011-026819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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6514893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 6514893 EXPEDITED (15-DAY) N OT US-
BAYER-200716900NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
819 DAY BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
DISCOMFORT  
DYSMENORRHOEA  
DYSPAREUNIA  
ENDOMETRIOSIS  
INFERTILITY FEMALE  
PELVIC ADHESIONS  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
PREMATURE MENOPAUSE  
PROCEDURAL PAIN  

8042453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8042453 NON-EXPEDITED Y US-BAYER-2011-002217 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8046199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8046199 NON-EXPEDITED Y OT US-BAYER-2011-061567 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
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8067037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8067037 NON-EXPEDITED N US-TEVA-294523USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8080260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8080260 NON-EXPEDITED N US-TEVA-295036USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8080711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8080711 NON-EXPEDITED N US-TEVA-295285USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR VITAMINS NOS C  

8096101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8096101 NON-EXPEDITED N US-TEVA-296943USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
MENSTRUATION IRREGULAR  
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8097564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8097564 NON-EXPEDITED Y US-BAYER-2011-048168 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 258 DAY BAYER
DEVICE EXPULSION  

8098135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8098135 NON-EXPEDITED N US-TEVA-297033USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULCER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8099435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8099435 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-072007 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE UNK 3650 DAY BAYER
HEPATITIS LEVOTHYROXINE SODIUM C Daily dose 100 µg 3650 DAY
BLOOD PRESSURE ABNORMAL  
SLEEP DISORDER  
THYROID FUNCTION TEST ABNORMAL  
VISUAL IMPAIRMENT  

8101793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8101793 NON-EXPEDITED N US-TEVA-297407USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8104130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8104130 NON-EXPEDITED Y US-BAYER-2011-050606 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 222 DAY BAYER

8106919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8106919 NON-EXPEDITED N US-TEVA-297882USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8114117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114117 NON-EXPEDITED N US-TEVA-298535USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BENZACLIN C TOPICAL 1 Percent;  
DIFFERIN C TOPICAL 3 Percent;  

8114120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114120 NON-EXPEDITED N US-TEVA-298537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114124 NON-EXPEDITED N US-TEVA-298545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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8114133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114133 NON-EXPEDITED N US-TEVA-298559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114139 NON-EXPEDITED N US-TEVA-298562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114151 NON-EXPEDITED N US-TEVA-298565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114296 NON-EXPEDITED N US-TEVA-298548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114348 NON-EXPEDITED N US-TEVA-298564USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114377 NON-EXPEDITED N US-TEVA-298569USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8114473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114473 NON-EXPEDITED N US-TEVA-298571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8114548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114548 NON-EXPEDITED N US-TEVA-298567USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8114586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114586 NON-EXPEDITED N US-TEVA-298538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

8114622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114622 NON-EXPEDITED N US-TEVA-298570USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8114630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114630 NON-EXPEDITED N US-TEVA-298568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HUNGER  
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8114679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114679 NON-EXPEDITED N US-TEVA-298563USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION ZYRTEC C  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8114697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114697 NON-EXPEDITED N US-
BAYER-201025088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114698 NON-EXPEDITED Y US-
BAYER-201025066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8114699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114699 NON-EXPEDITED Y US-
BAYER-201023719NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DEVICE EXPULSION  
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8114700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114700 NON-EXPEDITED N US-
BAYER-201016900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114701 NON-EXPEDITED Y US-
BAYER-201022557NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLADDER PAIN  
VAGINAL DISCHARGE  

8114702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114702 NON-EXPEDITED N US-
BAYER-201032733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8114703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114703 NON-EXPEDITED Y US-
BAYER-201025281NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114704 NON-EXPEDITED N US-
BAYER-201030832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8114705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114705 NON-EXPEDITED Y US-
BAYER-201025346NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8114706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114706 NON-EXPEDITED Y US-
BAYER-201027449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 584 DAY BAYER
DEVICE EXPULSION  

8114707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114707 NON-EXPEDITED N US-
BAYER-201032392NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
DYSPAREUNIA  

8114708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114708 NON-EXPEDITED N US-
BAYER-201023288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
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8114710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114710 NON-EXPEDITED N US-
BAYER-201023799NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8114711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114711 NON-EXPEDITED Y US-
BAYER-201019557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8114712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114712 NON-EXPEDITED N US-
BAYER-201025062NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8114713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114713 NON-EXPEDITED N US-
BAYER-201024456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
UTERINE LEIOMYOMA  
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Detailed Report
8114714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114714 NON-EXPEDITED Y US-
BAYER-201032629NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 528 DAY BAYER

8114715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114715 NON-EXPEDITED Y US-
BAYER-201018308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8114716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114716 NON-EXPEDITED Y US-
BAYER-201017990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8114717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114717 NON-EXPEDITED N US-
BAYER-201022926NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114718 NON-EXPEDITED N US-
BAYER-201024184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
INCONTINENCE  
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Detailed Report
8114719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114719 NON-EXPEDITED N US-
BAYER-201020488NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114720 NON-EXPEDITED N US-
BAYER-201024730NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
UTERINE SPASM  

8114721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114721 NON-EXPEDITED Y US-BAYER-2011-004462 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER
AFFECT LABILITY  
DEPRESSION  
DYSMENORRHOEA  
PAIN  

8114722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114722 NON-EXPEDITED N US-
BAYER-201040762NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8114723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114723 NON-EXPEDITED N US-BAYER-2011-034818 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL UNK 22 DAY BAYER

8114724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114724 NON-EXPEDITED N US-BAYER-2011-033092 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER

8114725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114725 NON-EXPEDITED N US-BAYER-2011-033085 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 14 DAY BAYER
DEVICE DISLOCATION  
DIZZINESS  
METRORRHAGIA  

8114726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114726 NON-EXPEDITED Y US-BAYER-2011-034598 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER
ABDOMINAL PAIN LOWER  

8114727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114727 NON-EXPEDITED Y US-BAYER-2011-029330 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE ISSUE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8114728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114728 NON-EXPEDITED N US-BAYER-2011-034151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S 20 µg, CONT  BAYER

8114729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114729 NON-EXPEDITED N US-BAYER-2011-034807 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20 µg, CONT  BAYER
BREAST TENDERNESS MIRENA S 20 µg, CONT 42 DAY BAYER
ABDOMINAL DISTENSION  
ACNE  
BACK PAIN  
RASH  
WEIGHT INCREASED  

8114731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114731 NON-EXPEDITED N US-BAYER-2011-002570 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S 20 mcg/24hr, UNK  BAYER

8114732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114732 NON-EXPEDITED N US-BAYER-2011-011388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114733 NON-EXPEDITED N US-BAYER-2011-003240 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8114734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114734 NON-EXPEDITED N US-BAYER-2010-008080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114735 NON-EXPEDITED Y US-
BAYER-201033887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 667 DAY BAYER
MENORRHAGIA  

8114736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114736 NON-EXPEDITED N US-
BAYER-201040845NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8114737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114737 NON-EXPEDITED N US-BAYER-2011-029238 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 6 DAY BAYER

8114738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114738 NON-EXPEDITED Y US-
BAYER-201037566NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8114739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114739 NON-EXPEDITED Y US-
BAYER-201035826NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114740 NON-EXPEDITED N US-BAYER-2011-002214 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER

8114741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114741 NON-EXPEDITED N US-BAYER-2011-028778 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER

8114742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114742 NON-EXPEDITED N US-BAYER-2011-006553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 457 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8114744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114744 NON-EXPEDITED Y US-BAYER-2011-003242 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8114745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114745 NON-EXPEDITED N US-BAYER-2011-004271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S UNK  BAYER

8114746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114746 NON-EXPEDITED Y US-BAYER-2011-028296 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 313 DAY BAYER

8114747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114747 NON-EXPEDITED Y US-
BAYER-201040210NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
FATIGUE  
HEART RATE INCREASED  
MOOD SWINGS  
SEBORRHOEA  
WEIGHT INCREASED  

8114748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114748 NON-EXPEDITED Y US-
BAYER-201040620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8114750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114750 NON-EXPEDITED N US-BAYER-2011-003982 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
DEVICE EXPULSION  

8114751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114751 NON-EXPEDITED N US-BAYER-2011-028413 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER

8114752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114752 NON-EXPEDITED N US-
BAYER-201031560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY;

CONTINUOUS
 BAYER

AMENORRHOEA  
FATIGUE  
INCREASED APPETITE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8114753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114753 NON-EXPEDITED Y US-BAYER-2011-003239 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER
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Detailed Report
8114754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114754 NON-EXPEDITED N US-BAYER-2011-029071 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114755 NON-EXPEDITED N US-BAYER-2011-028497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  

8114756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114756 NON-EXPEDITED N US-BAYER-2011-002571 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MENOMETRORRHAGIA MIRENA S  BAYER
UTERINE SPASM  

8114758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114758 NON-EXPEDITED Y US-BAYER-2011-032747 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 69 DAY BAYER

8114759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114759 NON-EXPEDITED Y US-BAYER-2011-009994 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S  BAYER
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Detailed Report
8114760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114760 NON-EXPEDITED Y US-BAYER-2011-028915 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 32 DAY BAYER

8114761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114761 NON-EXPEDITED N US-BAYER-2011-007199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
HYPERHIDROSIS  
SKIN ODOUR ABNORMAL  

8114762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114762 NON-EXPEDITED N US-BAYER-2011-007189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
COMPLICATION OF DEVICE INSERTION  
COMPLICATION OF DEVICE REMOVAL  
DISCOMFORT  

8114763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114763 NON-EXPEDITED Y US-BAYER-2011-029256 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 5 DAY BAYER

8114764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114764 NON-EXPEDITED Y US-
BAYER-201040859NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8114766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114766 NON-EXPEDITED Y US-BAYER-2011-028831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 260 DAY BAYER

8114767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114767 NON-EXPEDITED Y US-BAYER-2011-028561 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 61 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8114768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114768 NON-EXPEDITED N US-BAYER-2011-008661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S 20 mcg/24hr, UNK  BAYER
HYPOMENORRHOEA  

8114769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114769 NON-EXPEDITED N US-BAYER-2011-002578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
COITAL BLEEDING  
MENSTRUATION IRREGULAR  

8114770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114770 NON-EXPEDITED N US-BAYER-2011-007181 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
HYPERTRICHOSIS  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8114771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114771 NON-EXPEDITED Y US-BAYER-2011-029588 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE ISSUE  

8114772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114772 NON-EXPEDITED N US-
BAYER-201040847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8114773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114773 NON-EXPEDITED Y US-BAYER-2011-028368 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8114776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114776 NON-EXPEDITED N US-BAYER-2011-032925 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 48 DAY BAYER

8114777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114777 NON-EXPEDITED N US-BAYER-2011-032893 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 51 DAY BAYER
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Detailed Report
8114778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114778 NON-EXPEDITED N US-BAYER-2011-031600 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 346 DAY BAYER

8114779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114779 NON-EXPEDITED Y US-BAYER-2011-031124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 346 DAY BAYER

8114780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114780 NON-EXPEDITED N US-BAYER-2011-033351 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8114782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114782 NON-EXPEDITED Y US-BAYER-2011-028289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8114783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114783 NON-EXPEDITED Y US-BAYER-2011-007171 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S UNK  BAYER
MENSTRUATION DELAYED  

8114784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114784 NON-EXPEDITED N US-BAYER-2011-028953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8114786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114786 NON-EXPEDITED N US-BAYER-2011-033785 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 79 DAY BAYER

8114787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114787 NON-EXPEDITED Y US-BAYER-2011-031076 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114816 NON-EXPEDITED N US-BAYER-2011-036638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8114817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114817 NON-EXPEDITED Y US-BAYER-2011-037334 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8114818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114818 NON-EXPEDITED Y US-BAYER-2011-036426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER

8114819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114819 NON-EXPEDITED Y US-BAYER-2011-036921 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 120 DAY BAYER
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Detailed Report
8114820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114820 NON-EXPEDITED N US-BAYER-2011-035574 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 28 DAY BAYER

8114821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114821 NON-EXPEDITED N US-BAYER-2011-035757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE  

8114822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114822 NON-EXPEDITED N US-BAYER-2011-069636 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8114823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114823 NON-EXPEDITED N US-BAYER-2011-069658 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8114824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114824 NON-EXPEDITED N US-BAYER-2011-058617 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8114825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114825 NON-EXPEDITED N US-BAYER-2011-069769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER
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Detailed Report
8114826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114826 NON-EXPEDITED N US-BAYER-2011-069788 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
DEVICE EXPULSION  

8114827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114827 NON-EXPEDITED Y US-BAYER-2011-069763 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114828 NON-EXPEDITED Y US-BAYER-2011-043039 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
PAIN  

8114829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114829 NON-EXPEDITED N US-BAYER-2011-047199 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114830 NON-EXPEDITED N US-BAYER-2011-069637 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8114831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114831 NON-EXPEDITED Y US-BAYER-2011-069700 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8114832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114832 NON-EXPEDITED N US-BAYER-2011-046740 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8114833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114833 NON-EXPEDITED Y US-BAYER-2011-069825 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8114834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114834 NON-EXPEDITED Y US-BAYER-2011-070162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8114835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114835 NON-EXPEDITED Y OT US-BAYER-2011-060466 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
POLYMENORRHOEA  
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Detailed Report
8114836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114836 NON-EXPEDITED N US-BAYER-2011-069900 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8114837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114837 NON-EXPEDITED N US-BAYER-2011-069760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8114838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114838 NON-EXPEDITED N US-TEVA-298558USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR INDERAL C  
DIZZINESS  
HEADACHE  
PELVIC PAIN  

8114839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114839 NON-EXPEDITED N US-BAYER-2011-070496 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 203 DAY BAYER

8114841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114841 EXPEDITED (15-DAY) N OT US-BAYER-2011-076710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S UNK 61 DAY BAYER
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Detailed Report
8114859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114859 NON-EXPEDITED N US-
BAYER-201017789NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

8114860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114860 NON-EXPEDITED N US-BAYER-2011-001965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
VAGINAL ODOUR  

8114861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114861 NON-EXPEDITED Y US-
BAYER-201018442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 178 DAY BAYER

8114862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114862 NON-EXPEDITED N US-BAYER-2010-009285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8114863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114863 NON-EXPEDITED N US-
BAYER-201041159NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER

8114864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114864 NON-EXPEDITED Y US-BAYER-2011-002190 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  

8114865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114865 NON-EXPEDITED Y US-
BAYER-201040617NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER

8114866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114866 NON-EXPEDITED Y US-
BAYER-201017746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8114867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114867 NON-EXPEDITED N US-BAYER-2011-003118 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
8114868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114868 NON-EXPEDITED N US-BAYER-2010-009158 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUBCUTANEOUS ABSCESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL DISCHARGE  

8114870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114870 NON-EXPEDITED Y US-
BAYER-201033231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8114876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114876 NON-EXPEDITED N US-
BAYER-201021677NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8114877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114877 NON-EXPEDITED Y US-BAYER-2011-002472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114878 NON-EXPEDITED N US-BAYER-2011-003103 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX HAEMORRHAGE UTERINE MIRENA S UNK 1 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL
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Detailed Report
8114880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114880 NON-EXPEDITED Y US-BAYER-2011-003952 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 393 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8114881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114881 NON-EXPEDITED N US-BAYER-2011-005495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S 0 mcg/24hr, UNK  BAYER
MENSTRUATION IRREGULAR  

8114882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114882 NON-EXPEDITED Y US-BAYER-2011-006451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, QD 38 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE PAIN  

8114883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114883 NON-EXPEDITED Y US-BAYER-2011-002941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S UNK 32 DAY BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
FATIGUE  
MOOD SWINGS  
MUSCLE SPASMS  
PAIN  
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Detailed Report
8114923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114923 NON-EXPEDITED N US-BAYER-2011-009990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
HYPOAESTHESIA  

8114924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114924 NON-EXPEDITED N US-BAYER-2011-012583 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114925 NON-EXPEDITED N US-BAYER-2011-009157 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114926 NON-EXPEDITED Y US-BAYER-2011-016032 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114927 NON-EXPEDITED N US-BAYER-2011-012782 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8114928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114928 NON-EXPEDITED Y US-BAYER-2011-005482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S  BAYER

COUMADIN C  
PLAQUENIL C  

8114929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114929 NON-EXPEDITED Y US-BAYER-2011-017096 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114930 NON-EXPEDITED N US-BAYER-2011-014481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK  BAYER
UTERINE SPASM  

8114931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114931 NON-EXPEDITED N US-BAYER-2011-010818 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
HEADACHE  

8114932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114932 NON-EXPEDITED N US-BAYER-2011-012537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8114933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114933 NON-EXPEDITED N US-BAYER-2011-016527 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
DEVICE EXPULSION  

8114934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114934 NON-EXPEDITED Y US-BAYER-2011-012879 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114935 NON-EXPEDITED Y US-BAYER-2011-007062 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8114936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114936 NON-EXPEDITED N US-BAYER-2011-009991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
VAGINAL DISCHARGE  
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Detailed Report
8114937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114937 NON-EXPEDITED Y US-BAYER-2011-016434 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
GENITAL HAEMORRHAGE  
MOOD SWINGS  
VAGINAL DISCHARGE  

8114938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114938 NON-EXPEDITED N US-BAYER-2011-016549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
ABDOMINAL PAIN LOWER  

8114939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114939 NON-EXPEDITED N US-BAYER-2011-016538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
PENILE PAIN  

8114946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114946 NON-EXPEDITED N US-
BAYER-201024651NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8114948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114948 NON-EXPEDITED Y US-BAYER-2011-015090 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

AMOXICILLIN C  

8114949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114949 NON-EXPEDITED N US-BAYER-2011-016156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114950 NON-EXPEDITED N US-BAYER-2011-012887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114951 NON-EXPEDITED N US-BAYER-2011-015035 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8114952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114952 NON-EXPEDITED N US-BAYER-2011-012518 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114953 NON-EXPEDITED Y US-BAYER-2011-015362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S 20 mcg/24hr, UNK 35 DAY BAYER
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Detailed Report
8114954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114954 NON-EXPEDITED N US-BAYER-2011-010223 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
NIGHT SWEATS MIRENA S  BAYER
BREAST TENDERNESS  
HOT FLUSH  
PYREXIA  

8114955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114955 NON-EXPEDITED Y US-BAYER-2011-012773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8114956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114956 NON-EXPEDITED Y US-BAYER-2011-015920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8114957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114957 NON-EXPEDITED N US-BAYER-2011-003226 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114961 NON-EXPEDITED N US-TEVA-298697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8114973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114973 NON-EXPEDITED N US-BAYER-2011-033357 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 149 DAY BAYER

8114974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114974 NON-EXPEDITED Y US-BAYER-2011-017167 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114975 NON-EXPEDITED N US-BAYER-2011-036644 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
UTERINE SPASM  

8114976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114976 NON-EXPEDITED Y US-BAYER-2011-020911 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8114977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114977 NON-EXPEDITED N US-BAYER-2011-021345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114978 NON-EXPEDITED Y US-BAYER-2011-031847 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8114980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114980 NON-EXPEDITED N US-BAYER-2011-016871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8114981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114981 NON-EXPEDITED N US-BAYER-2011-038212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114982 NON-EXPEDITED Y US-BAYER-2011-031913 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 133 DAY BAYER

8114983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114983 NON-EXPEDITED Y US-BAYER-2011-030176 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8114984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114984 NON-EXPEDITED Y US-BAYER-2011-063387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING MIRENA S  BAYER

8114985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114985 NON-EXPEDITED Y US-BAYER-2011-030624 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8114986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114986 NON-EXPEDITED Y US-BAYER-2011-034892 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

8114988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114988 NON-EXPEDITED N US-BAYER-2011-031040 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8114989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114989 NON-EXPEDITED Y US-BAYER-2011-034870 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 56 DAY BAYER

MIRENA S  BAYER

8114990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114990 NON-EXPEDITED N US-BAYER-2011-036944 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg, CONT  BAYER

8114991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114991 NON-EXPEDITED Y US-BAYER-2011-031560 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8114992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114992 NON-EXPEDITED Y US-BAYER-2011-030661 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

MIRENA S  BAYER

8114994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8114994 NON-EXPEDITED Y US-BAYER-2011-033440 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8115000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115000 NON-EXPEDITED Y US-BAYER-2011-030645 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 77 DAY BAYER

8115001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115001 NON-EXPEDITED N US-BAYER-2011-039506 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115002 NON-EXPEDITED N US-BAYER-2011-030946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  

8115003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115003 NON-EXPEDITED Y US-BAYER-2011-030097 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8115004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115004 NON-EXPEDITED N US-BAYER-2011-034835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIPIDS INCREASED MIRENA S 20 µg, CONT  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
GASTRITIS  

8115005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115005 NON-EXPEDITED Y US-BAYER-2011-030884 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8115006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115006 NON-EXPEDITED N US-BAYER-2011-020085 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8115007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115007 NON-EXPEDITED N US-BAYER-2011-035642 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8115008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115008 NON-EXPEDITED N US-BAYER-2011-035132 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8115009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115009 NON-EXPEDITED Y US-BAYER-2011-030886 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER

8115010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115010 NON-EXPEDITED Y US-BAYER-2011-021330 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 70 DAY BAYER

8115011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115011 NON-EXPEDITED N US-BAYER-2011-031012 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mcg/24hr, CONT  BAYER

8115012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115012 NON-EXPEDITED N US-BAYER-2011-034759 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S VAGINAL UNK  BAYER
ABDOMINAL PAIN UPPER  
OLIGOMENORRHOEA  

8115013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115013 NON-EXPEDITED N US-BAYER-2011-037673 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8115014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115014 NON-EXPEDITED N US-BAYER-2011-037643 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8115045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115045 NON-EXPEDITED Y US-BAYER-2011-073081 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S  BAYER

8115046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115046 NON-EXPEDITED N US-BAYER-2011-039307 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER

MIRENA S  BAYER

8115047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115047 NON-EXPEDITED Y US-BAYER-2011-071964 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8115048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115048 NON-EXPEDITED N US-BAYER-2011-038683 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8115062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115062 NON-EXPEDITED N US-BAYER-2011-047203 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8115064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115064 NON-EXPEDITED N US-BAYER-2011-037695 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

8115065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115065 NON-EXPEDITED N US-BAYER-2011-046514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8115066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115066 NON-EXPEDITED N US-BAYER-2011-076706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HOT FLUSH  
HYPERHIDROSIS  
NAUSEA  

8115068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115068 NON-EXPEDITED Y US-BAYER-2011-046744 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8115069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115069 NON-EXPEDITED N US-BAYER-2011-041533 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8115070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115070 NON-EXPEDITED Y US-BAYER-2011-045722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  

8115071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115071 NON-EXPEDITED N US-BAYER-2011-012723 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8115073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115073 NON-EXPEDITED N US-BAYER-2011-077294 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 77 DAY BAYER

8115078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115078 NON-EXPEDITED Y OT US-BAYER-2011-077842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK  BAYER

8115079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115079 NON-EXPEDITED Y US-BAYER-2011-077591 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8115083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115083 NON-EXPEDITED N OT GU-BAYER-2011-077196 Female GUM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8115086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115086 NON-EXPEDITED Y US-BAYER-2011-040871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 926 DAY BAYER

8115087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115087 NON-EXPEDITED N US-BAYER-2011-076668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8115088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115088 NON-EXPEDITED N US-BAYER-2011-041424 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115089 NON-EXPEDITED N US-BAYER-2011-046699 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PRURITUS GENERALISED  

8115090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115090 NON-EXPEDITED Y US-BAYER-2011-040956 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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Detailed Report
8115091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115091 NON-EXPEDITED N US-BAYER-2011-020567 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8115092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115092 NON-EXPEDITED N US-BAYER-2011-078656 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115094 NON-EXPEDITED N OT BR-BAYER-2011-076544 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA LEVOTHYROXINE SODIUM C ORAL 1 DF, QD  
METRORRHAGIA  

8115097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115097 NON-EXPEDITED Y US-BAYER-2011-077751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S 20 mcg/24hr, CONT 953 DAY BAYER

8115112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115112 NON-EXPEDITED N US-TEVA-298686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8115122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115122 NON-EXPEDITED N US-BAYER-2011-047626 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115123 NON-EXPEDITED N US-BAYER-2011-047193 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MEDICAL DEVICE PAIN  
METRORRHAGIA  

8115124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115124 NON-EXPEDITED Y US-BAYER-2011-046824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115125 NON-EXPEDITED N US-BAYER-2011-047595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115126 NON-EXPEDITED Y US-BAYER-2011-047598 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 116 DAY BAYER
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Detailed Report
8115127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115127 NON-EXPEDITED N US-BAYER-2011-047187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
VAGINAL HAEMORRHAGE  

8115145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115145 NON-EXPEDITED N US-BAYER-2011-061578 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8115146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115146 NON-EXPEDITED N US-BAYER-2011-003642 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
MENORRHAGIA  

8115147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115147 NON-EXPEDITED Y US-BAYER-2011-061833 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8115148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115148 NON-EXPEDITED N US-BAYER-2011-061694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8115149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115149 NON-EXPEDITED N US-BAYER-2011-068608 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
DEVICE EXPULSION  

8115150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115150 NON-EXPEDITED Y US-BAYER-2011-045490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DAMAGE  
MEDICAL DEVICE COMPLICATION  

8115151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115151 NON-EXPEDITED N US-BAYER-2011-030696 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 88 DAY BAYER

MIRENA S  BAYER

8115152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115152 NON-EXPEDITED Y US-BAYER-2011-006455 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8115153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115153 NON-EXPEDITED Y US-BAYER-2011-047324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 23 DAY BAYER

Page: 7,562 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8115154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115154 NON-EXPEDITED N US-BAYER-2011-017296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CONSTIPATION  
HEADACHE  
INSOMNIA  
NAUSEA  
PAIN IN EXTREMITY  

8115155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115155 NON-EXPEDITED Y US-BAYER-2011-037638 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 248 DAY BAYER

MIRENA S  BAYER

8115156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115156 NON-EXPEDITED Y US-BAYER-2011-029385 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8115157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115157 NON-EXPEDITED N US-BAYER-2011-026820 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115176 NON-EXPEDITED N US-TEVA-298572USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8115267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115267 NON-EXPEDITED Y US-BAYER-2011-069996 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8115268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115268 NON-EXPEDITED N US-BAYER-2011-069928 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8115269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115269 NON-EXPEDITED N US-BAYER-2011-069642 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PROCEDURAL PAIN  

8115273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115273 NON-EXPEDITED N US-BAYER-2011-077344 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115274 NON-EXPEDITED N US-BAYER-2011-077775 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115275 NON-EXPEDITED N US-BAYER-2011-077270 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER
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Detailed Report
8115276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115276 NON-EXPEDITED Y OT US-BAYER-2011-077724 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 2 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

8115277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115277 NON-EXPEDITED Y US-BAYER-2011-077340 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8115279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115279 NON-EXPEDITED Y OT US-BAYER-2011-077398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  

8115300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115300 NON-EXPEDITED N US-TEVA-298631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115301 NON-EXPEDITED N US-BAYER-2011-077846 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 0.02 mg, QD 1 DAY BAYER
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Detailed Report
8115303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115303 NON-EXPEDITED N OT US-BAYER-2011-077776 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115304 NON-EXPEDITED N OT US-BAYER-2011-077803 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8115331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115331 NON-EXPEDITED N US-BAYER-2011-037720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8115332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115332 NON-EXPEDITED Y OT US-BAYER-2011-076675 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER

8115336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115336 NON-EXPEDITED N US-BAYER-2011-076839 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115370 NON-EXPEDITED N US-TEVA-298645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8115375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115375 NON-EXPEDITED N US-BAYER-2011-070507 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8115376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115376 NON-EXPEDITED Y US-BAYER-2011-070591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115377 NON-EXPEDITED N US-BAYER-2011-070098 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S INTRAUTERINE  BAYER

8115400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115400 NON-EXPEDITED Y US-BAYER-2011-078552 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8115401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115401 NON-EXPEDITED N US-BAYER-2011-077243 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8115402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115402 NON-EXPEDITED N US-BAYER-2011-074080 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 52 DAY BAYER
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Detailed Report
8115403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115403 NON-EXPEDITED N US-BAYER-2011-077349 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 298 DAY BAYER

8115404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115404 NON-EXPEDITED N US-BAYER-2011-076635 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115405 NON-EXPEDITED Y US-BAYER-2011-074136 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8115407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115407 NON-EXPEDITED N US-BAYER-2011-076062 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8115409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115409 NON-EXPEDITED N US-BAYER-2011-076678 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8115410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115410 NON-EXPEDITED Y US-BAYER-2011-077193 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD  BAYER
ABDOMINAL PAIN  
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Detailed Report
8115413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115413 NON-EXPEDITED N US-BAYER-2011-077830 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115435 NON-EXPEDITED N US-TEVA-298683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115444 NON-EXPEDITED N US-BAYER-2011-073658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115448 NON-EXPEDITED N US-BAYER-2011-071678 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 0.02 mg, QD  BAYER

8115450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115450 NON-EXPEDITED N US-BAYER-2011-072198 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 182 DAY BAYER

MIRENA S  BAYER

8115453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115453 NON-EXPEDITED N US-BAYER-2011-071456 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
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8115454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115454 NON-EXPEDITED Y US-BAYER-2011-072281 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE EXPULSION  

8115457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115457 NON-EXPEDITED N US-BAYER-2011-071705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8115458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115458 NON-EXPEDITED N US-BAYER-2011-071965 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK UNK, CONT  BAYER

8115459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115459 NON-EXPEDITED N US-BAYER-2011-077878 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8115461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115461 NON-EXPEDITED N US-BAYER-2011-072194 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8115464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115464 NON-EXPEDITED N US-BAYER-2011-071728 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8115470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115470 NON-EXPEDITED Y US-BAYER-2011-071509 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 1 u, UNK  BAYER
ABDOMINAL PAIN  
DYSMENORRHOEA  

8115471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115471 NON-EXPEDITED Y US-BAYER-2011-073468 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER

8115472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115472 NON-EXPEDITED N US-BAYER-2011-074357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8115473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115473 NON-EXPEDITED N US-BAYER-2011-074813 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.052 mg, UNK 23 DAY BAYER

8115474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115474 NON-EXPEDITED N US-BAYER-2011-073702 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8115475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115475 NON-EXPEDITED N US-BAYER-2011-074100 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 17 DAY BAYER
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Detailed Report
8115521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115521 NON-EXPEDITED N US-BAYER-2011-072298 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115522 NON-EXPEDITED N US-BAYER-2011-072674 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8115523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115523 NON-EXPEDITED N US-BAYER-2011-073563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8115526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115526 NON-EXPEDITED N US-BAYER-2011-073434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8115530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115530 NON-EXPEDITED N US-BAYER-2011-076720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115531 NON-EXPEDITED N US-BAYER-2011-076896 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, QD 1 DAY BAYER
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Detailed Report
8115533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115533 NON-EXPEDITED N US-TEVA-298653USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8115545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115545 NON-EXPEDITED Y US-BAYER-2011-070884 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115546 NON-EXPEDITED N US-BAYER-2011-070841 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115548 EXPEDITED (15-DAY) Y OT US-BAYER-2011-077384 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER

8115550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115550 NON-EXPEDITED Y US-BAYER-2011-071053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MENORRHAGIA  

8115551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115551 NON-EXPEDITED Y US-BAYER-2011-071495 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 124 DAY BAYER
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Detailed Report
8115555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115555 NON-EXPEDITED N US-TEVA-298632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115568 NON-EXPEDITED Y US-BAYER-2011-077692 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1018 DAY BAYER

8115595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115595 NON-EXPEDITED N US-TEVA-298753USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN ATTENTION DEFICIT
DISORDER MEDICATION

C  

8115596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115596 NON-EXPEDITED Y US-BAYER-2011-073785 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S UNK 1 DAY BAYER

8115599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115599 NON-EXPEDITED N US-BAYER-2011-005844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  
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Detailed Report
8115600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115600 NON-EXPEDITED Y US-BAYER-2011-010897 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115603 NON-EXPEDITED Y US-BAYER-2011-076127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115604 NON-EXPEDITED Y US-BAYER-2011-073472 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8115605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115605 NON-EXPEDITED N US-BAYER-2011-074606 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER

8115606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115606 NON-EXPEDITED N US-BAYER-2011-077681 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115607 NON-EXPEDITED N US-BAYER-2011-002792 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
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Detailed Report
8115608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115608 NON-EXPEDITED Y US-BAYER-2011-074120 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 130 DAY BAYER

8115612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115612 NON-EXPEDITED N US-BAYER-2011-012098 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  
UTERINE HYPOTONUS  

8115631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115631 NON-EXPEDITED Y US-BAYER-2011-046684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8115635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115635 NON-EXPEDITED Y US-BAYER-2011-070345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC FLOOR MUSCLE WEAKNESS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8115637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115637 NON-EXPEDITED N US-BAYER-2011-074057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER
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Detailed Report
8115638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115638 NON-EXPEDITED N US-BAYER-2011-072431 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8115643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115643 NON-EXPEDITED N US-TEVA-298504USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8115658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115658 NON-EXPEDITED N US-BAYER-2011-016879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115659 NON-EXPEDITED N US-BAYER-2011-022485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115660 NON-EXPEDITED N US-BAYER-2011-022467 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115661 NON-EXPEDITED Y US-BAYER-2011-022988 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8115662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115662 NON-EXPEDITED N US-BAYER-2011-027245 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115675 NON-EXPEDITED Y US-BAYER-2011-039575 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8115676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115676 NON-EXPEDITED N US-BAYER-2011-077908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8115677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115677 NON-EXPEDITED N OT US-BAYER-2011-077740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  

8115678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115678 NON-EXPEDITED Y US-BAYER-2011-045873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8115679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115679 NON-EXPEDITED N US-BAYER-2011-045884 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 694 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,578 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8115680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115680 NON-EXPEDITED Y US-BAYER-2011-047991 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8115681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115681 NON-EXPEDITED Y US-BAYER-2011-040901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115683 NON-EXPEDITED N US-TEVA-298744USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115687 NON-EXPEDITED N US-BAYER-2011-046679 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8115688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115688 NON-EXPEDITED Y US-BAYER-2011-078599 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8115689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115689 NON-EXPEDITED Y US-BAYER-2011-032936 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8115690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115690 NON-EXPEDITED Y US-BAYER-2011-039169 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER
DEVICE EXPULSION  

8115691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115691 NON-EXPEDITED Y US-BAYER-2011-077785 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8115692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115692 NON-EXPEDITED Y US-BAYER-2011-025490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 113 DAY BAYER

8115768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115768 NON-EXPEDITED Y US-BAYER-2011-076673 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK  BAYER

8115769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115769 NON-EXPEDITED Y US-BAYER-2011-074071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IMPETIGO MIRENA S  BAYER

8115772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115772 NON-EXPEDITED N US-BAYER-2011-077162 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 UNK, UNK  BAYER

MIRENA S  BAYER
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8115773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115773 NON-EXPEDITED Y US-BAYER-2011-076713 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 41 DAY BAYER

8115801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115801 NON-EXPEDITED Y US-BAYER-2011-042925 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115803 NON-EXPEDITED N US-BAYER-2011-009527 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8115804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115804 NON-EXPEDITED N US-BAYER-2011-010808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
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Detailed Report
8115805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115805 NON-EXPEDITED Y US-BAYER-2011-030067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
ACNE  
COUGH  
DEPRESSION  
IRRITABILITY  
LOWER RESPIRATORY TRACT INFECTION  
MALAISE  
METRORRHAGIA  
WEIGHT INCREASED  

8115806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115806 NON-EXPEDITED N US-BAYER-2011-017153 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE UNK  BAYER
ANXIETY  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FEELING ABNORMAL  
PAIN  

8115807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115807 NON-EXPEDITED N US-BAYER-2011-022457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8115808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115808 NON-EXPEDITED N US-BAYER-2011-012539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SEXUALLY TRANSMITTED DISEASE  

8115809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115809 NON-EXPEDITED N US-BAYER-2011-022483 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115831 NON-EXPEDITED Y US-
BAYER-201036086NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HOT FLUSH VIVELLE DOT C UNK  

8115938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115938 NON-EXPEDITED N US-BAYER-2011-077797 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK UNK, CONT 42 DAY BAYER

8115939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115939 NON-EXPEDITED N US-BAYER-2011-073860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GLYCOSYLATED HAEMOGLOBIN INCREASED MIRENA S UNK  BAYER
WEIGHT INCREASED  
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Detailed Report
8115941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115941 NON-EXPEDITED Y US-BAYER-2011-078002 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8115942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115942 NON-EXPEDITED N US-BAYER-2011-077313 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8115943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115943 NON-EXPEDITED N OT US-BAYER-2011-079478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  

8115944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115944 NON-EXPEDITED N US-BAYER-2011-076734 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115945 NON-EXPEDITED N US-BAYER-2011-076587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8115950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115950 NON-EXPEDITED N US-BAYER-2011-010934 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8115951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115951 NON-EXPEDITED Y US-BAYER-2011-010802 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8115952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115952 NON-EXPEDITED N US-BAYER-2011-009238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115953 NON-EXPEDITED N US-BAYER-2011-002479 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8115954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115954 NON-EXPEDITED N US-BAYER-2011-017172 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8115955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115955 NON-EXPEDITED Y US-BAYER-2011-018292 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8115956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115956 NON-EXPEDITED Y US-BAYER-2011-039565 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8115957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115957 NON-EXPEDITED N US-BAYER-2011-038806 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115958 NON-EXPEDITED N US-BAYER-2011-038820 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PARAESTHESIA  

8115959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115959 NON-EXPEDITED Y US-BAYER-2011-041004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115960 NON-EXPEDITED N US-BAYER-2011-039102 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
CHEST PAIN  
PAIN IN EXTREMITY  
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Detailed Report
8115961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115961 NON-EXPEDITED Y US-BAYER-2011-039572 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER

8115962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115962 NON-EXPEDITED N US-BAYER-2011-039561 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 22 DAY BAYER

8115963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115963 NON-EXPEDITED Y US-BAYER-2011-040867 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 32 DAY BAYER

8115964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115964 NON-EXPEDITED N US-BAYER-2011-022459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8115965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8115965 NON-EXPEDITED N US-BAYER-2011-037912 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHLAMYDIA TEST POSITIVE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8116002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116002 NON-EXPEDITED N US-BAYER-2011-047222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8116004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116004 NON-EXPEDITED N US-BAYER-2011-046512 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8116005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116005 NON-EXPEDITED N US-BAYER-2011-045927 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116006 NON-EXPEDITED Y US-BAYER-2011-046513 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8116007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116007 NON-EXPEDITED N US-BAYER-2011-045723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 190 DAY BAYER
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Detailed Report
8116009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116009 NON-EXPEDITED N US-BAYER-2011-046516 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 314 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8116010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116010 NON-EXPEDITED Y US-BAYER-2011-070405 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8116013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116013 NON-EXPEDITED Y US-BAYER-2011-074249 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER

8116014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116014 NON-EXPEDITED Y US-BAYER-2011-071054 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8116015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116015 NON-EXPEDITED N US-BAYER-2011-073403 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 224 DAY BAYER
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Detailed Report
8116016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116016 NON-EXPEDITED Y US-BAYER-2011-074236 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8116017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116017 NON-EXPEDITED Y US-BAYER-2011-074273 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S  BAYER

8116018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8116018 NON-EXPEDITED Y US-BAYER-2011-072292 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 32 DAY BAYER

8740656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8740656 DIRECT N HO 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  
ABDOMINAL PAIN  
OVARIAN CYST  
PALPITATIONS  
SCAR  
TREMOR  
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Detailed Report
8740746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2011 8740746 DIRECT OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  
LIBIDO DECREASED  
MIGRAINE  
MUSCLE SPASMS  

8071795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8071795 NON-EXPEDITED N HO,OT US-BAYER-2011-068656 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8110529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8110529 NON-EXPEDITED N US-TEVA-298047USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8111756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8111756 NON-EXPEDITED N US-TEVA-298251USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8112268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8112268 NON-EXPEDITED N US-TEVA-298301USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8115802 NON-EXPEDITED N US-BAYER-2011-074594 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 0.02 mg, UNK  BAYER

8116211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116211 NON-EXPEDITED N US-TEVA-298733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116224 NON-EXPEDITED N US-TEVA-298741USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116243 NON-EXPEDITED Y US-BAYER-2011-003257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8116244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116244 NON-EXPEDITED N US-BAYER-2011-010161 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PILOERECTION PILL C  
NERVOUSNESS PILL C  
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8116245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116245 NON-EXPEDITED N US-BAYER-2011-003237 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8116246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116246 NON-EXPEDITED N US-BAYER-2011-010813 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8116247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116247 NON-EXPEDITED Y US-
BAYER-201031992NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  

8116248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116248 NON-EXPEDITED Y US-
BAYER-201017587NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  
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8116249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116249 NON-EXPEDITED N US-
BAYER-201018417NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 247 DAY BAYER
MENSTRUAL DISORDER  

8116250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116250 NON-EXPEDITED Y US-
BAYER-201023865NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 278 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116251 NON-EXPEDITED Y US-
BAYER-201019039NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8116252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116252 NON-EXPEDITED Y US-BAYER-2011-001719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, UNK  BAYER

8116253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116253 NON-EXPEDITED N US-
BAYER-201041161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8116254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116254 NON-EXPEDITED N US-BAYER-2011-010506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116255 NON-EXPEDITED Y US-
BAYER-201021113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116256 NON-EXPEDITED N US-BAYER-2011-008735 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8116257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116257 NON-EXPEDITED N US-
BAYER-201019004NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  

8116258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116258 NON-EXPEDITED Y US-
BAYER-201027845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PATIENT-DEVICE INCOMPATIBILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8116264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116264 NON-EXPEDITED Y US-BAYER-2011-010799 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S UNK  BAYER
AMENORRHOEA  
FATIGUE  
NAUSEA  

8116280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116280 NON-EXPEDITED N US-
BAYER-201020115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116281 NON-EXPEDITED Y US-BAYER-2011-008458 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 51 DAY BAYER
DEVICE EXPULSION  

8116282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116282 NON-EXPEDITED N US-
BAYER-201017436NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8116284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116284 NON-EXPEDITED N US-
BAYER-201032730NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 225 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  

8116296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116296 NON-EXPEDITED Y US-BAYER-2011-015984 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, UNK  BAYER
UTERINE SPASM  

8116297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116297 NON-EXPEDITED Y US-BAYER-2011-011478 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116298 NON-EXPEDITED N US-BAYER-2011-012499 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116299 NON-EXPEDITED Y US-BAYER-2011-014318 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8116300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116300 NON-EXPEDITED N US-BAYER-2011-023624 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8116301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116301 NON-EXPEDITED Y US-BAYER-2011-012624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 307 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8116302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116302 NON-EXPEDITED Y US-BAYER-2011-015952 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  
PENILE PAIN  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

8116303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116303 NON-EXPEDITED N US-BAYER-2011-012587 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
PELVIC PAIN  
UTERINE LEIOMYOMA  
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8116306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116306 NON-EXPEDITED N US-TEVA-298745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116314 NON-EXPEDITED N US-BAYER-2011-027060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8116315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116315 NON-EXPEDITED Y US-BAYER-2011-033324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8116316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116316 NON-EXPEDITED Y US-BAYER-2011-031556 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 123 DAY BAYER
MUSCLE SPASMS  
PAIN  

8116317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116317 NON-EXPEDITED N US-BAYER-2011-031931 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8116318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116318 NON-EXPEDITED N US-BAYER-2011-032481 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER
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8116319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116319 NON-EXPEDITED Y US-BAYER-2011-032762 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8116320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116320 NON-EXPEDITED N US-BAYER-2011-033538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 319 DAY BAYER

8116321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116321 NON-EXPEDITED Y US-BAYER-2011-033323 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
ABDOMINAL PAIN  

8116322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116322 NON-EXPEDITED Y US-BAYER-2011-031850 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8116323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116323 NON-EXPEDITED Y US-BAYER-2011-032773 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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8116324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116324 NON-EXPEDITED N US-BAYER-2011-027065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
BREAST PAIN  
HYPOAESTHESIA  
VAGINAL DISCHARGE  

8116327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116327 NON-EXPEDITED Y US-BAYER-2011-031936 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8116330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116330 NON-EXPEDITED N US-BAYER-2011-031968 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 335 DAY BAYER
MENORRHAGIA  

8116344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116344 NON-EXPEDITED N US-BAYER-2011-036011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S 20 µg, CONT  BAYER

8116345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116345 NON-EXPEDITED N US-BAYER-2011-038934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8116346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116346 NON-EXPEDITED N US-BAYER-2011-036633 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA MIRENA S  BAYER
MENORRHAGIA  

8116347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116347 NON-EXPEDITED Y US-BAYER-2011-032897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 927 DAY BAYER

8116348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116348 NON-EXPEDITED N US-BAYER-2011-032886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 415 DAY BAYER

8116349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116349 NON-EXPEDITED Y US-BAYER-2011-036405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 µg, CONT  BAYER

8116350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116350 NON-EXPEDITED N US-BAYER-2011-045818 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 2 DAY BAYER

8116351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116351 NON-EXPEDITED Y US-BAYER-2011-032824 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8116352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116352 NON-EXPEDITED N US-BAYER-2011-044020 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 64 DAY BAYER
VAGINITIS BACTERIAL  

8116353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116353 NON-EXPEDITED N US-BAYER-2011-038362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8116354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116354 NON-EXPEDITED N US-BAYER-2011-038858 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8116355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116355 NON-EXPEDITED Y US-BAYER-2011-032790 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER

8116356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116356 NON-EXPEDITED Y US-BAYER-2011-050629 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8116357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116357 NON-EXPEDITED Y US-BAYER-2011-033012 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8116358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116358 NON-EXPEDITED N US-BAYER-2011-033838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116359 NON-EXPEDITED Y US-BAYER-2011-032810 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 387 DAY BAYER

8116360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116360 NON-EXPEDITED N US-BAYER-2011-033304 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 27 DAY BAYER

8116361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116361 NON-EXPEDITED N US-BAYER-2011-039118 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
OEDEMA PERIPHERAL  

8116362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116362 NON-EXPEDITED N US-BAYER-2011-046508 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 103 DAY BAYER
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Detailed Report
8116363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116363 NON-EXPEDITED Y US-BAYER-2011-032789 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 31 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8116426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116426 NON-EXPEDITED Y US-BAYER-2011-045372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 54 DAY BAYER

8116427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116427 NON-EXPEDITED Y US-BAYER-2011-045872 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 46 DAY BAYER

8116428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116428 NON-EXPEDITED N US-BAYER-2011-046544 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8116430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116430 NON-EXPEDITED Y US-BAYER-2011-047200 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 2 DAY BAYER

8116431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116431 NON-EXPEDITED N US-BAYER-2011-045866 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 59 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8116432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116432 NON-EXPEDITED Y US-BAYER-2011-046509 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 68 DAY BAYER

8116433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116433 NON-EXPEDITED N US-BAYER-2011-049621 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER

8116434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116434 NON-EXPEDITED Y US-BAYER-2011-046011 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 52 DAY BAYER

8116435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116435 NON-EXPEDITED N US-BAYER-2011-046654 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 27 DAY BAYER

8116436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116436 NON-EXPEDITED Y US-BAYER-2011-003649 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
DYSMENORRHOEA  
METRORRHAGIA  
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Detailed Report
8116437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116437 NON-EXPEDITED N US-
BAYER-201023397NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
PELVIC PAIN  

8116439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116439 NON-EXPEDITED N US-BAYER-2011-010798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE ANTIBIOTICS C  
AGGRESSION  
ARTHRALGIA  
CONFUSIONAL STATE  
DEPRESSION  
GAIT DISTURBANCE  
HYPOAESTHESIA  
MYALGIA  
SKIN DISORDER  

8116440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116440 NON-EXPEDITED N US-TEVA-298756USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

Page: 7,607 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8116446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116446 NON-EXPEDITED N US-TEVA-298758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116473 NON-EXPEDITED N US-TEVA-298759USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116583 NON-EXPEDITED N US-TEVA-298761USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116593 NON-EXPEDITED Y US-BAYER-2011-019877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER

8116594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116594 NON-EXPEDITED N US-BAYER-2011-037263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8116595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116595 NON-EXPEDITED N US-BAYER-2011-033333 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 34 DAY BAYER
FEELING ABNORMAL  
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Detailed Report
8116596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116596 NON-EXPEDITED Y US-
BAYER-201020019NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

8116598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116598 NON-EXPEDITED Y US-BAYER-2011-004269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
DYSMENORRHOEA  

8116599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116599 NON-EXPEDITED N US-BAYER-2011-003954 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 115 DAY BAYER
DISCOMFORT  
VAGINAL HAEMORRHAGE  

8116601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116601 NON-EXPEDITED Y US-
BAYER-201039899NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8116602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116602 NON-EXPEDITED N US-BAYER-2011-032852 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 17 DAY BAYER
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Detailed Report
8116603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116603 NON-EXPEDITED Y US-BAYER-2011-032797 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 105 DAY BAYER

8116604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116604 NON-EXPEDITED Y US-BAYER-2011-046783 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8116605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116605 NON-EXPEDITED N US-BAYER-2011-021410 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8116606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116606 NON-EXPEDITED N US-
BAYER-201017591NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116607 NON-EXPEDITED N US-BAYER-2011-011480 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8116609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116609 NON-EXPEDITED Y US-BAYER-2011-007177 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8116610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116610 NON-EXPEDITED Y US-BAYER-2011-007208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, UNK  BAYER

8116611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116611 NON-EXPEDITED N US-BAYER-2011-032815 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
INCREASED APPETITE  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
METRORRHAGIA  
NAUSEA  
PURULENT DISCHARGE  

8116612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116612 NON-EXPEDITED N US-
BAYER-201017590NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116613 NON-EXPEDITED Y US-BAYER-2011-007773 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8116709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116709 NON-EXPEDITED N US-BAYER-2011-046720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8116710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116710 NON-EXPEDITED Y US-BAYER-2011-070842 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8116711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116711 NON-EXPEDITED N US-
BAYER-201021123NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 204 DAY BAYER
MUSCLE SPASMS  

8116740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116740 NON-EXPEDITED N US-TEVA-298764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116759 NON-EXPEDITED N US-BAYER-2011-073066 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8116760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116760 NON-EXPEDITED Y US-BAYER-2011-071062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S  BAYER

8116761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116761 NON-EXPEDITED Y US-BAYER-2011-072432 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8116762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116762 NON-EXPEDITED N US-BAYER-2011-071501 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116763 NON-EXPEDITED Y US-BAYER-2011-071694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8116773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116773 NON-EXPEDITED Y US-BAYER-2011-003648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
COITAL BLEEDING  
DEVICE EXPULSION  
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Detailed Report
8116774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116774 NON-EXPEDITED Y US-
BAYER-201032558NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 239 DAY BAYER

MIRENA S  BAYER

8116775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116775 NON-EXPEDITED N US-
BAYER-201026986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT 1 DAY BAYER

8116776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116776 NON-EXPEDITED Y US-
BAYER-201021221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8116777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116777 NON-EXPEDITED N US-
BAYER-201018486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116779 NON-EXPEDITED Y US-BAYER-2011-039633 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 265 DAY BAYER
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Detailed Report
8116780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116780 NON-EXPEDITED N US-BAYER-2011-047885 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8116782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116782 NON-EXPEDITED N US-BAYER-2011-046776 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 37 DAY BAYER
ABDOMINAL PAIN LOWER  

8116783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116783 NON-EXPEDITED Y US-BAYER-2011-033449 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 264 DAY BAYER

8116784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116784 NON-EXPEDITED N US-BAYER-2011-003815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S  BAYER

NASONEX C  

8116785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116785 NON-EXPEDITED Y US-BAYER-2011-038112 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8116786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116786 NON-EXPEDITED N US-BAYER-2011-033349 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 120 DAY BAYER

8116787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116787 NON-EXPEDITED Y US-BAYER-2011-048791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8116788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116788 NON-EXPEDITED N US-BAYER-2011-007829 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
DEVICE BREAKAGE  

8116789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116789 NON-EXPEDITED N US-BAYER-2011-007953 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8116790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116790 NON-EXPEDITED N US-BAYER-2011-032783 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 49 DAY BAYER
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Detailed Report
8116791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116791 NON-EXPEDITED N US-BAYER-2011-028504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD ALTERED  

8116792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116792 NON-EXPEDITED N US-BAYER-2011-014314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  

8116793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116793 NON-EXPEDITED Y US-BAYER-2011-012492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK 1095 DAY BAYER

8116794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116794 NON-EXPEDITED N US-BAYER-2011-014225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8116795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116795 NON-EXPEDITED Y US-BAYER-2011-016029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEMALE ORGASMIC DISORDER MIRENA S  BAYER
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Detailed Report
8116796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116796 NON-EXPEDITED N US-BAYER-2011-012832 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTOLERANCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8116797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116797 NON-EXPEDITED Y US-BAYER-2011-041536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
MENORRHAGIA  

8116798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116798 NON-EXPEDITED N US-BAYER-2011-014267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8116799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116799 NON-EXPEDITED Y US-BAYER-2011-041634 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8116800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116800 NON-EXPEDITED N US-TEVA-298766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116801 NON-EXPEDITED Y US-BAYER-2011-046635 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER
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Detailed Report
8116812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116812 NON-EXPEDITED N US-BAYER-2011-074252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S  BAYER

8116815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116815 EXPEDITED (15-DAY) Y HO US-BAYER-2011-079578 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK 3 DAY BAYER
RETAINED PLACENTA OR MEMBRANES  

8116816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116816 NON-EXPEDITED Y US-BAYER-2011-071130 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 49 DAY BAYER

8116817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116817 NON-EXPEDITED N US-BAYER-2011-077335 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116818 NON-EXPEDITED N US-BAYER-2011-074787 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
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Detailed Report
8116819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116819 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-052421 23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1753 DAY BAYER

ABDOMINAL PAIN LOWER  

8116820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116820 NON-EXPEDITED Y US-BAYER-2011-073680 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER
DEVICE EXPULSION  

8116821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116821 NON-EXPEDITED N US-BAYER-2011-077227 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT 3 DAY BAYER

8116822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116822 NON-EXPEDITED N US-BAYER-2011-074112 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 139 DAY BAYER

8116836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116836 NON-EXPEDITED N US-TEVA-298699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8116844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116844 NON-EXPEDITED Y US-BAYER-2011-076728 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER

8116847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116847 NON-EXPEDITED Y US-BAYER-2011-077759 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 50 DAY BAYER

MIRENA S  BAYER

8116848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116848 NON-EXPEDITED N US-BAYER-2011-077914 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
VAGINAL INFECTION  

8116849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116849 NON-EXPEDITED Y US-BAYER-2011-077223 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8116851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116851 NON-EXPEDITED Y US-BAYER-2011-077226 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 77 DAY BAYER
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Detailed Report
8116853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116853 NON-EXPEDITED N US-BAYER-2011-077663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
ABDOMINAL PAIN LOWER  

8116854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116854 NON-EXPEDITED Y US-BAYER-2011-077799 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8116856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116856 NON-EXPEDITED Y OT US-BAYER-2011-078776 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
PAIN  

8116857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116857 NON-EXPEDITED N US-BAYER-2011-077844 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER

8116880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116880 NON-EXPEDITED N US-TEVA-298706USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8116955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116955 NON-EXPEDITED N US-TEVA-298767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8116988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8116988 NON-EXPEDITED N US-TEVA-298763USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8117069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117069 NON-EXPEDITED N US-BAYER-2011-033363 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8117070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117070 NON-EXPEDITED Y US-BAYER-2011-014293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
CONSTIPATION  
DYSMENORRHOEA  

8117071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117071 NON-EXPEDITED Y US-
BAYER-201020581NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
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Detailed Report
8117072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117072 NON-EXPEDITED N US-BAYER-2011-032800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117073 NON-EXPEDITED Y US-BAYER-2011-033845 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 334 DAY BAYER

8117075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117075 NON-EXPEDITED N US-BAYER-2011-014531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S  BAYER

8117077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117077 NON-EXPEDITED N US-BAYER-2011-032843 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER
ABDOMINAL PAIN  

8117079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117079 NON-EXPEDITED Y US-BAYER-2011-046631 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8117080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117080 NON-EXPEDITED N OT US-BAYER-2011-077780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8117081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117081 NON-EXPEDITED N US-BAYER-2011-040945 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117082 NON-EXPEDITED N OT US-BAYER-2011-039485 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8117083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117083 NON-EXPEDITED N US-BAYER-2011-071381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH  

8117084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117084 NON-EXPEDITED Y OT US-BAYER-2011-077443 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8117085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117085 NON-EXPEDITED N US-BAYER-2011-046685 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8117086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117086 NON-EXPEDITED N US-BAYER-2011-073710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  

8117087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117087 NON-EXPEDITED N US-BAYER-2011-041538 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 273 DAY BAYER
DEVICE DISLOCATION  

8117088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117088 NON-EXPEDITED Y US-BAYER-2011-040894 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 268 DAY BAYER

8117089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117089 NON-EXPEDITED N OT US-BAYER-2011-077404 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK, CONT  BAYER
AMENORRHOEA  
ASTHENIA  
DEPRESSION  
MOOD SWINGS  
PSYCHIATRIC SYMPTOM  

8117090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117090 NON-EXPEDITED Y US-BAYER-2011-040950 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8117091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117091 NON-EXPEDITED N US-BAYER-2011-073734 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8117092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117092 NON-EXPEDITED N US-BAYER-2011-075962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
INFECTION  
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

8117093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117093 NON-EXPEDITED Y US-BAYER-2011-041203 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8117094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117094 NON-EXPEDITED Y US-BAYER-2011-040128 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
DEVICE DISLOCATION  

8117095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117095 NON-EXPEDITED N US-BAYER-2011-033860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
HEADACHE  
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Detailed Report
8117097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117097 NON-EXPEDITED N OT US-BAYER-2011-077786 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
DEVICE EXPULSION  

8117099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117099 NON-EXPEDITED N US-TEVA-298760USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8117110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117110 NON-EXPEDITED N US-TEVA-298757USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8117115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117115 NON-EXPEDITED N US-TEVA-298762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8117122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117122 NON-EXPEDITED N US-
BAYER-201016705NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8117124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117124 NON-EXPEDITED N US-
BAYER-201021287NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
WEIGHT INCREASED  

8117125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117125 NON-EXPEDITED N US-BAYER-2011-027491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8117126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117126 NON-EXPEDITED N US-BAYER-2011-011554 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8117127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117127 NON-EXPEDITED Y US-
BAYER-201041059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8117128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117128 NON-EXPEDITED N US-BAYER-2011-002203 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 1th Mirena 20 mcg/24hr,

CONT
89 DAY BAYER

DEVICE EXPULSION MIRENA S INTRAUTERINE 2nd: 20 mcg/24hr,
CONT

 BAYER

FEELING COLD  
MUSCLE TWITCHING  
PRESYNCOPE  

8117158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117158 NON-EXPEDITED N US-
BAYER-201041907NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

FEELING ABNORMAL  
NAUSEA  
PELVIC PAIN  

8117159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117159 NON-EXPEDITED N US-BAYER-2011-023918 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117160 NON-EXPEDITED N US-BAYER-2011-012861 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117161 NON-EXPEDITED N US-BAYER-2011-030468 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8117162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117162 NON-EXPEDITED N US-BAYER-2011-028839 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8117163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117163 NON-EXPEDITED N US-BAYER-2011-011507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
IRRITABILITY  

8117164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117164 NON-EXPEDITED N US-BAYER-2011-023503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117165 NON-EXPEDITED US-
BAYER-201041180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8117167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117167 NON-EXPEDITED N US-BAYER-2011-040935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8117168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117168 NON-EXPEDITED Y US-BAYER-2011-033644 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8117170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117170 NON-EXPEDITED N US-BAYER-2011-046666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117171 NON-EXPEDITED Y OT BR-BAYER-2011-059676 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8117172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117172 NON-EXPEDITED Y US-BAYER-2011-040856 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117173 NON-EXPEDITED N US-BAYER-2011-039892 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 22 DAY BAYER
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Detailed Report
8117174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117174 NON-EXPEDITED Y US-BAYER-2011-056622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117175 NON-EXPEDITED Y US-BAYER-2011-040904 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

MIRENA S  BAYER

8117176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117176 NON-EXPEDITED Y US-BAYER-2011-045718 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117177 NON-EXPEDITED Y US-BAYER-2011-041252 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 607 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8117178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117178 NON-EXPEDITED N US-BAYER-2011-076622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8117179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117179 NON-EXPEDITED Y US-BAYER-2011-079830 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 443 DAY BAYER

8117180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117180 NON-EXPEDITED Y OT US-BAYER-2011-079471 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK 2 DAY BAYER

8117206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117206 NON-EXPEDITED N US-TEVA-298736USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
GLUMETZA C  
LOESTRIN 1.5/30 21 DAY C  

8117268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117268 NON-EXPEDITED N US-BAYER-2011-040860 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 28 DAY BAYER

8117269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117269 NON-EXPEDITED N US-BAYER-2011-023791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST DISCOMFORT  
GENITAL HAEMORRHAGE  
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Detailed Report
8117270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117270 NON-EXPEDITED Y US-BAYER-2011-021568 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8117271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117271 NON-EXPEDITED N US-BAYER-2011-023776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117296 EXPEDITED (15-DAY) N OT NO-BAYER-2011-077102 39 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE UNK 8 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSURIA  
POLLAKIURIA  
UTERINE CERVICAL EROSION  

8117362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117362 NON-EXPEDITED N US-BAYER-2011-026631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117364 NON-EXPEDITED N US-BAYER-2011-026238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
PAIN  
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Detailed Report
8117366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117366 NON-EXPEDITED Y US-BAYER-2011-016000 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST DISCOMFORT  

8117368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117368 NON-EXPEDITED N US-BAYER-2011-030083 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117369 NON-EXPEDITED Y US-BAYER-2011-040572 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8117370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117370 NON-EXPEDITED N US-BAYER-2011-027547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  

8117371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117371 NON-EXPEDITED N US-BAYER-2011-047551 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8117447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117447 NON-EXPEDITED N US-TEVA-298848USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
MENSTRUATION IRREGULAR  

8117602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117602 EXPEDITED (15-DAY) N HO US-BAYER-2011-079899 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  

8117607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117607 NON-EXPEDITED N US-BAYER-2011-029312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117608 NON-EXPEDITED N US-BAYER-2011-025502 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  

8117609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117609 NON-EXPEDITED N US-BAYER-2011-025370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT CONTAMINATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117610 NON-EXPEDITED N US-BAYER-2011-025040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117611 NON-EXPEDITED N US-BAYER-2011-026265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117613 NON-EXPEDITED N US-BAYER-2011-005525 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8117614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117614 NON-EXPEDITED Y US-BAYER-2011-028845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117615 NON-EXPEDITED Y US-BAYER-2011-026932 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8117617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117617 NON-EXPEDITED N US-BAYER-2011-040881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117618 NON-EXPEDITED N US-BAYER-2011-030112 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117619 NON-EXPEDITED N US-BAYER-2011-030257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117620 NON-EXPEDITED N US-BAYER-2011-041868 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117621 NON-EXPEDITED Y US-BAYER-2011-045322 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 621 DAY BAYER

8117622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117622 NON-EXPEDITED N US-BAYER-2011-041200 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8117623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117623 NON-EXPEDITED Y US-BAYER-2011-040955 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117624 NON-EXPEDITED Y US-BAYER-2011-041202 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8117625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117625 NON-EXPEDITED Y US-BAYER-2011-044040 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8117626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117626 NON-EXPEDITED Y US-BAYER-2011-045991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117627 NON-EXPEDITED N US-BAYER-2011-039757 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117642 EXPEDITED (15-DAY) N OT NL-BAYER-2011-046529 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
ABDOMINAL PAIN LOWER  
ACNE  
ALLERGY TO CHEMICALS  
ASTHENIA  
BACK PAIN  
BONE PAIN  
CHILLS  
DEPRESSED LEVEL OF CONSCIOUSNESS  
DEPRESSION  
DRY SKIN  
EYE PAIN  
FATIGUE  
FLUID RETENTION  
NASAL CONGESTION  
NAUSEA  
NIPPLE PAIN  
PERIPHERAL COLDNESS  
PRURITUS  
SWELLING  
SWOLLEN TONGUE  
UNEVALUABLE EVENT  
VISUAL ACUITY REDUCED  
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Detailed Report
8117644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117644 NON-EXPEDITED N US-BAYER-2011-045890 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 2 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8117669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117669 NON-EXPEDITED N US-BAYER-2011-041280 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8117670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117670 NON-EXPEDITED N US-BAYER-2011-040938 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER

8117671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117671 NON-EXPEDITED N US-BAYER-2011-042401 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117739 NON-EXPEDITED N US-BAYER-2011-045968 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  
PRODUCT SHAPE ISSUE  
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Detailed Report
8117740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117740 NON-EXPEDITED N US-BAYER-2011-046022 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8117742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117742 NON-EXPEDITED N US-BAYER-2011-044392 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  

8117747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117747 NON-EXPEDITED Y US-BAYER-2011-045830 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8117748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117748 NON-EXPEDITED N US-BAYER-2011-029565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  

8117749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117749 NON-EXPEDITED N US-BAYER-2011-044011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
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Detailed Report
8117750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117750 NON-EXPEDITED N US-BAYER-2011-029546 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117751 NON-EXPEDITED Y US-BAYER-2011-041858 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MENORRHAGIA  

8117752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117752 EXPEDITED (15-DAY) N OT DE-BAYER-2011-077493 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE THYROIDITIS MIRENA S INTRAUTERINE 20 µg/d, CONT 2190 DAY BAYER
GLAUCOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8117753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117753 NON-EXPEDITED N US-BAYER-2011-029249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 194 DAY BAYER

8117778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117778 NON-EXPEDITED Y US-BAYER-2011-035887 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8117781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117781 NON-EXPEDITED N US-BAYER-2011-044351 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117783 NON-EXPEDITED N US-BAYER-2011-045980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117787 NON-EXPEDITED N US-BAYER-2011-046677 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117788 NON-EXPEDITED Y US-BAYER-2011-079972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8117789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117789 NON-EXPEDITED N US-BAYER-2011-041281 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DYSPAREUNIA  
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8117790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117790 NON-EXPEDITED Y US-BAYER-2011-028275 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8117791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117791 NON-EXPEDITED N US-BAYER-2011-041213 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8117792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117792 NON-EXPEDITED N US-BAYER-2011-029751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8117801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117801 NON-EXPEDITED Y US-BAYER-2011-080005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117802 NON-EXPEDITED Y US-BAYER-2011-080064 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER

8117809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117809 NON-EXPEDITED N US-BAYER-2011-044358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117810 NON-EXPEDITED N US-BAYER-2011-029122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 146 DAY BAYER
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Detailed Report
8117861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117861 NON-EXPEDITED N US-BAYER-2011-044389 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8117862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117862 NON-EXPEDITED N US-BAYER-2011-042806 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8117863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117863 NON-EXPEDITED Y US-BAYER-2011-043019 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
HEADACHE  

8117864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117864 NON-EXPEDITED Y US-BAYER-2011-043056 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS GENERALISED  

8117865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117865 NON-EXPEDITED Y US-BAYER-2011-040889 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 108 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8117866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117866 NON-EXPEDITED Y US-BAYER-2011-042415 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8117867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117867 NON-EXPEDITED Y US-BAYER-2011-017142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
BREAST ATROPHY  
SPIDER VEIN  
WEIGHT DECREASED  

8117868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117868 NON-EXPEDITED N US-BAYER-2011-042736 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DISLOCATION  
PAIN  

8117878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2011 8117878 NON-EXPEDITED N US-BAYER-2011-040885 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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7163139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 7163139 NON-EXPEDITED Y US-
BAYER-200935067NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
CRYING  
DEVICE DEPLOYMENT ISSUE  
DEVICE DISLOCATION  
FATIGUE  
MOOD SWINGS  
PELVIC PAIN  
UTERINE ENLARGEMENT  

8046712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8046712 NON-EXPEDITED Y US-BAYER-2011-062428 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER

8063362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8063362 NON-EXPEDITED Y OT US-BAYER-2011-066274 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8080252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8080252 NON-EXPEDITED Y OT US-BAYER-2011-067414 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK  BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
MENSTRUATION IRREGULAR  
NAUSEA  
OVARIAN DISORDER  
VAGINAL HAEMORRHAGE  

8105382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8105382 NON-EXPEDITED N US-BAYER-2011-036777 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER

8107290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8107290 NON-EXPEDITED N US-BAYER-2011-058867 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8117959 NON-EXPEDITED N US-TEVA-298768USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8117969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8117969 NON-EXPEDITED N US-TEVA-298838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8117985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8117985 NON-EXPEDITED N US-TEVA-298842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118041 NON-EXPEDITED N US-TEVA-298949USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118202 NON-EXPEDITED N US-TEVA-298930USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118333 NON-EXPEDITED N US-TEVA-298933USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL SULFATE C INHALATION  

8118406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118406 NON-EXPEDITED N US-TEVA-298934USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8118421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118421 NON-EXPEDITED N US-TEVA-298936USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  

8118438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118438 NON-EXPEDITED N US-TEVA-298950USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118455 NON-EXPEDITED N US-TEVA-298940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8118480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118480 NON-EXPEDITED N US-TEVA-298943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118491 NON-EXPEDITED N US-TEVA-298947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  
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Detailed Report
8118544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118544 NON-EXPEDITED N US-TEVA-298945USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8118579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118579 NON-EXPEDITED N US-TEVA-298944USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118601 NON-EXPEDITED N US-TEVA-298942USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118605 NON-EXPEDITED N US-TEVA-298874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118662 NON-EXPEDITED Y US-TEVA-298855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ARTHRALGIA  
SWELLING  
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Detailed Report
8118691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118691 NON-EXPEDITED N US-
BAYER-201017662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118692 NON-EXPEDITED N US-
BAYER-201017176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8118693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118693 NON-EXPEDITED Y US-
BAYER-201017569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118694 NON-EXPEDITED N US-
BAYER-201017592NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118695 NON-EXPEDITED N US-
BAYER-201017573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,654 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118697 NON-EXPEDITED N US-
BAYER-201017579NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8118700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118700 NON-EXPEDITED N US-
BAYER-201025586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8118701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118701 NON-EXPEDITED N US-
BAYER-201017782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118702 NON-EXPEDITED Y US-
BAYER-201030619NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER
DEVICE EXPULSION  

8118703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118703 NON-EXPEDITED N US-
BAYER-201020877NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 257 DAY BAYER
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Detailed Report
8118704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118704 NON-EXPEDITED N US-BAYER-2011-018284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8118705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118705 NON-EXPEDITED N US-BAYER-2011-015846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118706 NON-EXPEDITED Y US-BAYER-2011-012612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118707 NON-EXPEDITED N US-BAYER-2010-007456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118708 NON-EXPEDITED N US-BAYER-2011-012375 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
TENSION  
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Detailed Report
8118709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118709 NON-EXPEDITED Y US-BAYER-2011-007176 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

8118710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118710 NON-EXPEDITED N US-BAYER-2011-014549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118711 NON-EXPEDITED Y US-BAYER-2011-017111 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S UNK 3 DAY BAYER
EYE SWELLING  

8118712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118712 NON-EXPEDITED Y US-BAYER-2011-017100 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8118713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118713 NON-EXPEDITED Y US-BAYER-2011-018626 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HIRSUTISM  
RASH PAPULAR  
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Detailed Report
8118714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118714 NON-EXPEDITED N US-BAYER-2011-017287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
MENORRHAGIA  

8118715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118715 NON-EXPEDITED N US-BAYER-2011-018273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118716 NON-EXPEDITED N US-BAYER-2011-045897 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8118717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118717 NON-EXPEDITED N US-BAYER-2011-017329 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118718 NON-EXPEDITED N US-BAYER-2011-046785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8118720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118720 NON-EXPEDITED Y US-BAYER-2011-017274 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8118721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118721 NON-EXPEDITED Y US-BAYER-2011-046584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118722 NON-EXPEDITED N US-BAYER-2011-018294 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE UNSPECIFIED INGREDIENT S  
ABDOMINAL PAIN LOWER  

8118724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118724 NON-EXPEDITED N US-
BAYER-201025642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118725 NON-EXPEDITED N US-
BAYER-201017712NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118726 NON-EXPEDITED N US-
BAYER-201023271NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8118727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118727 NON-EXPEDITED N US-
BAYER-201017570NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8118728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118728 NON-EXPEDITED Y US-
BAYER-201017748NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8118729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118729 NON-EXPEDITED N US-
BAYER-201024642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8118730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118730 NON-EXPEDITED Y US-
BAYER-201020911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8118731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118731 NON-EXPEDITED N US-
BAYER-201026804NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  
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Detailed Report
8118732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118732 NON-EXPEDITED N US-
BAYER-201017783NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
MENSTRUATION IRREGULAR  

8118735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118735 NON-EXPEDITED Y US-BAYER-2011-047051 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECT LABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118736 NON-EXPEDITED Y US-BAYER-2011-018343 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8118737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118737 NON-EXPEDITED N US-BAYER-2011-014809 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118738 NON-EXPEDITED N US-
BAYER-201030981NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

Page: 7,661 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118739 NON-EXPEDITED N US-BAYER-2011-012880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK 91 DAY BAYER
DISCOMFORT  

8118740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118740 NON-EXPEDITED N US-BAYER-2011-018396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
MIGRAINE  
VAGINAL HAEMORRHAGE  

8118741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118741 NON-EXPEDITED N US-BAYER-2011-004182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118742 NON-EXPEDITED Y US-BAYER-2011-046675 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118743 NON-EXPEDITED N US-BAYER-2011-016491 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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8118744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118744 NON-EXPEDITED Y US-BAYER-2011-014538 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER

8118745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118745 NON-EXPEDITED N US-BAYER-2011-016384 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  

8118746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118746 NON-EXPEDITED N US-BAYER-2011-005483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S  BAYER
MUSCLE SPASMS  
NAUSEA  
VAGINAL HAEMORRHAGE  

8118747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118747 NON-EXPEDITED N US-BAYER-2011-014077 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S UNK  BAYER
PROCEDURAL PAIN  

8118748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118748 NON-EXPEDITED N US-BAYER-2011-018200 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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Detailed Report
8118749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118749 NON-EXPEDITED N US-BAYER-2011-014022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  BAYER
AFFECT LABILITY  
DIZZINESS  

8118750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118750 NON-EXPEDITED N US-BAYER-2011-007216 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8118751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118751 NON-EXPEDITED Y US-BAYER-2011-012378 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1098 DAY BAYER
DEVICE DISLOCATION  

8118752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118752 NON-EXPEDITED N US-
BAYER-201041269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8118753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118753 NON-EXPEDITED N US-BAYER-2011-003508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8118754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118754 NON-EXPEDITED N US-BAYER-2011-014069 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 HR BAYER
DEVICE DIFFICULT TO USE  

8118756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118756 NON-EXPEDITED Y US-BAYER-2011-012228 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK 1 DAY BAYER

8118757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118757 NON-EXPEDITED N US-BAYER-2011-012718 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8118758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118758 NON-EXPEDITED N US-BAYER-2011-015437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118770 NON-EXPEDITED N US-BAYER-2011-017835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
NAUSEA  
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Detailed Report
8118771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118771 NON-EXPEDITED N US-BAYER-2011-018266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118772 NON-EXPEDITED Y US-BAYER-2011-018845 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER

8118773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118773 NON-EXPEDITED N US-BAYER-2011-020485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8118774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118774 NON-EXPEDITED N US-BAYER-2011-020094 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118781 NON-EXPEDITED N US-TEVA-298939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8118784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118784 NON-EXPEDITED N US-BAYER-2011-073648 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
HEADACHE  

8118785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118785 NON-EXPEDITED Y US-BAYER-2011-070992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8118789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118789 NON-EXPEDITED Y US-TEVA-298935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118831 NON-EXPEDITED N US-BAYER-2011-046641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118832 NON-EXPEDITED Y OT US-BAYER-2011-041229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8118833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118833 NON-EXPEDITED Y US-BAYER-2011-046676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8118834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118834 NON-EXPEDITED Y US-BAYER-2011-046739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 16 DAY BAYER
ABDOMINAL PAIN  

8118835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118835 NON-EXPEDITED N US-BAYER-2011-046663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118837 NON-EXPEDITED Y US-BAYER-2011-046031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
BACK PAIN  

8118840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118840 NON-EXPEDITED N US-BAYER-2011-072314 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8118849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118849 NON-EXPEDITED N US-TEVA-298932USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACCIDENTAL DRUG INTAKE BY CHILD PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118852 NON-EXPEDITED Y US-BAYER-2011-040903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER

8118853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118853 NON-EXPEDITED N US-BAYER-2011-021346 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
EPISTAXIS  

8118854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118854 NON-EXPEDITED Y US-BAYER-2011-021399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 887 DAY BAYER
DIZZINESS  
DYSPAREUNIA  
LIBIDO DECREASED  
PAIN  

8118855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118855 NON-EXPEDITED Y US-BAYER-2011-043905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER
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Detailed Report
8118856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118856 NON-EXPEDITED N US-BAYER-2011-041215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  

8118857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118857 NON-EXPEDITED N US-BAYER-2011-022767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER
ACNE  
POST PROCEDURAL HAEMORRHAGE  

8118858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118858 NON-EXPEDITED N US-BAYER-2011-021705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8118859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118859 NON-EXPEDITED N US-BAYER-2011-019749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  

8118860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118860 NON-EXPEDITED Y US-BAYER-2011-021379 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8118861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118861 NON-EXPEDITED N US-BAYER-2011-029215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 889 DAY BAYER
DEVICE DISLOCATION  
DYSPAREUNIA  
POST PROCEDURAL HAEMORRHAGE  

8118862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118862 NON-EXPEDITED N US-BAYER-2011-021574 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8118863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118863 NON-EXPEDITED N US-TEVA-298910USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ACYCLOVIR C ORAL 1200 Milligram;  

8118864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118864 NON-EXPEDITED N US-BAYER-2011-075984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8118865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118865 NON-EXPEDITED N US-BAYER-2011-043806 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8118866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118866 NON-EXPEDITED N US-BAYER-2011-047561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER

8118867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118867 NON-EXPEDITED Y US-BAYER-2011-042918 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8118868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118868 NON-EXPEDITED Y US-BAYER-2011-045494 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8118869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118869 NON-EXPEDITED N US-BAYER-2011-041541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S 20 mcg/24hr, CONT  BAYER

8118870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118870 NON-EXPEDITED N US-BAYER-2011-043566 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118871 NON-EXPEDITED Y US-BAYER-2011-043957 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8118872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118872 NON-EXPEDITED N US-BAYER-2011-043952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118873 NON-EXPEDITED N US-BAYER-2011-043513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8118874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118874 NON-EXPEDITED N US-BAYER-2011-043538 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8118875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118875 NON-EXPEDITED N US-BAYER-2011-043054 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8118876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118876 NON-EXPEDITED N US-BAYER-2011-041224 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
ANGER  
CRYING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118877 NON-EXPEDITED N US-BAYER-2011-043480 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST ENLARGEMENT  
BREAST TENDERNESS  

8118878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118878 NON-EXPEDITED Y US-BAYER-2011-042943 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST MASS  

8118881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118881 NON-EXPEDITED Y US-BAYER-2011-022419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 159 DAY BAYER

8118882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118882 NON-EXPEDITED N US-
BAYER-201017593NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8118883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118883 NON-EXPEDITED N US-BAYER-2011-021401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118884 NON-EXPEDITED N US-BAYER-2011-042472 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8118885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118885 NON-EXPEDITED N US-BAYER-2011-073899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  

8118886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118886 NON-EXPEDITED N US-BAYER-2011-073030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 116 DAY BAYER
ABDOMINAL PAIN  

8118887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118887 NON-EXPEDITED N US-BAYER-2011-042739 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 49 DAY BAYER
DEVICE DISLOCATION  

8118888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118888 NON-EXPEDITED N US-BAYER-2011-044763 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118889 NON-EXPEDITED N US-BAYER-2011-045465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8118890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118890 NON-EXPEDITED N US-TEVA-298931USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118909 NON-EXPEDITED N US-TEVA-298929USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8118911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118911 NON-EXPEDITED N US-BAYER-2011-042059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S UNK  BAYER
DEVICE EXPULSION  

8118912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118912 NON-EXPEDITED N HO US-BAYER-2011-075959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118913 NON-EXPEDITED N US-BAYER-2011-076096 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE UNK 432 DAY BAYER

8118914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118914 NON-EXPEDITED N OT US-BAYER-2011-079810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8118917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118917 NON-EXPEDITED N US-BAYER-2011-079793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8118918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118918 NON-EXPEDITED N US-BAYER-2011-039680 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8118919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118919 NON-EXPEDITED N US-BAYER-2011-079925 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118921 NON-EXPEDITED N US-BAYER-2011-041819 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE DIFFICULT TO USE  
PAIN  

8118925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118925 NON-EXPEDITED N US-BAYER-2011-031088 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER
ACNE  
ALOPECIA  
DEPRESSION  
INSOMNIA  
MENOMETRORRHAGIA  
MENSTRUAL DISORDER  
MOOD SWINGS  
RASH PAPULAR  

8118928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118928 NON-EXPEDITED Y US-BAYER-2011-079984 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8118929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118929 NON-EXPEDITED Y OT US-BAYER-2011-078768 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8118938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118938 NON-EXPEDITED N OT CA-BAYER-2011-068786 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  

8118940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8118940 NON-EXPEDITED N US-BAYER-2011-075979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8119062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119062 NON-EXPEDITED N US-TEVA-298915USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119195 NON-EXPEDITED N US-TEVA-298864USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  

8119196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119196 NON-EXPEDITED N US-BAYER-2011-019758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119197 NON-EXPEDITED Y US-BAYER-2011-020622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN MIRENA S  BAYER
ARTHRALGIA THYROID MEDICATION C  
HEADACHE  
HYPOTHYROIDISM  
NAUSEA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8119200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119200 NON-EXPEDITED N US-BAYER-2011-045885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119201 NON-EXPEDITED Y US-BAYER-2011-044393 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER

8119202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119202 NON-EXPEDITED Y US-BAYER-2011-046656 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119203 NON-EXPEDITED N US-BAYER-2011-029214 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

8119204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119204 NON-EXPEDITED Y US-BAYER-2011-044714 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3714 DAY BAYER

8119205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119205 NON-EXPEDITED Y US-BAYER-2011-046616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8119206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119206 NON-EXPEDITED N US-BAYER-2011-044009 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
GENITAL DISCHARGE  

8119207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119207 NON-EXPEDITED Y OT DK-BAYER-2011-022396 35 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 133 DAY BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119208 NON-EXPEDITED Y US-BAYER-2011-046546 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119232 NON-EXPEDITED N US-TEVA-298913USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119233 NON-EXPEDITED N US-BAYER-2011-039246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119234 NON-EXPEDITED Y US-BAYER-2011-035131 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8119235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119235 NON-EXPEDITED Y US-BAYER-2011-037554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 399 DAY BAYER

8119236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119236 NON-EXPEDITED N US-BAYER-2011-034879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119237 NON-EXPEDITED Y US-BAYER-2011-034375 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8119239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119239 NON-EXPEDITED N US-BAYER-2011-035167 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 671 DAY BAYER

8119240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119240 NON-EXPEDITED Y US-BAYER-2011-034170 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER

8119241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119241 NON-EXPEDITED N US-BAYER-2011-037449 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8119242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119242 NON-EXPEDITED Y US-BAYER-2011-034378 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8119245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119245 NON-EXPEDITED Y US-BAYER-2011-040116 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 913 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119246 NON-EXPEDITED N US-BAYER-2011-040113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119247 NON-EXPEDITED N US-BAYER-2011-040002 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
UTERINE HAEMORRHAGE  

8119248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119248 NON-EXPEDITED N US-TEVA-298854USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119249 NON-EXPEDITED Y US-BAYER-2011-043609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER

8119250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119250 NON-EXPEDITED N US-BAYER-2011-046638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119251 NON-EXPEDITED Y US-BAYER-2011-044341 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHLAMYDIA TEST POSITIVE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8119252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119252 NON-EXPEDITED N US-BAYER-2011-046712 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119315 NON-EXPEDITED N US-TEVA-298912USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119323 NON-EXPEDITED Y US-BAYER-2011-032820 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8119324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119324 NON-EXPEDITED Y US-BAYER-2011-034969 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8119325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119325 NON-EXPEDITED N US-BAYER-2011-034819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8119326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119326 NON-EXPEDITED N US-BAYER-2011-034882 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 101 DAY BAYER
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Detailed Report
8119327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119327 NON-EXPEDITED Y US-BAYER-2011-034769 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8119329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119329 NON-EXPEDITED N US-BAYER-2011-034185 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8119330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119330 NON-EXPEDITED Y US-BAYER-2011-033888 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER

8119331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119331 NON-EXPEDITED Y US-BAYER-2011-034379 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 224 DAY BAYER

MIRENA S  BAYER

8119333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119333 NON-EXPEDITED N US-BAYER-2011-034697 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119334 NON-EXPEDITED N US-BAYER-2011-033303 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 17 DAY BAYER
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8119361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119361 NON-EXPEDITED N US-TEVA-298851USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119364 NON-EXPEDITED N US-TEVA-298909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGITATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
PELVIC PAIN  

8119377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119377 NON-EXPEDITED N US-TEVA-298869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119385 NON-EXPEDITED N US-BAYER-2011-020496 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8119386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119386 NON-EXPEDITED N US-BAYER-2011-020521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8119387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119387 NON-EXPEDITED N US-BAYER-2011-029107 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119421 NON-EXPEDITED N US-TEVA-299018USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE CHOLESTEROL MEDICATION C  
MENSTRUATION IRREGULAR  

8119451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119451 NON-EXPEDITED N US-BAYER-2011-030209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119452 NON-EXPEDITED Y US-BAYER-2011-033471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119453 NON-EXPEDITED N US-BAYER-2011-027982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8119454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119454 NON-EXPEDITED N US-BAYER-2011-034324 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8119457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119457 NON-EXPEDITED Y US-BAYER-2011-039473 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8119458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119458 NON-EXPEDITED N US-BAYER-2011-028244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119459 NON-EXPEDITED N US-BAYER-2011-012798 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR VALPROIC ACID C  

8119460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119460 NON-EXPEDITED Y US-BAYER-2011-034689 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8119462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119462 NON-EXPEDITED N US-BAYER-2011-028922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119463 NON-EXPEDITED Y US-BAYER-2011-028198 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
DEVICE DISLOCATION  

8119464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119464 NON-EXPEDITED Y US-BAYER-2011-033307 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8119465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119465 NON-EXPEDITED N US-BAYER-2011-029759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
VOMITING  

8119466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119466 NON-EXPEDITED N US-BAYER-2011-027923 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
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Detailed Report
8119468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119468 NON-EXPEDITED Y US-BAYER-2011-015376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8119470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119470 NON-EXPEDITED Y US-BAYER-2011-034289 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119472 NON-EXPEDITED N US-BAYER-2011-034222 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8119473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119473 NON-EXPEDITED N US-BAYER-2011-025333 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119475 NON-EXPEDITED Y US-BAYER-2011-030021 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8119476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119476 NON-EXPEDITED N US-BAYER-2011-030122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  

8119480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119480 NON-EXPEDITED N US-TEVA-298987USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA BENADRYL C  
ABDOMINAL PAIN LOWER ALBUTEROL SULFATE C  
DIZZINESS  
FATIGUE  
HEADACHE  

8119498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119498 NON-EXPEDITED Y US-BAYER-2011-080831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119527 NON-EXPEDITED N US-BAYER-2011-046708 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8119529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119529 NON-EXPEDITED N US-BAYER-2011-045954 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, UNK  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8119531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119531 NON-EXPEDITED N US-BAYER-2011-044381 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 55 DAY BAYER

8119532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119532 NON-EXPEDITED N OT US-BAYER-2011-075927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S 0.02 mg, QD  BAYER
PREGNANCY  
UTERINE PERFORATION  

8119534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119534 NON-EXPEDITED N US-BAYER-2011-044263 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 384 DAY BAYER

8119535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119535 NON-EXPEDITED Y US-BAYER-2011-044478 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8119544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119544 NON-EXPEDITED N US-TEVA-299065USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
DYSMENORRHOEA  
HEADACHE  
NAUSEA  
VOMITING  
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Detailed Report
8119549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119549 NON-EXPEDITED Y US-BAYER-2011-039645 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8119550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119550 NON-EXPEDITED Y US-BAYER-2011-033630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

MIRENA S UNK  BAYER

8119551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119551 NON-EXPEDITED Y US-BAYER-2011-040861 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119552 NON-EXPEDITED Y US-BAYER-2011-033508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119553 NON-EXPEDITED N US-BAYER-2011-033834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE UNK  BAYER

8119554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119554 NON-EXPEDITED Y US-BAYER-2011-041218 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 285 DAY BAYER
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Detailed Report
8119555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119555 NON-EXPEDITED Y US-BAYER-2011-040940 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 140 DAY BAYER

8119556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119556 NON-EXPEDITED N US-BAYER-2011-033775 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8119557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119557 NON-EXPEDITED Y US-BAYER-2011-033353 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8119558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119558 NON-EXPEDITED N US-BAYER-2011-042789 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8119559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119559 NON-EXPEDITED N US-BAYER-2011-033799 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8119560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119560 NON-EXPEDITED Y US-BAYER-2011-033804 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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8119561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119561 NON-EXPEDITED N US-BAYER-2011-042961 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8119562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119562 NON-EXPEDITED N US-BAYER-2011-039185 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8119563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119563 NON-EXPEDITED N US-BAYER-2011-040943 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119564 NON-EXPEDITED N US-BAYER-2011-033631 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 24 DAY BAYER

8119565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119565 NON-EXPEDITED Y US-BAYER-2011-033497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119566 NON-EXPEDITED Y US-BAYER-2011-042892 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER
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Detailed Report
8119567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119567 NON-EXPEDITED N US-BAYER-2011-030551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119568 NON-EXPEDITED N US-BAYER-2011-037897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119569 NON-EXPEDITED N US-BAYER-2011-041789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8119570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119570 NON-EXPEDITED Y US-BAYER-2011-033807 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

MIRENA S  BAYER

8119571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119571 NON-EXPEDITED N US-BAYER-2011-033530 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8119572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119572 NON-EXPEDITED Y US-BAYER-2011-043765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8119573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119573 NON-EXPEDITED Y US-BAYER-2011-033797 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8119574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119574 NON-EXPEDITED N US-BAYER-2011-048354 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 482 DAY BAYER

8119582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119582 NON-EXPEDITED N US-TEVA-299074USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119585 NON-EXPEDITED N US-BAYER-2011-025314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119586 NON-EXPEDITED N US-BAYER-2011-030618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 947 DAY BAYER
PAIN  

8119587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119587 NON-EXPEDITED Y US-BAYER-2011-025256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8119588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119588 NON-EXPEDITED Y US-BAYER-2011-028559 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER
FEELING ABNORMAL  

8119605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119605 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011201557

39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ABDOMINAL SYMPTOM  
AMENORRHOEA  

8119612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119612 NON-EXPEDITED N US-TEVA-299046USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8119617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119617 NON-EXPEDITED N US-TEVA-299058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119635 NON-EXPEDITED N US-BAYER-2011-073869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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8119647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119647 NON-EXPEDITED N US-BAYER-2011-046594 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8119648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119648 NON-EXPEDITED N US-BAYER-2011-047057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119649 NON-EXPEDITED N US-BAYER-2011-044470 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119702 NON-EXPEDITED N US-TEVA-299060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119706 NON-EXPEDITED N US-TEVA-299063USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8119721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119721 NON-EXPEDITED Y US-BAYER-2011-039207 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8119722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119722 NON-EXPEDITED N US-BAYER-2011-030108 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FLUSHING MIRENA S  BAYER

8119801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119801 NON-EXPEDITED N US-BAYER-2011-045448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8119802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 8119802 NON-EXPEDITED N US-BAYER-2011-046551 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7166387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 7166387 NON-EXPEDITED N US-
BAYER-200935250NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  
PRODUCT SHAPE ISSUE  

7552732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 7552732 NON-EXPEDITED N US-
BAYER-201031242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FRQUENCY:

CONTINUOUS
578 DAY BAYER
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Detailed Report
7960770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 7960770 EXPEDITED (15-DAY) Y OT SE-BAYER-2011-041331 43 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8019059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8019059 EXPEDITED (15-DAY) N OT US-BAYER-2011-053993 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER

8046764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8046764 NON-EXPEDITED N US-BAYER-2011-061795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8088670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8088670 NON-EXPEDITED Y OT US-BAYER-2011-069546 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 214 DAY BAYER
MENOMETRORRHAGIA MIRENA S UNK  BAYER
PATIENT-DEVICE INCOMPATIBILITY LUVOX CR C 50 mg, BID  
ABDOMINAL PAIN WELLBUTRIN C 150 mg, UNK  
DEVICE EXPULSION WELLBUTRIN C  
MEDICAL DEVICE PAIN  
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8120338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120338 NON-EXPEDITED N US-TEVA-299055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8120348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120348 NON-EXPEDITED N US-TEVA-298996USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8120356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120356 NON-EXPEDITED N US-
BAYER-201017621NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120357 NON-EXPEDITED Y US-
BAYER-201015209NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
273 DAY BAYER

ABDOMINAL PAIN LOWER ADVAIR DISKUS C UNKNOWN  
ABDOMINAL DISTENSION  
ACNE  
NEPHROLITHIASIS  
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Detailed Report
8120358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120358 NON-EXPEDITED N US-
BAYER-201017578NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 232 DAY BAYER

8120359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120359 NON-EXPEDITED Y US-
BAYER-201019082NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8120360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120360 NON-EXPEDITED Y US-
BAYER-201019574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8120361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120361 NON-EXPEDITED N US-
BAYER-201017823NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIOVASCULAR DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  
PAIN IN EXTREMITY  

8120362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120362 NON-EXPEDITED N US-
BAYER-201017864NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8120363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120363 NON-EXPEDITED N US-
BAYER-201040849NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120364 NON-EXPEDITED N US-
BAYER-201032047NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DYSMENORRHOEA  

8120365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120365 NON-EXPEDITED Y US-
BAYER-201040877NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8120366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120366 NON-EXPEDITED Y US-
BAYER-201020599NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

8120367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120367 NON-EXPEDITED N US-
BAYER-201017852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8120368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120368 NON-EXPEDITED N US-
BAYER-201024632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL PAIN  

8120369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120369 NON-EXPEDITED N US-
BAYER-201017926NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 118 DAY BAYER

8120370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120370 NON-EXPEDITED Y US-
BAYER-201019156NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
MENOMETRORRHAGIA  

8120371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120371 NON-EXPEDITED N US-BAYER-2011-005462 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SENSATION OF FOREIGN BODY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHEST PAIN  
GASTROOESOPHAGEAL REFLUX DISEASE  
UNEVALUABLE EVENT  
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Detailed Report
8120372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120372 NON-EXPEDITED N US-BAYER-2011-003816 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120373 NON-EXPEDITED Y US-BAYER-2011-002572 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120374 NON-EXPEDITED N US-BAYER-2011-005830 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8120377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120377 NON-EXPEDITED N US-
BAYER-201020737NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8120378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120378 NON-EXPEDITED N US-
BAYER-201024280NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
DEVICE EXPULSION  
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8120379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120379 NON-EXPEDITED N US-
BAYER-201031649NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER
COITAL BLEEDING  
MEDICAL DEVICE DISCOMFORT  

8120380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120380 NON-EXPEDITED N US-
BAYER-201031376NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120381 NON-EXPEDITED Y US-
BAYER-201026904NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 132 DAY BAYER

8120382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120382 NON-EXPEDITED Y US-
BAYER-201023866NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

MIRENA S  BAYER

Page: 7,708 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8120383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120383 NON-EXPEDITED Y US-
BAYER-201041256NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8120384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120384 NON-EXPEDITED Y US-
BAYER-201021044NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER

8120385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120385 NON-EXPEDITED N US-
BAYER-201020786NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPHONIA  

8120386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120386 NON-EXPEDITED Y US-
BAYER-201031462NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL DISCHARGE  

8120387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120387 NON-EXPEDITED N US-
BAYER-201025718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8120389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120389 NON-EXPEDITED Y US-
BAYER-201030970NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8120390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120390 NON-EXPEDITED Y US-
BAYER-201019818NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8120391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120391 NON-EXPEDITED N US-
BAYER-201040851NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120392 NON-EXPEDITED N US-
BAYER-201028896NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8120393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120393 NON-EXPEDITED N US-
BAYER-201017923NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8120394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120394 NON-EXPEDITED N US-
BAYER-201027546NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120395 NON-EXPEDITED N US-
BAYER-201021384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ANALYSIS ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120396 NON-EXPEDITED N US-
BAYER-201025716NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER
ABDOMINAL PAIN LOWER  

8120397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120397 NON-EXPEDITED Y US-
BAYER-201020376NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 233 DAY BAYER

8120398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120398 NON-EXPEDITED N US-
BAYER-201017893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8120399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120399 NON-EXPEDITED Y US-
BAYER-201019267NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mg/d, CONT 6 DAY BAYER
DEVICE EXPULSION  

8120400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120400 NON-EXPEDITED N US-
BAYER-201017777NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  

8120401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120401 NON-EXPEDITED Y US-
BAYER-201039509NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE CERVIX STENOSIS  

8120402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120402 NON-EXPEDITED N US-
BAYER-201040101NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8120403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120403 NON-EXPEDITED Y US-
BAYER-201024246NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120404 NON-EXPEDITED Y US-
BAYER-201018004NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 379 DAY BAYER
PROCEDURAL COMPLICATION  

8120405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120405 NON-EXPEDITED Y US-
BAYER-201037063NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120406 NON-EXPEDITED Y US-
BAYER-201041361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8120407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120407 NON-EXPEDITED Y US-
BAYER-201041401NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,713 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8120408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120408 NON-EXPEDITED N US-BAYER-2011-003230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120409 NON-EXPEDITED Y US-BAYER-2011-006581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 158 DAY BAYER
DEVICE EXPULSION  
METRORRHAGIA  

8120410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120410 NON-EXPEDITED Y US-BAYER-2010-009237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120411 NON-EXPEDITED Y US-
BAYER-201041320NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE DISLOCATION  

8120412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120412 NON-EXPEDITED Y US-BAYER-2011-000580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8120413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120413 NON-EXPEDITED N US-BAYER-2011-003260 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120414 NON-EXPEDITED N US-BAYER-2011-003209 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8120415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120415 NON-EXPEDITED N US-BAYER-2011-002493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERIPHERAL COLDNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120416 NON-EXPEDITED Y US-BAYER-2011-001723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120417 NON-EXPEDITED N US-
BAYER-201041318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120418 NON-EXPEDITED N US-BAYER-2011-002475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8120419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120419 NON-EXPEDITED Y US-BAYER-2011-005235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8120421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120421 NON-EXPEDITED N US-BAYER-2011-000113 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
DEVICE FAILURE  

8120449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120449 NON-EXPEDITED Y US-BAYER-2011-015352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  BAYER

8120450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120450 NON-EXPEDITED N US-BAYER-2011-018625 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER

8120451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120451 NON-EXPEDITED N US-BAYER-2011-013135 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
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Detailed Report
8120452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120452 NON-EXPEDITED N US-BAYER-2011-005866 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8120453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120453 NON-EXPEDITED N US-BAYER-2011-014818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 17 DAY BAYER
DEVICE EXPULSION  

8120454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120454 NON-EXPEDITED Y US-BAYER-2011-010820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
DIZZINESS POSTURAL  

8120455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120455 NON-EXPEDITED Y US-BAYER-2011-009918 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
METRORRHAGIA  
PROCEDURAL PAIN  

Page: 7,717 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8120456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120456 EXPEDITED (15-DAY) N OT NO-BAYER-2011-010673 33 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER
COITAL BLEEDING  
MENORRHAGIA  
METRORRHAGIA  

8120457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120457 NON-EXPEDITED N US-BAYER-2011-014528 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 250 DAY BAYER
HAEMORRHAGE MIRENA S  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8120458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120458 NON-EXPEDITED N US-BAYER-2011-015175 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PROJECTILE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
FEELING ABNORMAL  
GENITAL HAEMORRHAGE  
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Detailed Report
8120460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120460 NON-EXPEDITED N US-TEVA-299026USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8120461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120461 NON-EXPEDITED N US-BAYER-2011-010203 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERVERTEBRAL DISC PROTRUSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  

8120463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120463 NON-EXPEDITED N US-BAYER-2011-020574 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DYSMENORRHOEA  

8120464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120464 NON-EXPEDITED N US-BAYER-2011-025067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S UNK  BAYER
PENILE PAIN  

8120465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120465 NON-EXPEDITED N US-BAYER-2011-042932 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 694 DAY BAYER
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Detailed Report
8120466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120466 NON-EXPEDITED Y US-BAYER-2011-039559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8120467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120467 NON-EXPEDITED N US-BAYER-2011-042907 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8120468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120468 NON-EXPEDITED N US-BAYER-2011-019061 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  
PAIN  

8120469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120469 NON-EXPEDITED Y US-BAYER-2011-042808 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8120470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120470 NON-EXPEDITED Y US-BAYER-2011-043610 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 345 DAY BAYER
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Detailed Report
8120471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120471 NON-EXPEDITED Y US-BAYER-2011-042971 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 19 DAY BAYER

8120472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120472 NON-EXPEDITED Y US-BAYER-2011-026577 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER

8120474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120474 NON-EXPEDITED Y US-BAYER-2011-041859 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8120475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120475 NON-EXPEDITED N US-BAYER-2011-043924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8120476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120476 NON-EXPEDITED N US-BAYER-2011-036764 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S 20 µg, CONT  BAYER

DOXYCYCLINE C  
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Detailed Report
8120477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120477 NON-EXPEDITED N US-BAYER-2011-023920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 48 DAY BAYER
DEVICE EXPULSION  

8120478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120478 NON-EXPEDITED Y US-BAYER-2011-015380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE CERVIX STENOSIS IBUPROFEN C UNK  
DEVICE DIFFICULT TO USE  

8120479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120479 NON-EXPEDITED Y US-BAYER-2011-040866 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

MIRENA S  BAYER

8120480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120480 NON-EXPEDITED N US-BAYER-2011-042999 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 74 DAY BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  

8120481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120481 NON-EXPEDITED N US-BAYER-2011-044729 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 5 DAY BAYER
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Detailed Report
8120482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120482 NON-EXPEDITED Y US-BAYER-2011-042412 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 35 DAY BAYER

8120522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120522 NON-EXPEDITED N US-TEVA-299057USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8120560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120560 NON-EXPEDITED N US-BAYER-2011-043830 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER

8120561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120561 NON-EXPEDITED N US-BAYER-2011-018106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S UNK  BAYER

8120562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120562 NON-EXPEDITED Y US-BAYER-2011-007178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  
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Detailed Report
8120563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120563 NON-EXPEDITED N US-
BAYER-201041079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
FATIGUE  
GENITAL HAEMORRHAGE  
GENITAL PAIN  
MOOD SWINGS  
WEIGHT INCREASED  

8120564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120564 NON-EXPEDITED N US-BAYER-2011-003661 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120565 NON-EXPEDITED Y US-BAYER-2011-015659 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120566 NON-EXPEDITED N US-BAYER-2011-018624 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  BAYER
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Detailed Report
8120567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120567 NON-EXPEDITED Y US-BAYER-2011-043423 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 19 DAY BAYER

8120568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120568 NON-EXPEDITED N US-BAYER-2011-034174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S 20 µg, CONT  BAYER
DEPRESSION  

8120569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120569 NON-EXPEDITED Y US-BAYER-2011-015435 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8120571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120571 NON-EXPEDITED Y US-BAYER-2011-043466 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 44 DAY BAYER

8120572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120572 NON-EXPEDITED Y US-BAYER-2011-038423 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 56 DAY BAYER
METRORRHAGIA MIRENA S  BAYER
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Detailed Report
8120573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120573 NON-EXPEDITED N US-BAYER-2011-027400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S 20 µg, CONT  BAYER
ASTHENIA  
CHANGE OF BOWEL HABIT  
MUSCLE SPASMS  
POLLAKIURIA  

8120574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120574 NON-EXPEDITED N US-BAYER-2011-004110 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 23 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8120575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120575 EXPEDITED (15-DAY) N OT BR-BAYER-2011-079852 28 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEEDING DISORDER NEONATAL MIRENA S TRANSAMMMARY UNK  BAYER

SYNTHROID C TRANSAMMMARY 75 µg, QD  

8120576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120576 NON-EXPEDITED N US-
BAYER-201031497NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL DISCHARGE  
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Detailed Report
8120577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120577 NON-EXPEDITED Y US-BAYER-2011-043384 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 277 DAY BAYER

8120578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120578 NON-EXPEDITED N US-BAYER-2011-042948 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 954 DAY BAYER

8120579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120579 NON-EXPEDITED N US-BAYER-2011-046596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  

8120580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120580 NON-EXPEDITED N US-BAYER-2011-045886 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
CRYING  
IRRITABILITY  
MOOD ALTERED  
MUSCLE SPASMS  
PROCEDURAL PAIN  

8120581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120581 NON-EXPEDITED Y US-BAYER-2011-046520 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8120582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120582 NON-EXPEDITED N US-BAYER-2011-046682 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE INCREASED  
DIZZINESS  
MENSTRUATION DELAYED  
VAGINAL HAEMORRHAGE  

8120583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120583 NON-EXPEDITED Y US-BAYER-2011-043006 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8120584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120584 NON-EXPEDITED N US-BAYER-2011-045926 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8120585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120585 NON-EXPEDITED N US-BAYER-2011-045488 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8120586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120586 NON-EXPEDITED N US-BAYER-2011-043388 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 24 DAY BAYER
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Detailed Report
8120588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120588 NON-EXPEDITED N US-BAYER-2011-043419 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 167 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8120589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120589 NON-EXPEDITED N US-BAYER-2011-045970 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120590 NON-EXPEDITED Y US-BAYER-2011-045894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8120600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120600 NON-EXPEDITED N US-TEVA-299064USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8120625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120625 NON-EXPEDITED Y US-BAYER-2011-070640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
IRRITABILITY  
MENOPAUSAL SYMPTOMS  
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Detailed Report
8120655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120655 NON-EXPEDITED N US-TEVA-299066USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8120660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120660 NON-EXPEDITED Y US-
BAYER-201032573NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8120661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120661 NON-EXPEDITED N US-BAYER-2011-007165 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120663 NON-EXPEDITED N US-BAYER-2011-043839 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

8120664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120664 NON-EXPEDITED N US-BAYER-2011-018375 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH EXTRACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8120665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120665 NON-EXPEDITED Y US-
BAYER-201032948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120843 NON-EXPEDITED N US-TEVA-299069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8120919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120919 NON-EXPEDITED Y US-BAYER-2011-015361 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT

(Drug withdrawan not as
treatment for adverse
event.  No date
provided.)

 BAYER

8120920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120920 NON-EXPEDITED N US-
BAYER-201024686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
METRORRHAGIA  

8120921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120921 NON-EXPEDITED N US-BAYER-2011-015976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORGASMIC SENSATION DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8120922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120922 NON-EXPEDITED N US-BAYER-2011-015291 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
DISCOMFORT  
MALAISE  

8120924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120924 NON-EXPEDITED N US-BAYER-2011-025207 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8120925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120925 NON-EXPEDITED N US-BAYER-2011-043298 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
HAEMORRHAGE URINARY TRACT  

8120926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120926 NON-EXPEDITED N US-BAYER-2011-039505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S 20 µg, CONT  BAYER

8120927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120927 NON-EXPEDITED Y US-BAYER-2011-045934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 220 DAY BAYER
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Detailed Report
8120928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120928 NON-EXPEDITED N US-BAYER-2011-043556 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE BREAKAGE  
OVARIAN CYST  

8120929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120929 NON-EXPEDITED N US-BAYER-2011-026578 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8120931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120931 NON-EXPEDITED Y US-BAYER-2011-045861 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8120932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120932 NON-EXPEDITED N US-BAYER-2011-032784 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DEVICE DISLOCATION  
FUNGAL INFECTION  
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Detailed Report
8120933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120933 NON-EXPEDITED N US-BAYER-2011-025656 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8120934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120934 NON-EXPEDITED N US-BAYER-2011-015668 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL DISCHARGE  

8120935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120935 NON-EXPEDITED N US-BAYER-2011-036208 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
DISCOMFORT  

8120936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120936 NON-EXPEDITED N US-BAYER-2011-019358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120937 NON-EXPEDITED Y US-BAYER-2011-030028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8120938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120938 NON-EXPEDITED N US-BAYER-2011-025308 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8120939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120939 NON-EXPEDITED Y US-BAYER-2011-018379 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8120940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120940 NON-EXPEDITED N US-BAYER-2011-015460 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8120943 NON-EXPEDITED N US-BAYER-2011-081409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER

8121023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121023 NON-EXPEDITED N US-TEVA-299080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8121058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121058 NON-EXPEDITED N US-BAYER-2011-030546 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121059 NON-EXPEDITED N US-BAYER-2011-010968 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG SCREEN POSITIVE MIRENA S  BAYER

8121060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121060 NON-EXPEDITED Y US-BAYER-2011-030983 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER

8121061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121061 NON-EXPEDITED Y US-BAYER-2011-015812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVE COMPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NECK PAIN  

8121062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121062 NON-EXPEDITED Y US-BAYER-2011-026342 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121063 NON-EXPEDITED N US-BAYER-2011-015845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121064 NON-EXPEDITED N US-
BAYER-201021872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
DIARRHOEA  
VAGINAL HAEMORRHAGE  

8121065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121065 EXPEDITED (15-DAY) N OT US-BAYER-2011-080057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S UNK  BAYER
POLYMENORRHOEA  

8121066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121066 NON-EXPEDITED N US-BAYER-2011-025726 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121067 EXPEDITED (15-DAY) N OT BR-BAYER-2011-078542 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID CANCER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENSTRUATION IRREGULAR LEVOTHYROXINE SODIUM C ORAL 1 DF, QD  

8121068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121068 NON-EXPEDITED N US-BAYER-2011-008437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121069 NON-EXPEDITED Y US-BAYER-2011-025684 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8121070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121070 NON-EXPEDITED N US-BAYER-2011-036304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8121072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121072 NON-EXPEDITED Y US-BAYER-2011-025657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 567 DAY BAYER

8121073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121073 NON-EXPEDITED Y US-BAYER-2011-025323 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8121074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121074 NON-EXPEDITED N US-BAYER-2011-016361 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER
ALOPECIA  
DEVICE EXPULSION  
DISCOMFORT  
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Detailed Report
8121082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121082 NON-EXPEDITED Y US-BAYER-2011-037239 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

8121083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121083 NON-EXPEDITED Y US-BAYER-2011-036270 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
DISCOMFORT  
URTICARIA  

8121084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121084 NON-EXPEDITED N US-BAYER-2011-038114 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8121085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121085 NON-EXPEDITED Y US-BAYER-2011-037521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 65 DAY BAYER
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Detailed Report
8121086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121086 NON-EXPEDITED N US-BAYER-2011-046678 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD URINE PRESENT  
INFECTION  
OVARIAN CYST  
UTERINE ENLARGEMENT  

8121087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121087 NON-EXPEDITED N US-BAYER-2011-039155 29 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 200 DAY BAYER
MENSTRUAL DISORDER  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8121117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121117 NON-EXPEDITED N US-TEVA-299075USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8121119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121119 NON-EXPEDITED N US-TEVA-299077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8121206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121206 NON-EXPEDITED N US-TEVA-299083USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8121219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121219 NON-EXPEDITED N US-BAYER-2011-073796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL DIZZINESS  

8121220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121220 NON-EXPEDITED Y US-
BAYER-201021763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121223 NON-EXPEDITED N US-
BAYER-201026451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121399 NON-EXPEDITED Y US-
BAYER-201026449NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121400 NON-EXPEDITED N US-BAYER-2011-015353 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  

8121402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121402 EXPEDITED (15-DAY) N HO,OT DK-BAYER-2011-078275 43 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
OVARIAN CYST  
UTERINE LEIOMYOMA  
VAGINAL HAEMORRHAGE  

8121404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121404 NON-EXPEDITED Y US-
BAYER-201026448NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
GENITAL HAEMORRHAGE  
NAUSEA  
UNEVALUABLE EVENT  

8121406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121406 NON-EXPEDITED Y US-BAYER-2011-042454 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121407 NON-EXPEDITED N US-BAYER-2011-028864 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8121408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121408 NON-EXPEDITED N US-BAYER-2011-039308 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 92 DAY BAYER

8121410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121410 NON-EXPEDITED N US-BAYER-2011-019697 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8121411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121411 NON-EXPEDITED N US-BAYER-2011-041350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8121412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121412 NON-EXPEDITED N US-BAYER-2011-030550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121413 NON-EXPEDITED Y US-BAYER-2011-026281 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121414 NON-EXPEDITED Y US-BAYER-2011-016026 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121415 NON-EXPEDITED N US-BAYER-2011-040939 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 76 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8121416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121416 NON-EXPEDITED Y US-BAYER-2011-016529 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE DISLOCATION  

8121417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121417 NON-EXPEDITED N US-BAYER-2011-036658 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8121433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121433 NON-EXPEDITED Y US-BAYER-2011-080595 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 25 DAY BAYER
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Detailed Report
8121434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121434 NON-EXPEDITED N US-BAYER-2011-074073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8121435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121435 NON-EXPEDITED N US-BAYER-2011-080517 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 287 DAY BAYER

8121489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121489 NON-EXPEDITED N US-TEVA-299317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8121525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121525 NON-EXPEDITED N US-TEVA-299297USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8121986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121986 NON-EXPEDITED N US-BAYER-2011-019368 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  
POLYMENORRHOEA  
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Detailed Report
8121987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121987 NON-EXPEDITED Y US-BAYER-2011-030888 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121988 NON-EXPEDITED Y US-BAYER-2011-030224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8121989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121989 NON-EXPEDITED N US-BAYER-2011-008451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8121990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121990 NON-EXPEDITED Y US-BAYER-2011-037656 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8121991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121991 NON-EXPEDITED Y US-BAYER-2011-009554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8121992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121992 NON-EXPEDITED N US-BAYER-2011-015358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8121993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121993 NON-EXPEDITED N US-BAYER-2011-016015 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8121994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121994 NON-EXPEDITED Y US-BAYER-2011-016033 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
MENSTRUAL DISORDER  
PAIN  

8121995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121995 NON-EXPEDITED N US-BAYER-2011-031612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8121996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121996 NON-EXPEDITED Y US-BAYER-2011-008620 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8121997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121997 NON-EXPEDITED N US-BAYER-2011-020668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8121998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8121998 NON-EXPEDITED N US-BAYER-2011-029371 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEMORY IMPAIRMENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISTURBANCE IN ATTENTION  

8122001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122001 NON-EXPEDITED N US-BAYER-2011-039508 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

MIRENA S UNK  BAYER

8122002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122002 NON-EXPEDITED N US-BAYER-2011-039079 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8122003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122003 NON-EXPEDITED N US-BAYER-2011-037675 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8122004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122004 NON-EXPEDITED N US-BAYER-2011-041216 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8122005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122005 NON-EXPEDITED Y US-BAYER-2011-039414 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 24 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122008 NON-EXPEDITED N US-BAYER-2011-030530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISORIENTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
HOT FLUSH  

8122009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122009 NON-EXPEDITED N US-BAYER-2011-015962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES VIRUS INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122011 NON-EXPEDITED Y US-BAYER-2011-030487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122012 NON-EXPEDITED Y US-BAYER-2011-035978 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,749 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8122013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122013 NON-EXPEDITED N US-BAYER-2011-033846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
DIZZINESS  
HEADACHE  
UNEVALUABLE EVENT  

8122014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122014 NON-EXPEDITED N US-BAYER-2011-015356 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122015 NON-EXPEDITED Y US-BAYER-2011-008658 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122016 NON-EXPEDITED N US-BAYER-2011-035756 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 98 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
UTERINE ENLARGEMENT  

8122017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122017 NON-EXPEDITED N US-BAYER-2011-019337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8122018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122018 NON-EXPEDITED N US-BAYER-2011-036794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  

8122019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122019 NON-EXPEDITED Y US-BAYER-2011-039305 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8122020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122020 NON-EXPEDITED N US-BAYER-2011-038365 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122030 NON-EXPEDITED Y US-BAYER-2011-039677 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8122031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122031 NON-EXPEDITED Y US-BAYER-2011-045485 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8122032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122032 NON-EXPEDITED N US-BAYER-2011-042522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8122033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122033 NON-EXPEDITED N US-BAYER-2011-044334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122036 NON-EXPEDITED Y US-BAYER-2011-040971 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8122037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122037 NON-EXPEDITED N US-BAYER-2011-039542 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8122038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122038 NON-EXPEDITED N US-BAYER-2011-046033 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122040 NON-EXPEDITED N US-TEVA-299269USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8122041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122041 NON-EXPEDITED N US-TEVA-299082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8122140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122140 NON-EXPEDITED N US-BAYER-2011-081181 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 26 DAY BAYER

8122141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122141 NON-EXPEDITED Y US-BAYER-2011-081413 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8122142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122142 NON-EXPEDITED N OT US-BAYER-2011-081637 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8122143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122143 NON-EXPEDITED Y US-BAYER-2011-081178 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 119 DAY BAYER

8122144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122144 NON-EXPEDITED Y US-BAYER-2011-081182 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 170 DAY BAYER

8122147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122147 NON-EXPEDITED N US-BAYER-2011-081179 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
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Detailed Report
8122148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122148 NON-EXPEDITED Y US-BAYER-2011-081117 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8122241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122241 NON-EXPEDITED Y US-BAYER-2011-081074 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8122242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122242 NON-EXPEDITED Y US-BAYER-2011-081092 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1097 DAY BAYER

8122243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122243 NON-EXPEDITED N US-BAYER-2011-081091 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 686 DAY BAYER

8122244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122244 NON-EXPEDITED N US-BAYER-2011-081087 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8122245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122245 NON-EXPEDITED N US-BAYER-2011-081103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  
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Detailed Report
8122246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122246 NON-EXPEDITED N US-BAYER-2011-081067 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8122247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122247 NON-EXPEDITED Y US-BAYER-2011-081072 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER

8122248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122248 NON-EXPEDITED N US-BAYER-2011-081080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S  BAYER

8122249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122249 NON-EXPEDITED Y US-BAYER-2011-081073 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg  BAYER

8122250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122250 NON-EXPEDITED N US-BAYER-2011-081090 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8122251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122251 NON-EXPEDITED N US-BAYER-2011-081100 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 36 DAY BAYER

Page: 7,755 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8122254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122254 NON-EXPEDITED N US-BAYER-2011-081068 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8122255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122255 NON-EXPEDITED Y US-BAYER-2011-081079 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8122257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122257 NON-EXPEDITED Y US-BAYER-2011-081089 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8122258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122258 NON-EXPEDITED N US-BAYER-2011-081069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122260 NON-EXPEDITED Y US-BAYER-2011-081097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8122261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122261 NON-EXPEDITED Y US-BAYER-2011-081088 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
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Detailed Report
8122263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122263 NON-EXPEDITED Y US-BAYER-2011-081070 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122282 NON-EXPEDITED N US-BAYER-2011-081099 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8122283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122283 NON-EXPEDITED N US-BAYER-2011-081104 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8122284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122284 NON-EXPEDITED Y US-BAYER-2011-081105 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 3 DAY BAYER

8122285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122285 NON-EXPEDITED Y US-BAYER-2011-081071 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8122286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122286 NON-EXPEDITED N US-BAYER-2011-081086 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
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8122287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122287 NON-EXPEDITED Y US-BAYER-2011-081111 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8122566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122566 NON-EXPEDITED N US-BAYER-2011-045839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122667 NON-EXPEDITED Y US-BAYER-2011-036408 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122668 NON-EXPEDITED Y US-BAYER-2011-026565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH PRURITIC  

8122669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122669 EXPEDITED (15-DAY) Y OT US-BAYER-2011-080022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASS MIRENA S UNK  BAYER
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Detailed Report
8122670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122670 NON-EXPEDITED N US-BAYER-2011-045962 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8122671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122671 NON-EXPEDITED N US-BAYER-2011-030885 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8122673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122673 EXPEDITED (15-DAY) N OT IL-BAYER-2011-080039 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S UNK  BAYER
POLLAKIURIA  
URINARY TRACT INFECTION  

8122674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122674 NON-EXPEDITED N US-BAYER-2011-014984 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8122675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122675 NON-EXPEDITED N US-BAYER-2011-036759 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
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Detailed Report
8122676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122676 NON-EXPEDITED N US-BAYER-2011-044023 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DYSMENORRHOEA  
MENORRHAGIA  
MOOD ALTERED  
PELVIC PAIN  
UNEVALUABLE EVENT  

8122677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122677 NON-EXPEDITED N US-BAYER-2011-023248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122678 NON-EXPEDITED N US-BAYER-2011-041506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8122679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122679 NON-EXPEDITED N US-BAYER-2011-039577 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8122680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122680 NON-EXPEDITED Y US-BAYER-2011-040859 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8122681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122681 NON-EXPEDITED N US-BAYER-2011-045727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8122691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122691 NON-EXPEDITED N US-BAYER-2011-035130 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8122802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122802 NON-EXPEDITED N US-BAYER-2011-030647 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 226 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8122826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122826 NON-EXPEDITED N US-BAYER-2011-015096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8122827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122827 NON-EXPEDITED Y US-BAYER-2011-017983 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8122840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122840 NON-EXPEDITED N US-BAYER-2011-015956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
MENSTRUATION DELAYED  

8122841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122841 NON-EXPEDITED Y US-BAYER-2011-030965 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8122842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122842 NON-EXPEDITED Y US-BAYER-2011-033088 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
RASH  

8122976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8122976 NON-EXPEDITED N US-TEVA-253862USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8123054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123054 NON-EXPEDITED N US-BAYER-2011-016495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123055 NON-EXPEDITED Y US-BAYER-2011-035579 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 214 DAY BAYER

8123056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123056 NON-EXPEDITED N US-BAYER-2011-036805 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123057 NON-EXPEDITED N US-BAYER-2011-035596 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123058 NON-EXPEDITED N US-BAYER-2011-010903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUSHING MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
UNEVALUABLE EVENT  

8123059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123059 NON-EXPEDITED N US-BAYER-2011-033832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8123060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123060 NON-EXPEDITED Y US-BAYER-2011-012137 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DISLOCATION  

8123061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123061 NON-EXPEDITED N US-BAYER-2011-037272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8123062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123062 NON-EXPEDITED N US-BAYER-2011-030441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL TENDERNESS  
PROCEDURAL PAIN  

8123063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123063 NON-EXPEDITED N US-BAYER-2011-031194 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8123064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123064 NON-EXPEDITED Y US-BAYER-2011-024078 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 4 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
8123065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123065 NON-EXPEDITED N US-BAYER-2011-032723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER
MENSTRUAL DISORDER  

8123066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123066 NON-EXPEDITED N US-BAYER-2011-081023 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8123067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123067 NON-EXPEDITED Y US-BAYER-2011-045845 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123069 NON-EXPEDITED N US-BAYER-2011-044452 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 197 DAY BAYER
MENORRHAGIA  

8123070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123070 NON-EXPEDITED N US-BAYER-2011-039690 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8123071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123071 NON-EXPEDITED Y US-BAYER-2011-042418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 419 DAY BAYER
DYSMENORRHOEA MIRENA S  BAYER
DEVICE DISLOCATION  

8123072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123072 NON-EXPEDITED Y US-BAYER-2011-080515 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S  BAYER

8123073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123073 NON-EXPEDITED N US-BAYER-2011-045492 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8123074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123074 NON-EXPEDITED N US-BAYER-2011-080514 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 553 DAY BAYER

8123076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123076 NON-EXPEDITED N US-BAYER-2011-037152 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 655 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8123077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123077 NON-EXPEDITED N US-BAYER-2011-036003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AFFECT LABILITY  

8123078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123078 NON-EXPEDITED Y US-
BAYER-201040366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CIRCUMSTANCE OR INFORMATION CAPABLE
OF LEADING TO MEDICATION ERROR

MIRENA S  BAYER

8123079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123079 NON-EXPEDITED N US-BAYER-2011-030603 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
VAGINAL HAEMORRHAGE  

8123080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123080 NON-EXPEDITED Y US-BAYER-2011-026542 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8123081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123081 NON-EXPEDITED US-BAYER-2011-036758 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER
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8123082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123082 NON-EXPEDITED Y US-BAYER-2011-043561 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8123083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123083 NON-EXPEDITED N US-BAYER-2011-036772 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8123084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123084 NON-EXPEDITED N US-BAYER-2011-044411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
GENITAL HAEMORRHAGE  
METRORRHAGIA  
MOOD ALTERED  

8123085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123085 NON-EXPEDITED Y US-BAYER-2011-041214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123086 NON-EXPEDITED Y US-BAYER-2011-081024 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 13 DAY BAYER
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8123087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123087 NON-EXPEDITED N US-BAYER-2011-042915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 476 DAY BAYER

8123088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123088 NON-EXPEDITED Y OT US-BAYER-2011-081415 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

8123089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123089 NON-EXPEDITED N US-BAYER-2011-044345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8123093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123093 NON-EXPEDITED Y US-BAYER-2011-080834 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 156 DAY BAYER

8123094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123094 NON-EXPEDITED Y US-BAYER-2011-080841 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8123095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123095 NON-EXPEDITED N US-BAYER-2011-080883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8123096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123096 NON-EXPEDITED Y US-BAYER-2011-080859 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8123100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123100 NON-EXPEDITED N US-BAYER-2011-080670 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8123101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123101 NON-EXPEDITED Y US-BAYER-2011-080681 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 275 DAY BAYER

8123102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123102 NON-EXPEDITED Y US-BAYER-2011-080714 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DISCOMFORT  

8123103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123103 NON-EXPEDITED N US-BAYER-2011-080827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S UNK  BAYER

8123104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123104 NON-EXPEDITED N US-BAYER-2011-080818 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8123105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123105 NON-EXPEDITED N US-BAYER-2011-080672 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8123106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123106 NON-EXPEDITED Y US-BAYER-2011-080823 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123107 NON-EXPEDITED Y US-BAYER-2011-080698 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8123108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123108 NON-EXPEDITED N US-BAYER-2011-080615 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8123109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123109 NON-EXPEDITED N US-BAYER-2011-080605 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 301 DAY BAYER

8123110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123110 NON-EXPEDITED N US-BAYER-2011-080748 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8123112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123112 NON-EXPEDITED N OT US-BAYER-2011-079204 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S UNK 86 DAY BAYER

8123114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123114 NON-EXPEDITED N US-BAYER-2011-080512 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER

8123115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8123115 NON-EXPEDITED N US-BAYER-2011-080553 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8740473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8740473 DIRECT N HO,DS,LT,CA,OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  
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8740702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8740702 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S one iud  BAYER
ACNE  
BACK PAIN  
DEPRESSION  
MENORRHAGIA  
MIGRAINE  
VAGINAL DISCHARGE  
VULVOVAGINAL PAIN  
WEIGHT INCREASED  

8744501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8744501 DIRECT Y OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

8748956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2011 8748956 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED LEVONORGESTREL S  

7224290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 7224290 NON-EXPEDITED N US-
BAYER-200942061NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
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Detailed Report
7663993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 7663993 NON-EXPEDITED N OT US-
BAYER-201040251NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1826 DAY BAYER

7820425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 7820425 NON-EXPEDITED Y US-BAYER-2010-007210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7842872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 7842872 NON-EXPEDITED Y OT US-BAYER-2011-017932 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 133 DAY BAYER
DEVICE DISLOCATION  
DYSPNOEA  
EMOTIONAL DISTRESS  
FLATULENCE  
MEDICAL DEVICE COMPLICATION  
SCAR  

7949511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 7949511 NON-EXPEDITED N HO US-BAYER-2011-039679 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8014177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8014177 NON-EXPEDITED N US-
BAYER-201038971NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 81 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
DYSPAREUNIA  
HEADACHE  
HYPOMENORRHOEA  
IRRITABILITY  
MENSTRUAL DISORDER  
MENSTRUATION IRREGULAR  
METRORRHAGIA  
MIGRAINE  
WEIGHT INCREASED  

8021274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8021274 EXPEDITED (15-DAY) Y OT US-BAYER-2011-053821 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8061086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8061086 NON-EXPEDITED N HO,OT US-BAYER-2011-065373 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
DISCOMFORT  
PELVIC PAIN  
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8063357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8063357 NON-EXPEDITED N OT US-BAYER-2011-066495 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8086551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8086551 EXPEDITED (15-DAY) Y DK-BAYER-2011-068766 37 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER
ABDOMINAL DISTENSION  
ARTHRALGIA  
BACK PAIN  
DEPRESSED MOOD  
JOINT SWELLING  
LIBIDO DECREASED  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MIGRAINE  
SOMATOFORM DISORDER PREGNANCY  

8101313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8101313 EXPEDITED (15-DAY) N OT US-BAYER-2011-073794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S UNK 1095 DAY BAYER
AMENORRHOEA  

8102063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8102063 NON-EXPEDITED N US-BAYER-2011-034240 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8104143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8104143 NON-EXPEDITED Y US-BAYER-2011-074067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S  BAYER

8112323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8112323 NON-EXPEDITED N US-TEVA-298441USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  

8118838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8118838 EXPEDITED (15-DAY) N US-BAYER-2011-045399 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DECREASED APPETITE  

8123497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123497 NON-EXPEDITED Y US-
BAYER-201022949NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 268 DAY BAYER
SMEAR CERVIX ABNORMAL  

8123498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123498 NON-EXPEDITED Y US-
BAYER-201021180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
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8123499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123499 NON-EXPEDITED N US-
BAYER-201024674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 94 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
MENORRHAGIA  

8123500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123500 NON-EXPEDITED Y US-
BAYER-201041342NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER
DEVICE EXPULSION  

8123501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123501 NON-EXPEDITED N US-
BAYER-201020694NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8123502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123502 NON-EXPEDITED Y US-
BAYER-201041310NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8123503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123503 NON-EXPEDITED Y US-
BAYER-201041489NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

8123504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123504 NON-EXPEDITED Y US-
BAYER-201021289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 216 DAY BAYER

8123505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123505 NON-EXPEDITED N US-
BAYER-201027775NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  

8123506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123506 NON-EXPEDITED Y US-BAYER-2011-006616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123507 NON-EXPEDITED N US-BAYER-2011-010430 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
PENIS INJURY  
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Detailed Report
8123508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123508 NON-EXPEDITED Y US-
BAYER-201012817NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
4 DAY BAYER

MIRENA S  BAYER

8123509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123509 NON-EXPEDITED N US-
BAYER-201040265NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8123510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123510 NON-EXPEDITED Y US-BAYER-2011-007209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS GARDNERELLA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123511 NON-EXPEDITED Y US-
BAYER-201021424NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8123512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123512 NON-EXPEDITED Y US-
BAYER-201020990NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 89 DAY BAYER
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Detailed Report
8123513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123513 NON-EXPEDITED Y US-
BAYER-201033991NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
AMENORRHOEA  
DYSPAREUNIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

8123514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123514 NON-EXPEDITED N US-BAYER-2010-008293 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123515 NON-EXPEDITED Y US-
BAYER-201041341NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123516 NON-EXPEDITED Y US-
BAYER-201021219NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 46 DAY BAYER
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Detailed Report
8123517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123517 NON-EXPEDITED Y US-
BAYER-201017952NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK 1334 DAY BAYER
ACNE  
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8123518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123518 NON-EXPEDITED Y US-
BAYER-201021291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 26 DAY BAYER

8123521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123521 NON-EXPEDITED N US-
BAYER-201012907NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 169 DAY BAYER

8123522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123522 NON-EXPEDITED N US-BAYER-2011-010755 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8123523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123523 NON-EXPEDITED Y US-
BAYER-201022549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8123524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123524 NON-EXPEDITED N US-
BAYER-201021117NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 107 DAY BAYER

8123525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123525 NON-EXPEDITED US-BAYER-2011-004434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8123526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123526 NON-EXPEDITED Y US-BAYER-2011-010745 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
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Detailed Report
8123527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123527 NON-EXPEDITED N US-BAYER-2011-026346 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S UNK  BAYER
BACK PAIN  
HEADACHE  
NAUSEA  

8123529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123529 NON-EXPEDITED N US-BAYER-2011-024127 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8123530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123530 NON-EXPEDITED N US-BAYER-2011-013079 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
GENITAL HAEMORRHAGE  

8123531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123531 NON-EXPEDITED Y US-
BAYER-201021992NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123532 NON-EXPEDITED Y US-BAYER-2011-044694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  
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Detailed Report
8123533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123533 NON-EXPEDITED N US-
BAYER-201041186NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER
DEVICE DISLOCATION  

8123534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123534 NON-EXPEDITED Y US-
BAYER-201021894NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123535 NON-EXPEDITED N US-BAYER-2011-024864 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S Daily dose 20 mcg/24hr 97 DAY BAYER
DEVICE EXPULSION  

8123536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123536 NON-EXPEDITED Y US-
BAYER-201017589NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8123537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123537 NON-EXPEDITED N US-BAYER-2011-026582 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEVICE EXPULSION  
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Detailed Report
8123538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123538 NON-EXPEDITED Y US-BAYER-2011-005515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123539 NON-EXPEDITED N US-BAYER-2011-041578 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PAIN  
VULVOVAGINAL DISCOMFORT  

8123540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123540 NON-EXPEDITED Y US-BAYER-2011-034694 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123541 NON-EXPEDITED N US-BAYER-2011-014284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8123542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123542 NON-EXPEDITED Y US-BAYER-2011-025204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

Page: 7,786 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8123543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123543 NON-EXPEDITED Y US-
BAYER-201041271NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123544 NON-EXPEDITED N US-
BAYER-201041055NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 µg, QOD  BAYER
AMENORRHOEA  
OVULATION PAIN  

8123545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123545 NON-EXPEDITED N US-BAYER-2011-016531 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  

8123546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123546 NON-EXPEDITED N US-BAYER-2011-017173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8123547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123547 NON-EXPEDITED N US-
BAYER-201041268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123548 NON-EXPEDITED Y US-BAYER-2011-042988 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER

8123549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123549 NON-EXPEDITED N US-BAYER-2011-016488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8123550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123550 NON-EXPEDITED Y US-
BAYER-201018139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8123551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123551 NON-EXPEDITED N US-BAYER-2011-042394 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HEADACHE  
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Detailed Report
8123552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123552 NON-EXPEDITED Y US-BAYER-2011-000458 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

8123553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123553 NON-EXPEDITED Y US-
BAYER-201041397NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123554 NON-EXPEDITED N US-
BAYER-201023266NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123555 NON-EXPEDITED Y US-BAYER-2011-026559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK 594 DAY BAYER
DEVICE DISLOCATION  

8123557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123557 NON-EXPEDITED N US-BAYER-2011-033446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
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Detailed Report
8123558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123558 NON-EXPEDITED Y US-BAYER-2011-008461 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING  

8123559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123559 NON-EXPEDITED N US-
BAYER-201041334NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 98 DAY BAYER
ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
BREAST DISCOMFORT  
DEPRESSION  
GENITAL HAEMORRHAGE  
HOT FLUSH  
LOSS OF LIBIDO  
MUSCULOSKELETAL STIFFNESS  
NAUSEA  
NIPPLE SWELLING  
RASH  
SKIN ODOUR ABNORMAL  
URTICARIA  

8123560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123560 NON-EXPEDITED Y US-BAYER-2011-042817 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8123561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123561 NON-EXPEDITED Y US-
BAYER-201021639NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER
ABDOMINAL PAIN LOWER  

8123562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123562 NON-EXPEDITED Y US-BAYER-2011-039489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123563 NON-EXPEDITED Y US-
BAYER-201024200NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 89 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123564 NON-EXPEDITED N US-BAYER-2011-016882 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
MEDICAL DEVICE COMPLICATION  

8123568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123568 NON-EXPEDITED N US-BAYER-2011-038831 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8123569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123569 NON-EXPEDITED Y US-BAYER-2011-057075 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8123570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123570 NON-EXPEDITED N US-BAYER-2011-044356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE DECREASED MIRENA S 20 µg, CONT  BAYER

8123571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123571 NON-EXPEDITED N US-BAYER-2011-026160 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE INSERTION  

8123572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123572 NON-EXPEDITED N US-BAYER-2011-040961 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
VULVOVAGINAL DISCOMFORT  

8123573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123573 NON-EXPEDITED N US-BAYER-2011-025072 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENILE ERYTHEMA  
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Detailed Report
8123574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123574 NON-EXPEDITED N US-BAYER-2011-030197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER

8123575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123575 NON-EXPEDITED Y US-BAYER-2011-025454 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S UNK 91 DAY BAYER
DEVICE EXPULSION  
UTERINE SPASM  

8123576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123576 NON-EXPEDITED N US-BAYER-2011-031182 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER

8123577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123577 NON-EXPEDITED Y US-BAYER-2011-023456 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 246 DAY BAYER
DEVICE EXPULSION  

8123578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123578 NON-EXPEDITED Y US-BAYER-2011-024605 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 1 DF, UNK  BAYER
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Detailed Report
8123593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123593 NON-EXPEDITED N US-BAYER-2011-080877 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8123595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123595 NON-EXPEDITED N US-BAYER-2011-079843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

8123597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123597 NON-EXPEDITED N US-BAYER-2011-081030 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8123599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123599 NON-EXPEDITED Y OT US-BAYER-2011-080086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8123601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123601 NON-EXPEDITED N US-BAYER-2011-081029 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER

8123602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123602 NON-EXPEDITED N US-BAYER-2011-081031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, CONT  BAYER
VOMITING  
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Detailed Report
8123609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123609 NON-EXPEDITED N US-BAYER-2011-081032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123611 NON-EXPEDITED Y US-BAYER-2011-080934 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 322 DAY BAYER

8123612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123612 NON-EXPEDITED N US-BAYER-2011-081027 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8123613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123613 NON-EXPEDITED N US-BAYER-2011-080905 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8123614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123614 NON-EXPEDITED N OT US-BAYER-2011-080627 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 64 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8123615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123615 NON-EXPEDITED N OT US-BAYER-2011-080002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8123623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123623 NON-EXPEDITED N US-BAYER-2011-080803 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 14 DAY BAYER

MIRENA S  BAYER

8123625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123625 NON-EXPEDITED N US-BAYER-2011-081026 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8123626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123626 NON-EXPEDITED N US-BAYER-2011-080935 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER

8123629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123629 NON-EXPEDITED Y OT US-BAYER-2011-080028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE WEIGHT LOSS MEDICATION C  
DEVICE EXPULSION  
MENSTRUAL DISORDER  
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Detailed Report
8123634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123634 NON-EXPEDITED N OT US-BAYER-2011-080040 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 52 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8123637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123637 NON-EXPEDITED Y US-BAYER-2011-080853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8123668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123668 NON-EXPEDITED N US-BAYER-2011-034608 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S  BAYER
AMENORRHOEA  

8123669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123669 NON-EXPEDITED N US-BAYER-2011-036300 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL 20 mcg/24hr, CONT 175 DAY BAYER

8123670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123670 NON-EXPEDITED N US-BAYER-2011-034899 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CYST MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8123673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123673 NON-EXPEDITED N US-BAYER-2011-081057 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER
DYSMENORRHOEA  

8123674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123674 NON-EXPEDITED Y US-BAYER-2011-045892 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8123676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123676 NON-EXPEDITED Y US-BAYER-2011-081054 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8123678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123678 NON-EXPEDITED N OT US-BAYER-2011-077685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8123679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123679 NON-EXPEDITED Y US-BAYER-2011-081050 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8123680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123680 NON-EXPEDITED Y US-BAYER-2011-044302 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
COITAL BLEEDING  
VAGINAL HAEMORRHAGE  

8123681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123681 NON-EXPEDITED Y US-BAYER-2011-082035 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123682 NON-EXPEDITED N US-BAYER-2011-081053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123683 NON-EXPEDITED N US-BAYER-2011-081055 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123684 NON-EXPEDITED N US-BAYER-2011-040941 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 26 DAY BAYER

8123685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123685 NON-EXPEDITED N US-BAYER-2011-081058 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER
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Detailed Report
8123686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123686 NON-EXPEDITED N US-BAYER-2011-038771 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8123687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123687 NON-EXPEDITED N US-BAYER-2011-040879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8123688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123688 NON-EXPEDITED Y US-BAYER-2011-039202 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123738 NON-EXPEDITED N US-TEVA-299368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8123761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123761 NON-EXPEDITED N US-TEVA-299367USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
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Detailed Report
8123762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123762 NON-EXPEDITED Y US-
BAYER-201033138NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123763 NON-EXPEDITED N US-
BAYER-201041163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPERSENSITIVITY  

8123764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123764 NON-EXPEDITED N US-BAYER-2011-081661 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8123765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123765 NON-EXPEDITED Y US-
BAYER-201026432NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8123766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123766 NON-EXPEDITED Y US-BAYER-2011-081981 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
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Detailed Report
8123767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123767 NON-EXPEDITED N US-BAYER-2011-081967 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S VAGINAL 20 mcg/24hr, CONT 12 DAY BAYER
ABDOMINAL PAIN LOWER  

8123768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123768 NON-EXPEDITED Y US-BAYER-2011-082049 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8123769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123769 NON-EXPEDITED N US-BAYER-2011-036409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123771 NON-EXPEDITED N US-BAYER-2011-082039 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8123772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123772 NON-EXPEDITED Y US-BAYER-2011-014025 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123773 NON-EXPEDITED N US-BAYER-2011-082129 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 72 DAY BAYER
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Detailed Report
8123774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123774 NON-EXPEDITED N US-BAYER-2011-009970 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER
ABDOMINAL PAIN LOWER  
NAUSEA  

8123797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123797 NON-EXPEDITED N US-TEVA-299365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8123801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123801 NON-EXPEDITED Y US-BAYER-2011-081044 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 109 DAY BAYER

8123803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123803 NON-EXPEDITED N US-BAYER-2011-014493 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ORAL CONTRACEPTIVE NOS C ORAL  

8123805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123805 NON-EXPEDITED N US-BAYER-2011-037528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8123807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123807 NON-EXPEDITED N US-BAYER-2011-081040 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8123808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123808 NON-EXPEDITED Y US-BAYER-2011-081043 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 205 DAY BAYER

8123810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123810 NON-EXPEDITED Y US-BAYER-2011-081049 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER

8123811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123811 NON-EXPEDITED N US-BAYER-2011-080971 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 11 DAY BAYER

8123812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123812 NON-EXPEDITED Y US-BAYER-2011-081035 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINITIS BACTERIAL  

8123813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123813 NON-EXPEDITED Y US-BAYER-2011-081064 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 956 DAY BAYER
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Detailed Report
8123814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123814 NON-EXPEDITED N US-BAYER-2011-081047 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8123816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123816 NON-EXPEDITED N US-BAYER-2011-033535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123817 NON-EXPEDITED N US-BAYER-2011-081045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123818 NON-EXPEDITED N US-BAYER-2011-081041 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8123819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123819 NON-EXPEDITED Y US-BAYER-2011-037058 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8123820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123820 NON-EXPEDITED N US-BAYER-2011-081036 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8123927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123927 NON-EXPEDITED N US-TEVA-299364USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8123928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123928 NON-EXPEDITED N US-TEVA-299363USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8123954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8123954 NON-EXPEDITED N US-TEVA-299378USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA MULTI-VITAMIN C  
BREAST TENDERNESS  
PELVIC PAIN  

8124035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124035 NON-EXPEDITED N US-TEVA-299393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  
LEVONORGESTREL S  

8124047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124047 NON-EXPEDITED N US-TEVA-299391USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8124101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124101 NON-EXPEDITED N US-TEVA-299388USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ABILIFY C  

8124118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124118 NON-EXPEDITED N US-TEVA-299381USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124147 NON-EXPEDITED N US-TEVA-299394USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8124161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124161 NON-EXPEDITED N US-TEVA-299395USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN DICYCLOMINE HYDROCHLORIDE C ORAL 30 Milligram;  

8124240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124240 NON-EXPEDITED N US-TEVA-298927USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
PELVIC PAIN  
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Detailed Report
8124244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124244 NON-EXPEDITED Y US-
BAYER-201021453NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT HORMONES AND RELATED

AGENTS
C UNK  

8124245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124245 NON-EXPEDITED Y US-
BAYER-201022283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 52 DAY BAYER

8124247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124247 NON-EXPEDITED N US-
BAYER-201022476NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

8124248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124248 NON-EXPEDITED N US-
BAYER-201022182NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8124249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124249 NON-EXPEDITED Y US-
BAYER-201023317NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 560 DAY BAYER
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Detailed Report
8124250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124250 NON-EXPEDITED Y US-
BAYER-201025259NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8124251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124251 NON-EXPEDITED Y US-
BAYER-201025024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

8124252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124252 NON-EXPEDITED Y US-
BAYER-201027247NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8124254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124254 NON-EXPEDITED N US-BAYER-2011-082130 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8124255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124255 NON-EXPEDITED N US-
BAYER-201041165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8124256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124256 NON-EXPEDITED Y US-
BAYER-201030417NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8124257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124257 NON-EXPEDITED Y US-BAYER-2011-081928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK 183 DAY BAYER

8124258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124258 NON-EXPEDITED Y US-
BAYER-201035647NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8124259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124259 NON-EXPEDITED Y US-
BAYER-201039194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE CERVIX STENOSIS  

8124260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124260 NON-EXPEDITED N US-
BAYER-201041399NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DIZZINESS  

Page: 7,810 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8124261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124261 NON-EXPEDITED Y US-BAYER-2011-081109 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8124263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124263 NON-EXPEDITED N US-
BAYER-201030818NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8124265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124265 NON-EXPEDITED Y US-
BAYER-201029520NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8124266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124266 NON-EXPEDITED N US-BAYER-2011-081115 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 47 DAY BAYER

8124269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124269 NON-EXPEDITED N US-
BAYER-201041160NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
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Detailed Report
8124281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124281 NON-EXPEDITED Y US-BAYER-2011-080867 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8124282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124282 NON-EXPEDITED N US-BAYER-2011-039442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8124283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124283 NON-EXPEDITED N US-BAYER-2011-080845 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 511 DAY BAYER

8124284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124284 NON-EXPEDITED N US-BAYER-2011-039484 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8124285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124285 NON-EXPEDITED N US-BAYER-2011-046690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 29 DAY BAYER

8124286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124286 NON-EXPEDITED N US-BAYER-2011-044640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124287 NON-EXPEDITED N US-BAYER-2011-039507 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8124288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124288 NON-EXPEDITED Y US-BAYER-2011-046552 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8124289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124289 NON-EXPEDITED Y US-BAYER-2011-039576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8124290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124290 NON-EXPEDITED N US-BAYER-2011-039598 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8124291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124291 NON-EXPEDITED Y US-BAYER-2011-080951 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 247 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8124292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124292 NON-EXPEDITED Y US-BAYER-2011-045903 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8124293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124293 NON-EXPEDITED Y US-BAYER-2011-046583 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
PENILE PAIN  

8124294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124294 NON-EXPEDITED N US-BAYER-2011-042609 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124295 NON-EXPEDITED N US-BAYER-2011-080850 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 21 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8124296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124296 NON-EXPEDITED Y US-BAYER-2011-081056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8124297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124297 NON-EXPEDITED N US-BAYER-2011-080817 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8124299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124299 NON-EXPEDITED N US-BAYER-2011-044637 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8124300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124300 NON-EXPEDITED Y US-BAYER-2011-044799 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER
DEVICE DISLOCATION  

8124301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124301 NON-EXPEDITED Y US-BAYER-2011-080763 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8124302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124302 NON-EXPEDITED N US-BAYER-2011-041001 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
UTERINE LEIOMYOMA  
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Detailed Report
8124303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124303 NON-EXPEDITED N US-BAYER-2011-080936 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8124304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124304 NON-EXPEDITED N US-BAYER-2011-080938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  BAYER
AMENORRHOEA  

8124307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124307 NON-EXPEDITED N US-TEVA-299460USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124322 NON-EXPEDITED N US-BAYER-2011-034291 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124323 NON-EXPEDITED N US-BAYER-2011-034211 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8124325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124325 NON-EXPEDITED N US-BAYER-2011-031158 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124326 NON-EXPEDITED N US-BAYER-2011-033267 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 36 DAY BAYER

8124327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124327 NON-EXPEDITED N US-BAYER-2011-034674 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MENSTRUATION IRREGULAR  

8124328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124328 NON-EXPEDITED N US-BAYER-2011-039205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TERMINAL DRIBBLING  

8124329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124329 NON-EXPEDITED N US-BAYER-2011-039413 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST  
PELVIC PAIN  
VAGINAL DISCHARGE  

8124330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124330 NON-EXPEDITED N US-BAYER-2011-036001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8124331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124331 NON-EXPEDITED N US-BAYER-2011-038108 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 407 DAY BAYER

8124332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124332 NON-EXPEDITED Y US-BAYER-2011-039168 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
MUSCLE SPASMS  

8124333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124333 NON-EXPEDITED N US-BAYER-2011-038933 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
MENSTRUAL DISORDER  

8124334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124334 NON-EXPEDITED N US-BAYER-2011-033515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124335 NON-EXPEDITED Y US-BAYER-2011-036911 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
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Detailed Report
8124336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124336 NON-EXPEDITED N US-BAYER-2011-039247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANAEMIA  
MENORRHAGIA  
POLYMENORRHOEA  

8124337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124337 NON-EXPEDITED Y US-BAYER-2011-036707 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 142 DAY BAYER

MIRENA S  BAYER

8124338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124338 NON-EXPEDITED Y US-BAYER-2011-038116 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124339 NON-EXPEDITED N US-BAYER-2011-034965 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124340 NON-EXPEDITED N US-BAYER-2011-036826 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
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Detailed Report
8124352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124352 NON-EXPEDITED Y US-BAYER-2011-020232 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124357 NON-EXPEDITED Y US-BAYER-2011-026595 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8124359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124359 NON-EXPEDITED Y US-BAYER-2011-024110 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER
DEVICE DISLOCATION  

8124363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124363 NON-EXPEDITED N US-BAYER-2011-026584 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
PENILE PAIN  

8124364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124364 NON-EXPEDITED N US-BAYER-2011-027806 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124365 NON-EXPEDITED N US-BAYER-2011-023025 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124367 NON-EXPEDITED N US-BAYER-2011-031039 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124375 NON-EXPEDITED N US-BAYER-2011-030537 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8124384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124384 NON-EXPEDITED N US-TEVA-299389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124483 NON-EXPEDITED N US-TEVA-299487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124536 NON-EXPEDITED N US-TEVA-299466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8124574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124574 NON-EXPEDITED Y US-
BAYER-201023376NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8124575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124575 NON-EXPEDITED N US-
BAYER-201018344NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8124576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124576 NON-EXPEDITED Y US-BAYER-2011-003802 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124578 NON-EXPEDITED Y US-BAYER-2011-004224 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
GENITAL DISCOMFORT  

8124579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124579 NON-EXPEDITED N US-
BAYER-201015009NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER
DEVICE EXPULSION  
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8124581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124581 NON-EXPEDITED N US-
BAYER-201017339NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8124582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124582 NON-EXPEDITED N US-
BAYER-201023395NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT 61 DAY BAYER

8124627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124627 NON-EXPEDITED N US-BAYER-2011-007215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124628 NON-EXPEDITED N US-BAYER-2011-006579 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
DEVICE DISLOCATION  

8124637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124637 NON-EXPEDITED N US-BAYER-2011-012075 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S UNK 11 DAY BAYER
ACNE  
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Detailed Report
8124638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124638 NON-EXPEDITED Y US-BAYER-2011-011375 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 µg, QOD 183 DAY BAYER

AMOXICILLIN C  

8124646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124646 NON-EXPEDITED N US-TEVA-299448USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124649 NON-EXPEDITED N US-BAYER-2011-016892 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8124650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124650 NON-EXPEDITED N US-BAYER-2011-016884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124651 NON-EXPEDITED N US-BAYER-2011-018297 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, QOD  BAYER
DEVICE EXPULSION  
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Detailed Report
8124652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124652 NON-EXPEDITED N US-BAYER-2011-016959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
DIZZINESS  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
NAUSEA  

8124653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124653 NON-EXPEDITED N US-BAYER-2011-019108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8124654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124654 NON-EXPEDITED N US-BAYER-2011-017137 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124706 NON-EXPEDITED Y US-TEVA-299443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8124736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124736 NON-EXPEDITED N US-TEVA-299469USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
PELVIC PAIN  

8124750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124750 NON-EXPEDITED Y US-BAYER-2011-021732 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8124751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124751 NON-EXPEDITED N US-BAYER-2011-019124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124752 NON-EXPEDITED N US-BAYER-2011-021390 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124757 NON-EXPEDITED N US-BAYER-2011-019121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124758 NON-EXPEDITED N US-BAYER-2011-019739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124762 NON-EXPEDITED Y US-BAYER-2011-028544 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 120 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8124763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124763 NON-EXPEDITED N US-BAYER-2011-031037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124770 NON-EXPEDITED N US-BAYER-2011-025696 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
PRURITUS  

8124772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124772 NON-EXPEDITED Y US-BAYER-2011-026623 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8124773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124773 NON-EXPEDITED N US-BAYER-2011-019750 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
ABDOMINAL PAIN  
DEVICE ISSUE  
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Detailed Report
8124775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124775 NON-EXPEDITED N US-BAYER-2011-025317 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY AUGMENTIN '125' C 875 mg, BID  
DEPRESSION ZOLOFT C 50 mg, QD  

ZOLOFT C  
XANAX C 0.5 mg, PRN  
XANAX C  

8124778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124778 NON-EXPEDITED Y US-BAYER-2011-019740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124789 NON-EXPEDITED Y US-BAYER-2011-081075 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8124790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124790 NON-EXPEDITED N US-BAYER-2011-081076 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8124791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124791 NON-EXPEDITED Y US-BAYER-2011-080917 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8124792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124792 NON-EXPEDITED N US-BAYER-2011-081094 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8124793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124793 NON-EXPEDITED N US-BAYER-2011-080992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
LIBIDO DECREASED  
MEDICAL DEVICE COMPLICATION  
SCIATIC NERVE NEUROPATHY  
SENSATION OF PRESSURE  
UNEVALUABLE EVENT  

8124794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124794 NON-EXPEDITED N US-BAYER-2011-081084 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S  BAYER
DEVICE ISSUE  
METRORRHAGIA  

8124805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124805 NON-EXPEDITED N US-TEVA-299426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8124806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124806 NON-EXPEDITED N US-BAYER-2011-017098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

8124807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124807 NON-EXPEDITED N US-BAYER-2011-037649 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124808 NON-EXPEDITED N US-BAYER-2011-037700 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8124809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124809 NON-EXPEDITED Y US-BAYER-2011-008447 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
DYSPAREUNIA MIRENA S  BAYER
PENILE PAIN  

8124810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124810 NON-EXPEDITED N US-BAYER-2011-039208 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 432 DAY BAYER
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8124811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124811 NON-EXPEDITED Y US-BAYER-2011-041582 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8124812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124812 NON-EXPEDITED N US-BAYER-2011-033850 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER

8124822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124822 NON-EXPEDITED N US-TEVA-299543USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124831 NON-EXPEDITED N US-TEVA-299431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124847 NON-EXPEDITED N US-TEVA-299438USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124868 NON-EXPEDITED N US-TEVA-299492USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
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Detailed Report
8124869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124869 NON-EXPEDITED N US-TEVA-299446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VITAMINS C  

8124881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124881 NON-EXPEDITED N US-TEVA-299433USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8124884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124884 NON-EXPEDITED N US-TEVA-299497USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO CYCLEN C ORAL  

8124916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124916 NON-EXPEDITED N US-TEVA-299521USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NAPROSYN C  

8124921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124921 NON-EXPEDITED N US-BAYER-2011-034691 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
8124922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124922 NON-EXPEDITED N US-BAYER-2011-040878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124923 NON-EXPEDITED N US-BAYER-2011-035121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8124925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124925 NON-EXPEDITED N US-BAYER-2011-023736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY TEST NEGATIVE  
VAGINAL HAEMORRHAGE  

8124926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124926 NON-EXPEDITED N US-BAYER-2011-029994 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8124928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124928 NON-EXPEDITED N US-BAYER-2011-040910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  
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Detailed Report
8124929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124929 NON-EXPEDITED Y US-BAYER-2011-025060 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124930 NON-EXPEDITED N US-BAYER-2011-008732 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE BREAKAGE  

8124931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124931 NON-EXPEDITED N US-BAYER-2011-039568 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124932 NON-EXPEDITED N US-BAYER-2011-028872 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
CHILLS  
MUSCULOSKELETAL CHEST PAIN  
VAGINAL ODOUR  
VULVOVAGINAL MYCOTIC INFECTION  

8124933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124933 NON-EXPEDITED N US-BAYER-2011-036905 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8124934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124934 NON-EXPEDITED N US-BAYER-2011-022804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE 20 µg, QOD 1460 DAY BAYER

8124935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124935 NON-EXPEDITED N US-BAYER-2011-038657 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8124936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124936 NON-EXPEDITED N US-BAYER-2011-029607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  

8124941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124941 NON-EXPEDITED N US-TEVA-299527USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  

8124963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124963 NON-EXPEDITED N US-BAYER-2011-045285 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8124965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124965 NON-EXPEDITED N US-BAYER-2011-081102 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  
MENORRHAGIA  
NAUSEA  
PREMENSTRUAL SYNDROME  

8124966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124966 NON-EXPEDITED N US-BAYER-2011-045401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
PYREXIA  
VOMITING  

8124970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124970 NON-EXPEDITED N US-BAYER-2011-045487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA MIRENA S  BAYER
NO ADVERSE EVENT  

8124971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124971 NON-EXPEDITED Y US-BAYER-2011-080909 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  
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Detailed Report
8124972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124972 NON-EXPEDITED Y US-BAYER-2011-045762 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
COITAL BLEEDING  
DEVICE DEPLOYMENT ISSUE  
DYSMENORRHOEA  
HYPOMENORRHOEA  
MEDICAL DEVICE PAIN  
MENSTRUATION IRREGULAR  
METRORRHAGIA  
TREMOR  

8124973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124973 NON-EXPEDITED N US-BAYER-2011-044693 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER ORAL CONTRACEPTIVE NOS C  

8124974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124974 NON-EXPEDITED N US-BAYER-2011-046659 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124990 NON-EXPEDITED Y US-BAYER-2011-042402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124991 NON-EXPEDITED N US-BAYER-2011-041226 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE  BAYER

8124992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124992 NON-EXPEDITED Y US-BAYER-2011-039439 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124993 NON-EXPEDITED Y US-BAYER-2011-039580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8124994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124994 NON-EXPEDITED N US-BAYER-2011-033513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
HYPERSENSITIVITY  
OROPHARYNGEAL PAIN  
RHINORRHOEA  

8124995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124995 NON-EXPEDITED N US-BAYER-2011-039557 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124996 NON-EXPEDITED N US-BAYER-2011-039639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mEq/24hr, CONT  BAYER

8124998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124998 NON-EXPEDITED N US-BAYER-2011-037607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER

LEVONORGESTREL & ETHINYL
ESTRADIOL

C  

8124999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8124999 NON-EXPEDITED N US-BAYER-2011-035128 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125000 NON-EXPEDITED N US-BAYER-2011-027299 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125002 NON-EXPEDITED N US-BAYER-2011-044370 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8125003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125003 NON-EXPEDITED N US-BAYER-2011-043608 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125004 NON-EXPEDITED N US-BAYER-2011-044382 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8125008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125008 NON-EXPEDITED Y US-BAYER-2011-045391 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8125058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125058 EXPEDITED (15-DAY) Y HO,LT FR-PFIZER
INC-2011203843

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHILIC PNEUMONIA XANAX S ORAL  PFIZER
ACUTE RESPIRATORY DISTRESS SYNDROME TRIPHASIL-21 S ORAL  PFIZER
DYSPNOEA ESCITALOPRAM OXALATE S ORAL 10 mg, 2x/day  

DEPAKOTE S ORAL 750 mg, 1x/day  
ZOLPIDEM S ORAL 10 mg, 1x/day  
FERROUS SULFATE S ORAL  
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Detailed Report
8125126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125126 NON-EXPEDITED Y US-BAYER-2011-030636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
BURNING SENSATION  
DIZZINESS  

8125128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125128 NON-EXPEDITED N US-BAYER-2011-039717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER

8125129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125129 NON-EXPEDITED Y US-BAYER-2011-030580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125130 NON-EXPEDITED N US-BAYER-2011-029747 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BACK PAIN  
COITAL BLEEDING  
PAIN IN EXTREMITY  

8125131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125131 NON-EXPEDITED Y US-BAYER-2011-043474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,841 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125132 NON-EXPEDITED N US-BAYER-2011-007082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HOT FLUSH  
MOOD SWINGS  
POLYMENORRHOEA  

8125133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125133 NON-EXPEDITED Y US-BAYER-2011-036954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8125134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125134 NON-EXPEDITED Y US-BAYER-2011-039431 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125135 NON-EXPEDITED N US-BAYER-2011-040120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125136 NON-EXPEDITED N US-BAYER-2011-037262 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE CHANTIX C UNK  
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Detailed Report
8125137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125137 NON-EXPEDITED N US-BAYER-2011-016857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125138 NON-EXPEDITED N US-BAYER-2011-043309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125142 NON-EXPEDITED Y US-BAYER-2011-041637 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 274 DAY BAYER
DEVICE EXPULSION MIRENA S INTRA-ARTERIAL 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8125159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125159 NON-EXPEDITED N US-BAYER-2011-081042 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125160 NON-EXPEDITED N US-BAYER-2011-081175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S  BAYER
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Detailed Report
8125161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125161 NON-EXPEDITED N US-BAYER-2011-080757 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION  
WEIGHT INCREASED  

8125162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125162 NON-EXPEDITED N US-BAYER-2011-081659 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
CHEST PAIN  

8125172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8125172 NON-EXPEDITED N US-BAYER-2011-038285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8749720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2011 8749720 DIRECT N HO,DS,LT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 20mcg  
ROAD TRAFFIC ACCIDENT MULTI-VITAMIN C  
PLACENTA ACCRETA CALCUIM +D +MG C  
RETAINED PLACENTA OR MEMBRANES CLARINEX C  
HAEMORRHAGE FLONASE C  

PATANOL C  
COLACE C  
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Detailed Report
7817572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 7817572 NON-EXPEDITED N US-
BAYER-201020049NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  

7989202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 7989202 NON-EXPEDITED N US-BAYER-2010-009247 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

7990120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 7990120 NON-EXPEDITED Y US-BAYER-2010-008839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 53 DAY BAYER

8066544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8066544 NON-EXPEDITED Y US-BAYER-2010-007452 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8086928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8086928 EXPEDITED (15-DAY) N US-BAYER-2011-069628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 7,845 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8095790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8095790 NON-EXPEDITED N US-TEVA-296837USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8106189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8106189 NON-EXPEDITED N US-BAYER-2011-019102 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 110 DAY BAYER
ABDOMINAL PAIN  
ANXIETY  
CONSTIPATION  
DRY SKIN  
FEELING ABNORMAL  
FEELING OF BODY TEMPERATURE CHANGE  
HAIR TEXTURE ABNORMAL  
HOT FLUSH  
IRRITABILITY  
MOOD SWINGS  
NAIL DISORDER  
NERVOUSNESS  
NIGHT SWEATS  
ONYCHOCLASIS  
PALPITATIONS  
THIRST  
TRICHORRHEXIS  
VISION BLURRED  
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Detailed Report
8124924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8124924 NON-EXPEDITED N US-BAYER-2011-029508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  

8125482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125482 NON-EXPEDITED Y US-
BAYER-201017664NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/h, CONT  BAYER

8125483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125483 NON-EXPEDITED Y US-
BAYER-201017704NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8125485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125485 NON-EXPEDITED Y US-
BAYER-201020560NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125486 NON-EXPEDITED Y US-
BAYER-201022250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8125487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125487 NON-EXPEDITED Y US-
BAYER-201021081NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/h, CONT 283 DAY BAYER

8125488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125488 NON-EXPEDITED Y US-
BAYER-201022273NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

8125489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125489 NON-EXPEDITED N US-
BAYER-201021184NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125490 NON-EXPEDITED N US-
BAYER-201020905NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8125491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125491 NON-EXPEDITED Y US-
BAYER-201041210NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8125492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125492 NON-EXPEDITED Y US-
BAYER-201027445NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125493 NON-EXPEDITED N US-BAYER-2011-024210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S 20 µg, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  

8125494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125494 NON-EXPEDITED Y US-
BAYER-201024427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8125495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125495 NON-EXPEDITED Y US-
BAYER-201041212NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MENSTRUAL DISORDER  
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Detailed Report
8125496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125496 NON-EXPEDITED Y US-
BAYER-201024715NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125497 NON-EXPEDITED N US-BAYER-2011-012493 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
GENITAL HAEMORRHAGE  

8125498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125498 NON-EXPEDITED N US-BAYER-2011-012112 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
COITAL BLEEDING  
METRORRHAGIA  

8125499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125499 NON-EXPEDITED Y US-
BAYER-201024661NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125500 NON-EXPEDITED N US-BAYER-2011-018199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
BACK PAIN  
BONE PAIN  
CRYING  
DYSMENORRHOEA  
MENOMETRORRHAGIA  
NAUSEA  

8125501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125501 NON-EXPEDITED N US-BAYER-2011-028906 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125503 NON-EXPEDITED N US-BAYER-2011-033358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S 20 mcg/24hr, CONT  BAYER
INSOMNIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125504 NON-EXPEDITED N US-BAYER-
US-2006-026265

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
AMENORRHOEA LEVOTHYROXINE SODIUM C  
HORMONE LEVEL ABNORMAL  
OVARIAN CYST  
WEIGHT INCREASED  

8125505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125505 NON-EXPEDITED Y US-
BAYER-201030468NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

8125506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125506 NON-EXPEDITED N US-BAYER-2011-033127 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125508 NON-EXPEDITED Y US-
BAYER-201033642NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8125509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125509 NON-EXPEDITED Y US-BAYER-2011-017810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
BRAIN

MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125510 NON-EXPEDITED Y US-
BAYER-201023940NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8125513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125513 NON-EXPEDITED N US-
BAYER-201023779NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8125514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125514 NON-EXPEDITED Y US-
BAYER-201023378NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 180 DAY BAYER

8125515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125515 NON-EXPEDITED N US-
BAYER-201041062NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125516 NON-EXPEDITED N US-BAYER-2011-031163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

Page: 7,853 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125517 NON-EXPEDITED N US-BAYER-2011-014465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8125518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125518 NON-EXPEDITED N US-
BAYER-201026926NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8125519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125519 NON-EXPEDITED N US-BAYER-2011-024503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125520 NON-EXPEDITED N US-
BAYER-201041197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8125521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125521 NON-EXPEDITED N US-BAYER-2011-014938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125522 NON-EXPEDITED N US-BAYER-2011-032875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION ANTIBIOTICS C UNK  

8125523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125523 NON-EXPEDITED Y US-BAYER-2011-030951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPERHIDROSIS  

8125524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125524 NON-EXPEDITED Y US-
BAYER-201026824NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125525 NON-EXPEDITED N US-BAYER-2011-029167 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125526 NON-EXPEDITED N US-
BAYER-201025289NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 205 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125527 NON-EXPEDITED Y US-BAYER-2011-036818 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER

8125528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125528 NON-EXPEDITED N US-BAYER-2011-034951 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125529 NON-EXPEDITED Y US-BAYER-2011-036005 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE UNK  BAYER
FLATULENCE  
MIGRAINE  

8125530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125530 NON-EXPEDITED Y US-BAYER-2011-036900 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1220 DAY BAYER

8125531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125531 NON-EXPEDITED N US-BAYER-2011-036749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S  BAYER

8125532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125532 NON-EXPEDITED Y US-BAYER-2011-034952 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125533 NON-EXPEDITED N US-BAYER-2011-032760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID FUNCTION TEST ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8125534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125534 NON-EXPEDITED N US-BAYER-2011-034955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8125538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125538 NON-EXPEDITED N US-BAYER-2011-039122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125539 NON-EXPEDITED Y US-BAYER-2011-040096 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8125540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125540 NON-EXPEDITED Y US-BAYER-2011-041632 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 180 DAY BAYER

8125541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125541 NON-EXPEDITED Y US-BAYER-2011-040101 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

Page: 7,857 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8125542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125542 NON-EXPEDITED N US-BAYER-2011-040109 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 451 DAY BAYER

8125543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125543 NON-EXPEDITED N US-BAYER-2011-040124 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

MIRENA S  BAYER

8125544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125544 NON-EXPEDITED N US-BAYER-2011-043797 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125545 NON-EXPEDITED N US-BAYER-2011-041217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DYSPHONIA  

8125546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125546 NON-EXPEDITED N US-BAYER-2011-040868 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mcg/24hr, CONT 206 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

Page: 7,858 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8125547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125547 NON-EXPEDITED N US-BAYER-2011-039469 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8125548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125548 NON-EXPEDITED Y US-BAYER-2011-041220 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8125549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125549 NON-EXPEDITED N US-BAYER-2011-042508 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
DEVICE DISLOCATION  

8125550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125550 NON-EXPEDITED Y US-BAYER-2011-039713 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 42 DAY BAYER
VAGINAL HAEMORRHAGE  

8125551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125551 NON-EXPEDITED N US-BAYER-2011-039468 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL DISCHARGE  
MUSCLE SPASMS  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8125552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125552 NON-EXPEDITED Y US-BAYER-2011-041204 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8125553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125553 NON-EXPEDITED Y US-BAYER-2011-026525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S UNK 246 DAY BAYER
DEVICE EXPULSION  
UTERINE ENLARGEMENT  

8125554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125554 NON-EXPEDITED N US-BAYER-2011-040247 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1157 DAY BAYER
PAIN  

8125555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125555 NON-EXPEDITED N US-BAYER-2011-042413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8125556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125556 NON-EXPEDITED Y US-BAYER-2011-043804 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125557 NON-EXPEDITED N US-BAYER-2011-043449 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125558 NON-EXPEDITED Y US-BAYER-2011-043815 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

8125559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125559 NON-EXPEDITED N US-BAYER-2011-043903 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  

8125560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125560 NON-EXPEDITED Y US-BAYER-2011-043251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8125562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125562 NON-EXPEDITED N US-BAYER-2011-039574 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
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Detailed Report
8125563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125563 NON-EXPEDITED N US-BAYER-2011-040891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8125564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125564 NON-EXPEDITED N US-BAYER-2011-043828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125565 NON-EXPEDITED N US-BAYER-2011-040883 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8125566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125566 NON-EXPEDITED N US-BAYER-2011-044066 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8125567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125567 NON-EXPEDITED N US-BAYER-2011-027494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S 20 µg, CONT  BAYER

8125569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125569 NON-EXPEDITED N US-BAYER-2011-042465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,862 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125570 NON-EXPEDITED Y US-BAYER-2011-020579 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125571 NON-EXPEDITED Y US-BAYER-2011-043057 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8125573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125573 NON-EXPEDITED N US-BAYER-2011-072029 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL UNK  BAYER

8125575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125575 NON-EXPEDITED Y US-BAYER-2011-082526 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125585 NON-EXPEDITED N US-TEVA-299555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8125675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125675 NON-EXPEDITED N US-TEVA-299549USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8125676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125676 NON-EXPEDITED N US-
BAYER-201018365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125677 NON-EXPEDITED Y US-
BAYER-201025405NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 192 DAY BAYER

8125678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125678 NON-EXPEDITED Y US-
BAYER-201017468NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8125679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125679 NON-EXPEDITED Y US-
BAYER-201025316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8125680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125680 NON-EXPEDITED N US-
BAYER-201018346NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125681 NON-EXPEDITED Y US-
BAYER-201023245NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8125682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125682 NON-EXPEDITED Y US-
BAYER-201025477NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER

8125683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125683 NON-EXPEDITED Y US-
BAYER-201021141NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/h, CONT 21 DAY BAYER
DEVICE EXPULSION  

8125684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125684 NON-EXPEDITED Y US-
BAYER-201025408NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 222 DAY BAYER
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8125689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125689 NON-EXPEDITED Y US-
BAYER-201026929NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125690 NON-EXPEDITED N US-BAYER-2011-035497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg, CONT  BAYER
METRORRHAGIA  

8125691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125691 NON-EXPEDITED N US-BAYER-2011-043284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125692 NON-EXPEDITED N US-BAYER-2011-042517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125693 NON-EXPEDITED N US-
BAYER-201026576NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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8125694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125694 NON-EXPEDITED N US-BAYER-2011-039609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125695 NON-EXPEDITED N US-BAYER-2011-028303 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8125696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125696 NON-EXPEDITED N US-BAYER-2011-022063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S UNK 91 DAY BAYER
NAUSEA  
UTERINE HYPERTONUS  

8125697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125697 NON-EXPEDITED Y US-
BAYER-201033572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125698 NON-EXPEDITED N US-BAYER-2011-020898 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8125699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125699 NON-EXPEDITED N US-BAYER-2011-018387 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NASOPHARYNGITIS  
NAUSEA  

8125700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125700 NON-EXPEDITED Y US-BAYER-2011-012423 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
COMPLICATION OF DEVICE INSERTION  

8125701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125701 NON-EXPEDITED Y US-BAYER-2011-032928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg, QD  BAYER
ARTHRITIS  
BACK PAIN  

8125717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125717 NON-EXPEDITED N US-BAYER-2011-020621 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8125718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125718 NON-EXPEDITED N US-BAYER-2011-028265 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
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Detailed Report
8125724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125724 NON-EXPEDITED Y US-BAYER-2011-028223 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 21 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8125726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125726 NON-EXPEDITED Y US-BAYER-2011-021368 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8125727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125727 NON-EXPEDITED N US-BAYER-2011-021381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
PROCEDURAL COMPLICATION  

8125728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125728 NON-EXPEDITED Y US-BAYER-2011-035549 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8125764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125764 NON-EXPEDITED Y US-BAYER-2011-082713 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 306 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125765 NON-EXPEDITED Y US-BAYER-2011-082590 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8125766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125766 NON-EXPEDITED N US-BAYER-2011-081052 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8125768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125768 NON-EXPEDITED N US-BAYER-2011-082690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER

8125769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125769 NON-EXPEDITED Y US-BAYER-2011-082566 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8125771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125771 NON-EXPEDITED Y US-BAYER-2011-082726 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8125772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125772 NON-EXPEDITED N OT US-BAYER-2011-080752 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125773 NON-EXPEDITED N US-BAYER-2011-082480 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125774 NON-EXPEDITED N US-BAYER-2011-082728 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8125786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125786 NON-EXPEDITED N US-BAYER-2011-027402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8125787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125787 NON-EXPEDITED N US-BAYER-2011-012581 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE First Mirena: 20 mcg/

24hr, CONT
1825 DAY BAYER

MIRENA S INTRAUTERINE Second Mirena: 20 mcg/
24hr, CONT

 BAYER

8125788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125788 NON-EXPEDITED Y US-BAYER-2011-021743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125789 NON-EXPEDITED Y US-BAYER-2011-015985 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125790 NON-EXPEDITED N US-BAYER-2011-027073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8125791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125791 NON-EXPEDITED N US-BAYER-2011-042409 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8125792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125792 NON-EXPEDITED N US-BAYER-2011-019128 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENIS INJURY  

8125795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125795 NON-EXPEDITED N US-
BAYER-201041073NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER

Page: 7,872 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125796 NON-EXPEDITED N US-BAYER-2011-034837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125797 NON-EXPEDITED Y US-BAYER-2011-014439 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK  BAYER

8125798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125798 NON-EXPEDITED Y US-BAYER-2011-041230 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8125799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125799 NON-EXPEDITED Y US-
BAYER-201017916NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 110 DAY BAYER

8125800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125800 NON-EXPEDITED N US-BAYER-2011-042738 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125801 NON-EXPEDITED N US-BAYER-2011-026552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
METRORRHAGIA  
SWELLING  

8125802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125802 NON-EXPEDITED Y US-
BAYER-201039967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8125804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125804 NON-EXPEDITED N US-BAYER-2011-077813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE SCAR CLIMARA PRO S  BAYER

8125816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125816 NON-EXPEDITED N US-BAYER-2011-043411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125817 NON-EXPEDITED N US-BAYER-2011-014182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125818 NON-EXPEDITED N US-BAYER-2011-034961 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125819 NON-EXPEDITED N US-BAYER-2011-032792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE MIRENA S 20 mcg/24hr, CONT  BAYER
WEIGHT DECREASED  

8125820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125820 NON-EXPEDITED N US-BAYER-2011-026803 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
BREAST ATROPHY  

8125821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125821 NON-EXPEDITED Y US-BAYER-2011-018737 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8125822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125822 NON-EXPEDITED N US-
BAYER-201023390NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8125823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125823 NON-EXPEDITED N US-
BAYER-201018729NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8125825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125825 NON-EXPEDITED Y US-BAYER-2011-028305 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125827 NON-EXPEDITED Y US-BAYER-2011-036277 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125829 NON-EXPEDITED N US-BAYER-2011-014450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8125830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125830 NON-EXPEDITED Y US-BAYER-2011-034964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
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Detailed Report
8125831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125831 NON-EXPEDITED Y US-
BAYER-201019271NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER

8125833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125833 NON-EXPEDITED N US-BAYER-2011-081988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8125834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125834 NON-EXPEDITED Y US-BAYER-2011-081971 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 277 DAY BAYER

8125835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125835 NON-EXPEDITED N US-BAYER-2011-082510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

8125836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125836 NON-EXPEDITED N US-BAYER-2011-082557 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

Page: 7,877 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8125888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125888 NON-EXPEDITED N US-TEVA-299520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8125890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125890 NON-EXPEDITED N US-BAYER-2011-081966 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr 1 DAY BAYER
DISCOMFORT  

8125891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125891 NON-EXPEDITED Y US-BAYER-2011-082013 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8125893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125893 NON-EXPEDITED N US-BAYER-2011-081947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIARRHOEA  
NAUSEA  
OROPHARYNGEAL PAIN  
PYREXIA  
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Detailed Report
8125909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125909 NON-EXPEDITED Y US-BAYER-2011-006954 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
MALAISE  
MEDICAL DEVICE PAIN  
POST PROCEDURAL HAEMORRHAGE  

8125910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125910 NON-EXPEDITED N US-
BAYER-201023717NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ANTICOAGULANTS C  

8125911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125911 NON-EXPEDITED Y US-
BAYER-201025244NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8125915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125915 NON-EXPEDITED N US-BAYER-2011-024642 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8125916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125916 NON-EXPEDITED N US-BAYER-2011-020132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125917 NON-EXPEDITED N US-BAYER-2011-026562 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
DEVICE DISLOCATION  

8125918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125918 NON-EXPEDITED N US-BAYER-2011-036787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125920 NON-EXPEDITED Y US-BAYER-2011-034790 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
AMENORRHOEA  

8125921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125921 NON-EXPEDITED Y US-BAYER-2011-022287 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPONDYLITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125922 NON-EXPEDITED Y US-BAYER-2011-021692 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 14 DAY BAYER

8125923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125923 NON-EXPEDITED Y US-BAYER-2011-042385 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8125925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125925 NON-EXPEDITED N US-BAYER-2011-039509 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125926 NON-EXPEDITED N US-BAYER-2011-081912 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 45 DAY BAYER

8125929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125929 NON-EXPEDITED Y US-BAYER-2011-015981 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 509 DAY BAYER
DEVICE BREAKAGE  
DEVICE EXPULSION  
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Detailed Report
8125942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125942 NON-EXPEDITED N US-BAYER-2011-081108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES VIRUS INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125943 NON-EXPEDITED N US-BAYER-2011-080970 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8125944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125944 NON-EXPEDITED N US-BAYER-2011-081081 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125945 NON-EXPEDITED Y US-BAYER-2011-080822 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8125946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125946 NON-EXPEDITED Y US-BAYER-2011-022999 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER
RASH  

8125947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125947 NON-EXPEDITED N US-BAYER-2011-081340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125949 NON-EXPEDITED N US-BAYER-2011-030676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 172 DAY BAYER

8125950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125950 NON-EXPEDITED N US-BAYER-2011-036773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8125953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125953 NON-EXPEDITED N US-BAYER-2011-081202 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S UNK  BAYER

8125954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125954 NON-EXPEDITED N US-BAYER-2011-038685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8125955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125955 NON-EXPEDITED N US-BAYER-2011-080804 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8125957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125957 NON-EXPEDITED N US-BAYER-2011-034098 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ABDOMINAL PAIN  

8125958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125958 NON-EXPEDITED N US-BAYER-2011-081106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8125960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125960 NON-EXPEDITED Y US-BAYER-2011-080894 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

8125962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8125962 NON-EXPEDITED N US-
BAYER-201041221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126057 NON-EXPEDITED N US-TEVA-299554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 7,884 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8126058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126058 NON-EXPEDITED Y US-BAYER-2011-082651 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 27 DAY BAYER

8126060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126060 NON-EXPEDITED N US-BAYER-2011-082675 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8126061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126061 NON-EXPEDITED N US-TEVA-299551USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8126086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126086 NON-EXPEDITED N US-BAYER-2011-082706 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8126087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126087 NON-EXPEDITED N US-BAYER-2011-082678 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8126152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126152 NON-EXPEDITED N US-TEVA-299552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8126197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126197 NON-EXPEDITED N US-TEVA-299559USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8126211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126211 NON-EXPEDITED N US-BAYER-2011-023694 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA  

8126212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126212 NON-EXPEDITED N US-BAYER-2011-008273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPATHY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126213 NON-EXPEDITED N US-BAYER-2011-016534 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
PENIS INJURY  

8126214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126214 NON-EXPEDITED N US-BAYER-2011-032827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER

8126215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126215 NON-EXPEDITED Y US-BAYER-2011-082541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126216 NON-EXPEDITED N US-BAYER-2011-015908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126217 NON-EXPEDITED N US-BAYER-2011-082567 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER

8126218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126218 NON-EXPEDITED Y US-BAYER-2011-082486 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8126220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126220 NON-EXPEDITED Y US-
BAYER-201022517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
CRYING  

8126221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126221 NON-EXPEDITED N US-BAYER-2011-082574 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 21 DAY BAYER
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Detailed Report
8126222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126222 NON-EXPEDITED N US-
BAYER-201041207NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST DISCHARGE  
BREAST TENDERNESS  

8126223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126223 NON-EXPEDITED Y US-BAYER-2011-028451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8126224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126224 NON-EXPEDITED N US-BAYER-2011-020865 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  BAYER
WEIGHT FLUCTUATION  

8126225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126225 NON-EXPEDITED N US-BAYER-2011-018301 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  
PELVIC PAIN  
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Detailed Report
8126226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126226 NON-EXPEDITED N US-BAYER-2011-043808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 71 DAY BAYER

8126227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126227 NON-EXPEDITED N US-BAYER-2011-082115 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg 152 DAY BAYER
DYSMENORRHOEA  

8126228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126228 NON-EXPEDITED N US-BAYER-2011-034752 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126229 NON-EXPEDITED N US-BAYER-2011-034808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER
PAIN IN EXTREMITY MIRENA S  BAYER
ABDOMINAL PAIN  

8126230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126230 NON-EXPEDITED N US-BAYER-2011-082538 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126234 NON-EXPEDITED Y US-
BAYER-201025711NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
MENSTRUAL DISORDER  

8126248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126248 NON-EXPEDITED N US-BAYER-2011-042935 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8126249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126249 NON-EXPEDITED N US-BAYER-2011-022082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1921 DAY BAYER

8126250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126250 NON-EXPEDITED N US-BAYER-2011-017842 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN DISCOLOURATION DIOSMIN C  

8126251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126251 NON-EXPEDITED Y US-BAYER-2011-039427 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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Detailed Report
8126252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126252 NON-EXPEDITED N US-BAYER-2011-016454 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL DISCHARGE  
MENSTRUATION IRREGULAR  
MOOD SWINGS  

8126253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126253 NON-EXPEDITED N US-BAYER-2011-040641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126254 NON-EXPEDITED N US-BAYER-2011-035587 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 157 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126255 NON-EXPEDITED N US-BAYER-2011-034223 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8126256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126256 NON-EXPEDITED N US-BAYER-2011-039885 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
8126257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126257 NON-EXPEDITED N US-BAYER-2011-027062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126258 NON-EXPEDITED N US-BAYER-2011-039586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126259 NON-EXPEDITED N US-BAYER-2011-042037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
PERSONALITY CHANGE  

8126261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126261 NON-EXPEDITED Y US-BAYER-2011-082524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

8126312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126312 NON-EXPEDITED N US-TEVA-299564USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8126334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126334 NON-EXPEDITED N US-TEVA-299562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8126428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126428 NON-EXPEDITED N US-TEVA-299677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8126486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126486 NON-EXPEDITED N US-TEVA-299663USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8126495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126495 NON-EXPEDITED N US-TEVA-299670USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8126511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126511 NON-EXPEDITED N US-TEVA-299661USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8126528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126528 NON-EXPEDITED N US-BAYER-2011-015893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8126530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126530 NON-EXPEDITED Y US-BAYER-2011-010803 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126531 NON-EXPEDITED N US-
BAYER-201025796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8126532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126532 NON-EXPEDITED Y US-
BAYER-201020761NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126533 NON-EXPEDITED N US-BAYER-2011-015894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126534 NON-EXPEDITED N US-BAYER-2011-020636 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126535 NON-EXPEDITED Y US-
BAYER-201041199NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8126548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126548 NON-EXPEDITED N US-TEVA-299658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8126552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126552 NON-EXPEDITED Y US-BAYER-2011-034724 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126553 NON-EXPEDITED N US-BAYER-2011-023242 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD IRON DECREASED  
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Detailed Report
8126554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126554 NON-EXPEDITED N US-BAYER-2011-035526 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126555 NON-EXPEDITED Y US-BAYER-2011-020606 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126556 NON-EXPEDITED N US-BAYER-2011-034283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126559 NON-EXPEDITED N US-BAYER-2011-031181 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8126560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126560 EXPEDITED (15-DAY) N OT CA-BAYER-2011-038883 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DILATATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE ZYPREXA C UNK  
DIZZINESS CELEXA C UNK  
METRORRHAGIA CLONAZEPAM C UNK  
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Detailed Report
8126563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126563 NON-EXPEDITED N US-BAYER-2011-026550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S 20 µg/d, CONT 1825 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER

8126564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126564 EXPEDITED (15-DAY) N OT ZA-BAYER-2011-032249 31 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S  BAYER
BREAST ATROPHY  
DEPRESSION  
DYSPAREUNIA  
EMOTIONAL DISORDER  
MOOD SWINGS  
PAIN IN EXTREMITY  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT DECREASED  

8126565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126565 NON-EXPEDITED N US-BAYER-2011-039136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126569 NON-EXPEDITED N US-TEVA-299655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8126576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126576 NON-EXPEDITED N US-BAYER-2011-039303 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8126577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126577 NON-EXPEDITED Y US-BAYER-2011-062391 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8126578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126578 NON-EXPEDITED Y US-BAYER-2011-039606 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126579 NON-EXPEDITED N US-BAYER-2011-039747 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD SWINGS MIRENA S  BAYER

8126580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126580 NON-EXPEDITED N US-BAYER-2011-039257 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER
SLUGGISHNESS EXFORGE C  
ASTHENIA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8126583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126583 NON-EXPEDITED N US-BAYER-2011-039667 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8126586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126586 NON-EXPEDITED Y US-BAYER-2011-041368 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126587 NON-EXPEDITED N US-BAYER-2011-042504 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8126673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126673 NON-EXPEDITED N US-TEVA-299560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8126714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126714 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-035866 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S half a year ago  BAYER
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Detailed Report
8126716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126716 NON-EXPEDITED N US-BAYER-2011-033495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

8126717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126717 NON-EXPEDITED N US-BAYER-2011-011792 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126720 NON-EXPEDITED Y US-BAYER-2011-033539 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8126721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126721 NON-EXPEDITED N US-
BAYER-201026163NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8126722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126722 NON-EXPEDITED N US-BAYER-2011-039086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
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Detailed Report
8126724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126724 NON-EXPEDITED Y US-BAYER-2011-026627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE ISSUE  
PENILE PAIN  
VULVOVAGINAL DISCOMFORT  

8126725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126725 NON-EXPEDITED Y US-BAYER-2011-028273 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8126726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126726 NON-EXPEDITED N US-
BAYER-201027281NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8126727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126727 NON-EXPEDITED N US-BAYER-2011-039080 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8126728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126728 NON-EXPEDITED N US-BAYER-2011-037447 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
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Detailed Report
8126729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126729 NON-EXPEDITED N US-BAYER-2011-034731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
FEELING ABNORMAL  
NERVOUSNESS  
TEARFULNESS  

8126730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126730 NON-EXPEDITED Y US-BAYER-2011-031976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 135 DAY BAYER
DEVICE ISSUE  

8126743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126743 NON-EXPEDITED N US-BAYER-2011-043037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8126744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126744 NON-EXPEDITED N US-BAYER-2011-042536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126745 NON-EXPEDITED Y US-BAYER-2011-040041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126746 NON-EXPEDITED Y US-BAYER-2011-042512 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126747 NON-EXPEDITED N US-BAYER-2011-043030 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126748 NON-EXPEDITED N US-BAYER-2011-039555 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8126749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126749 NON-EXPEDITED N US-BAYER-2011-042060 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  
MUSCLE SPASMS  

8126751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126751 NON-EXPEDITED N US-BAYER-2010-008604 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 51 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8126752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126752 NON-EXPEDITED Y US-BAYER-2011-042397 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
CHEST DISCOMFORT  
DYSPNOEA  
MOOD SWINGS  

8126769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126769 NON-EXPEDITED N US-TEVA-299686USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CYMBALTA C  

8126796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126796 NON-EXPEDITED N US-BAYER-2011-020264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 213 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8126797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126797 NON-EXPEDITED N US-BAYER-2011-023481 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
PAIN  
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Detailed Report
8126798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126798 NON-EXPEDITED N US-BAYER-2011-039564 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
DEVICE EXPULSION  

8126799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126799 NON-EXPEDITED N US-BAYER-2011-034968 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126800 NON-EXPEDITED Y US-BAYER-2011-023483 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8126801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126801 NON-EXPEDITED Y US-BAYER-2011-039889 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 894 DAY BAYER

8126802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126802 NON-EXPEDITED N US-BAYER-2011-039628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
8126895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126895 NON-EXPEDITED N US-BAYER-2011-019284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8126896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126896 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-077520 55 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg, CONT 2164 DAY BAYER

8126897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126897 NON-EXPEDITED N US-BAYER-2011-039302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  

8126898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126898 NON-EXPEDITED N US-BAYER-2011-048782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN THRESHOLD DECREASED MIRENA S INTRAUTERINE UNK  BAYER

8126956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126956 NON-EXPEDITED N US-BAYER-2011-082830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126972 NON-EXPEDITED Y US-BAYER-2011-032971 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
MENORRHAGIA  

8126976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126976 NON-EXPEDITED N US-BAYER-2011-034975 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8126980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126980 NON-EXPEDITED N US-BAYER-2011-041124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CONTUSION  

8126981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126981 NON-EXPEDITED N OT US-BAYER-2011-080747 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
PAIN  

8126982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126982 NON-EXPEDITED N US-BAYER-2011-041207 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8126983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8126983 NON-EXPEDITED N US-BAYER-2011-039654 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8127015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127015 NON-EXPEDITED N OT US-BAYER-2011-080769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8127055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127055 NON-EXPEDITED N US-BAYER-2011-012165 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8127058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127058 NON-EXPEDITED Y US-BAYER-2011-009440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
FATIGUE  
MEDICAL DEVICE PAIN  
NAUSEA  

8127060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127060 NON-EXPEDITED N US-BAYER-2011-082831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8127061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127061 NON-EXPEDITED Y US-BAYER-2011-035562 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8127062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127062 NON-EXPEDITED Y OT US-BAYER-2011-080761 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DISCOMFORT  

8127063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127063 NON-EXPEDITED N US-BAYER-2011-034821 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8127064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127064 NON-EXPEDITED N US-BAYER-2011-083250 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8127065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127065 NON-EXPEDITED Y US-BAYER-2011-039656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8127066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127066 NON-EXPEDITED Y US-BAYER-2011-012379 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8127100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127100 NON-EXPEDITED N US-BAYER-2011-032798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8127101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127101 NON-EXPEDITED N US-BAYER-2011-029159 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8127102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127102 NON-EXPEDITED N US-BAYER-2011-025185 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8127103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8127103 NON-EXPEDITED N US-BAYER-2011-027841 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
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Detailed Report
8745329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8745329 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 1, IUD, X1, INTRA

UTERINE
 

FLUCONAZOLE C  
TRICONAZOLE C  
MICONAZOLE C  

8745379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2011 8745379 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ABDOMINAL PAIN UPPER  
HEADACHE  
MEMORY IMPAIRMENT  
MUSCLE SPASMS  
NAUSEA  
SOCIAL AVOIDANT BEHAVIOUR  
VISION BLURRED  
WEIGHT INCREASED  

7633371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 7633371 NON-EXPEDITED N US-
BAYER-200943922NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
7812520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 7812520 NON-EXPEDITED N US-BAYER-2010-000631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 42 DAY BAYER

7859667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 7859667 NON-EXPEDITED N US-BAYER-2011-000894 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
DRUG INEFFECTIVE  

7983401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 7983401 NON-EXPEDITED Y US-BAYER-2010-008889 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8011807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8011807 NON-EXPEDITED Y OT US-BAYER-2011-050232 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8021398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8021398 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-053301 25 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S 20 mcg/24hr, CONT 34 DAY BAYER
ABDOMINAL INFECTION  
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Detailed Report
8048609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8048609 NON-EXPEDITED N US-
BAYER-200943916NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S 20 µg/d, CONT  BAYER

8048613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8048613 NON-EXPEDITED N US-
BAYER-201011022NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DENTAL CARE MIRENA S  BAYER
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Detailed Report
8058043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8058043 EXPEDITED (15-DAY) Y DS,OT CA-BAYER-2011-064687 31 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
BREAST OEDEMA  
BREAST PAIN  
DIZZINESS  
DRUG INTOLERANCE  
FLUID RETENTION  
HEADACHE  
HYPERHIDROSIS  
HYPOAESTHESIA  
IRRITABILITY  
MENSTRUAL DISORDER  
MOOD ALTERED  
MUSCLE SPASMS  
NAUSEA  
OLIGOMENORRHOEA  
VAGINAL HAEMORRHAGE  
VAGINAL INFECTION  
WEIGHT INCREASED  

8090278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8090278 NON-EXPEDITED N US-BAYER-2011-000685 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
AMENORRHOEA  
MALAISE  
METRORRHAGIA  
UNEVALUABLE EVENT  
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Detailed Report
8092499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8092499 NON-EXPEDITED N US-BAYER-2011-061915 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

MIRENA S  BAYER

8092592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8092592 EXPEDITED (15-DAY) Y HO ES-
WATSON-2011-12646

22 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS LEVONORGESTREL S ORAL 1.5 mg, UNK  WATSON

8100657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8100657 NON-EXPEDITED N US-BAYER-2011-069695 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER
DEVICE EXPULSION  

8117741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8117741 NON-EXPEDITED N OT US-BAYER-2011-079821 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
HEADACHE  
HYPOMENORRHOEA  
MENORRHAGIA  
MUSCLE SPASMS  
TWIN PREGNANCY  
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Detailed Report
8124354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8124354 NON-EXPEDITED N US-BAYER-2011-019138 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER
DEVICE DISLOCATION  

8128152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128152 NON-EXPEDITED N US-TEVA-299750USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8128162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128162 NON-EXPEDITED N US-TEVA-299749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128170 NON-EXPEDITED N US-PFIZER
INC-2011208602

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE LYBREL S ORAL 90 mcg/20 mcg, 1x/day  PFIZER

LYBREL S  PFIZER
COREG C UNK  

8128215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128215 NON-EXPEDITED N US-
BAYER-201021467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8128216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128216 NON-EXPEDITED N US-
BAYER-201021884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8128217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128217 NON-EXPEDITED Y US-
BAYER-201025719NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8128218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128218 NON-EXPEDITED N US-
BAYER-201024471NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 273 DAY BAYER
DEVICE EXPULSION  

8128219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128219 NON-EXPEDITED Y US-
BAYER-201025278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8128220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128220 NON-EXPEDITED N US-
BAYER-201025428NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8128221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128221 NON-EXPEDITED N US-
BAYER-201023417NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 512 DAY BAYER

8128227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128227 NON-EXPEDITED N US-
BAYER-201028437NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL ODOUR  

8128228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128228 NON-EXPEDITED Y US-
BAYER-201027436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8128229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128229 NON-EXPEDITED N US-
BAYER-201031227NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE LOESTRIN 1.5/30 21 DAY C UNK 32 DAY
POST PROCEDURAL HAEMORRHAGE CIPROFLOXACIN C  BAYER
CYSTITIS  
DEPRESSED MOOD  
DEVICE DISLOCATION  
MENORRHAGIA  
MENSTRUAL DISORDER  
MOOD SWINGS  

8128252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128252 NON-EXPEDITED N US-
BAYER-201035398NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8128253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128253 NON-EXPEDITED N US-
BAYER-201031745NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ACNE  
AMENORRHOEA  
FATIGUE  
GENITAL HAEMORRHAGE  
HYPERPHAGIA  
POLLAKIURIA  

8128254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128254 NON-EXPEDITED N US-
BAYER-201018675NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8128255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128255 NON-EXPEDITED N US-
BAYER-201031177NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN DISCOLOURATION  

8128256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128256 NON-EXPEDITED N US-
BAYER-201035226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8128257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128257 NON-EXPEDITED N US-
BAYER-201033632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8128258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128258 NON-EXPEDITED N US-
BAYER-201018487NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8128259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128259 NON-EXPEDITED N US-
BAYER-201029989NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPERHIDROSIS  
NAUSEA  
NERVOUSNESS  
UTERINE SPASM  

8128261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128261 NON-EXPEDITED N US-BAYER-2011-009558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
MUSCLE SPASMS  
PRESYNCOPE  
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Detailed Report
8128262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128262 NON-EXPEDITED N US-
BAYER-201040001NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  

8128263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128263 NON-EXPEDITED Y US-BAYER-2011-009995 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT  
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

 

8128264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128264 NON-EXPEDITED Y US-
BAYER-201035307NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8128265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128265 NON-EXPEDITED N US-BAYER-2011-010792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
8128266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128266 NON-EXPEDITED Y US-
BAYER-201035837NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER

8128341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128341 NON-EXPEDITED N CA-
BAYER-201018142NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8128343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128343 NON-EXPEDITED Y US-
BAYER-201021217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8128344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128344 NON-EXPEDITED N US-
BAYER-201017958NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8128345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128345 NON-EXPEDITED N US-
BAYER-201019937NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8128346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128346 NON-EXPEDITED Y US-
BAYER-201024734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8128347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128347 NON-EXPEDITED Y US-
BAYER-201021724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128348 NON-EXPEDITED Y US-
BAYER-201025949NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8128349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128349 NON-EXPEDITED Y US-
BAYER-201024292NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
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Detailed Report
8128350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128350 NON-EXPEDITED N US-
BAYER-201037286NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CYST  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8128351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128351 NON-EXPEDITED N US-TEVA-299772USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128370 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2011203992

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION TRIPHASIL-21 S ORAL UNK  PFIZER
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Detailed Report
8128437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128437 EXPEDITED (15-DAY) Y DS,OT GB-
WATSON-2011-13674

34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME NIFEDIPINE S UNKNOWN 5 mg, bid  WATSON
DRUG INTERACTION AMITRIPTYLINE

HYDROCHLORIDE
S UNKNOWN 150 mg, daily  

RASH ERYTHEMATOUS AMITRIPTYLINE
HYDROCHLORIDE

S UNKNOWN  

ARTHRALGIA CALCIUM CARBONATE S UNKNOWN 1 DF, qid  
LEVONORGESTREL S UNKNOWN 30 mg, daily  
LEVONORGESTREL S UNKNOWN  
PROVIGIL S ORAL 200 mg, daily  
PROVIGIL S ORAL 200 mg, daily  
VITAMINS NOS C UNKNOWN  

8128441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128441 NON-EXPEDITED N US-
BAYER-201022490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128442 NON-EXPEDITED N US-
BAYER-201019049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128443 NON-EXPEDITED N US-
BAYER-201019826NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST MIRENA S 20 µg/d, CONT  BAYER
MENORRHAGIA  
VAGINAL DISCHARGE  

8128444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128444 NON-EXPEDITED Y US-
BAYER-201026188NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8128445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128445 NON-EXPEDITED N US-BAYER-2011-012396 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN PLAN B C  
AMENORRHOEA  
VOMITING  

8128446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128446 NON-EXPEDITED N US-
BAYER-201018433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128447 NON-EXPEDITED N US-
BAYER-201018422NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S UNK  BAYER

8128448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128448 NON-EXPEDITED Y US-BAYER-2011-002482 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S UNK  BAYER
BACK PAIN  
DYSPNOEA  
INSOMNIA  
NERVE COMPRESSION  

8128449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128449 NON-EXPEDITED N US-BAYER-2011-010215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ASTHENIA  
BACK PAIN  
INFECTION  
PAIN  

8128450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128450 NON-EXPEDITED N US-BAYER-2011-010992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128451 NON-EXPEDITED N US-BAYER-2011-011214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PAIN  

8128452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128452 NON-EXPEDITED Y US-BAYER-2011-012507 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
DEVICE EXPULSION  

8128472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128472 NON-EXPEDITED N US-TEVA-299721USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128482 NON-EXPEDITED N US-BAYER-2011-018137 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

8128483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128483 NON-EXPEDITED N US-BAYER-2011-018163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  BAYER
ACNE  
HEADACHE  
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Detailed Report
8128484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128484 NON-EXPEDITED N US-BAYER-2011-012805 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128485 NON-EXPEDITED N US-BAYER-2011-017206 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8128486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128486 NON-EXPEDITED Y US-BAYER-2011-020101 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TENDERNESS MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8128487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128487 NON-EXPEDITED N US-BAYER-2011-016893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8128488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128488 NON-EXPEDITED N US-BAYER-2011-018850 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  BAYER

8128489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128489 NON-EXPEDITED Y US-BAYER-2011-012297 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8128490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128490 NON-EXPEDITED N US-BAYER-2011-016562 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128491 NON-EXPEDITED N US-BAYER-2011-014884 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8128492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128492 NON-EXPEDITED Y US-BAYER-2011-014328 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8128494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128494 NON-EXPEDITED N US-BAYER-2011-017160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8128495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128495 NON-EXPEDITED Y US-BAYER-2011-014530 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
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Detailed Report
8128496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128496 NON-EXPEDITED N US-BAYER-2011-038064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DIFFICULT TO USE  

8128497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128497 NON-EXPEDITED Y US-BAYER-2011-020100 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8128498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128498 NON-EXPEDITED Y US-BAYER-2011-020244 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S  BAYER

8128499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128499 NON-EXPEDITED N US-BAYER-2011-021306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S  BAYER

8128500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128500 NON-EXPEDITED Y US-BAYER-2011-020630 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8128501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128501 NON-EXPEDITED N US-BAYER-2011-021364 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 1 DAY BAYER

8128502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128502 NON-EXPEDITED N US-BAYER-2011-020846 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8128503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128503 NON-EXPEDITED N US-BAYER-2011-020475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8128504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128504 NON-EXPEDITED N US-BAYER-2011-021331 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE UNK  BAYER
MENORRHAGIA  

8128505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128505 NON-EXPEDITED N US-BAYER-2011-021397 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8128506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128506 NON-EXPEDITED N US-BAYER-2011-021540 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
8128508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128508 NON-EXPEDITED N US-BAYER-2011-022512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128509 NON-EXPEDITED Y US-BAYER-2011-021349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  

8128511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128511 NON-EXPEDITED N US-BAYER-2011-021362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
HOT FLUSH  
HYPERHIDROSIS  
MOOD SWINGS  

8128512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128512 NON-EXPEDITED N US-BAYER-2011-022981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S  BAYER
MEDICATION ERROR  

8128513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128513 NON-EXPEDITED N US-BAYER-2011-022071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8128514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128514 NON-EXPEDITED N US-BAYER-2011-022379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK  BAYER
DEVICE DISLOCATION  
PELVIC DISCOMFORT  

8128515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128515 NON-EXPEDITED Y US-BAYER-2011-023359 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE DEPLOYMENT ISSUE  

8128516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128516 NON-EXPEDITED N US-BAYER-2011-022177 46 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK 29 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

8128517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128517 NON-EXPEDITED N US-BAYER-2011-022528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
DEVICE DISLOCATION  

8128520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128520 NON-EXPEDITED N US-TEVA-299702USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8128555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128555 NON-EXPEDITED Y US-
BAYER-201029197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 362 DAY BAYER

8128556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128556 NON-EXPEDITED N US-BAYER-2011-023405 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128557 NON-EXPEDITED Y US-BAYER-2011-016458 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128558 NON-EXPEDITED N US-BAYER-2011-014348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128559 NON-EXPEDITED N US-BAYER-2011-024035 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8128560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128560 NON-EXPEDITED N US-BAYER-2011-022939 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  

8128561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128561 NON-EXPEDITED N US-BAYER-2011-021367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128562 NON-EXPEDITED Y US-BAYER-2011-022849 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8128563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128563 NON-EXPEDITED N US-BAYER-2011-010539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128564 NON-EXPEDITED Y US-BAYER-2011-024586 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, QD  BAYER
DEVICE EXPULSION  
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Detailed Report
8128565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128565 NON-EXPEDITED N US-BAYER-2011-023782 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128566 NON-EXPEDITED N US-BAYER-2011-023311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER
AMENORRHOEA  
MEDICAL DEVICE DISCOMFORT  

8128567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128567 NON-EXPEDITED Y US-BAYER-2011-023032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER

8128568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128568 NON-EXPEDITED N US-BAYER-2011-024208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8128569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128569 NON-EXPEDITED N US-BAYER-2011-025475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  
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Detailed Report
8128570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128570 NON-EXPEDITED N US-BAYER-2011-024534 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8128571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128571 NON-EXPEDITED N US-BAYER-2011-024256 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FLANK PAIN  

8128572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128572 NON-EXPEDITED Y US-BAYER-2011-024084 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128573 NON-EXPEDITED N US-BAYER-2011-023358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOPAUSE  

8128574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128574 NON-EXPEDITED N US-BAYER-2011-025316 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8128575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128575 NON-EXPEDITED N US-BAYER-2011-024531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER
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Detailed Report
8128597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128597 NON-EXPEDITED N US-BAYER-2011-025051 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8128598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128598 NON-EXPEDITED N US-BAYER-2011-027229 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128599 NON-EXPEDITED N US-BAYER-2011-024901 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128600 NON-EXPEDITED N US-BAYER-2011-023737 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S UNK 107 DAY BAYER
ALOPECIA  
METRORRHAGIA  

8128601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128601 NON-EXPEDITED N US-BAYER-2011-025725 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S  BAYER
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Detailed Report
8128602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128602 NON-EXPEDITED N US-BAYER-2011-027803 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8128604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128604 NON-EXPEDITED Y US-BAYER-2011-027078 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8128605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128605 NON-EXPEDITED N US-BAYER-2011-040459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX HAEMORRHAGE UTERINE  
UTERINE HAEMORRHAGE  

8128606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128606 NON-EXPEDITED Y US-BAYER-2011-025295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg, QD  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8128607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128607 NON-EXPEDITED N US-BAYER-2011-024657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER
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Detailed Report
8128608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128608 NON-EXPEDITED N US-BAYER-2011-025057 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128610 NON-EXPEDITED N US-BAYER-2011-026579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8128632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128632 NON-EXPEDITED N US-TEVA-299698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128734 NON-EXPEDITED N US-TEVA-299795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST URINE POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY TEST URINE NEGATIVE  

8128741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128741 NON-EXPEDITED N US-BAYER-2011-027055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128742 NON-EXPEDITED N US-BAYER-2011-026179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
VAGINAL HAEMORRHAGE  

8128743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128743 NON-EXPEDITED N US-BAYER-2011-026141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8128744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128744 NON-EXPEDITED N US-BAYER-2011-026656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
VAGINAL HAEMORRHAGE  

8128745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128745 NON-EXPEDITED N US-BAYER-2011-026140 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 1 DF, UNK  BAYER
MENORRHAGIA  

8128746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128746 NON-EXPEDITED N US-
BAYER-201027431NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
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Detailed Report
8128747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128747 NON-EXPEDITED N US-BAYER-2011-026120 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 413 DAY BAYER
DEVICE EXPULSION  

8128748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128748 NON-EXPEDITED Y US-BAYER-2011-026293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8128753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128753 NON-EXPEDITED N US-BAYER-2011-027929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128754 NON-EXPEDITED N US-BAYER-2011-031090 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128755 NON-EXPEDITED Y US-BAYER-2011-028246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8128756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128756 NON-EXPEDITED N US-BAYER-2011-026902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8128757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128757 NON-EXPEDITED Y US-BAYER-2011-031614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S UNK 289 DAY BAYER

8128758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128758 NON-EXPEDITED N US-BAYER-2011-028406 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8128759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128759 NON-EXPEDITED N US-BAYER-2011-027845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8128760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128760 NON-EXPEDITED N US-BAYER-2011-030582 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER
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Detailed Report
8128761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128761 NON-EXPEDITED N US-BAYER-2011-041092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 128 DAY BAYER

8128762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128762 NON-EXPEDITED N US-BAYER-2011-028312 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8128763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128763 NON-EXPEDITED Y US-BAYER-2011-028924 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8128764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128764 NON-EXPEDITED N US-BAYER-2011-027053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAIL DISCOLOURATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OEDEMA PERIPHERAL  

8128765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128765 NON-EXPEDITED N US-BAYER-2011-028001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER
DEVICE DISLOCATION  
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Detailed Report
8128766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128766 NON-EXPEDITED N US-BAYER-2011-026877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8128767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128767 NON-EXPEDITED N US-BAYER-2011-027072 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HYPOMENORRHOEA  

8128781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128781 NON-EXPEDITED N US-TEVA-299748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128789 NON-EXPEDITED N US-BAYER-2011-033501 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8128790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128790 NON-EXPEDITED N US-BAYER-2011-032794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128792 NON-EXPEDITED N US-BAYER-2011-031932 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128793 NON-EXPEDITED N US-BAYER-2011-033290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
COITAL BLEEDING SYNTHROID C  

8128794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128794 NON-EXPEDITED Y US-BAYER-2011-034339 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SWELLING FACE ANTIHYPERTENSIVES C UNK  

8128795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128795 NON-EXPEDITED N US-BAYER-2011-037424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8128796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128796 NON-EXPEDITED N US-BAYER-2011-032445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128797 NON-EXPEDITED N US-BAYER-2011-033504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128798 NON-EXPEDITED N US-BAYER-
US-2006-002324

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8128799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128799 NON-EXPEDITED N US-BAYER-2011-032396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA SEPTRA C  

8128801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128801 NON-EXPEDITED N US-BAYER-2011-034735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8128813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128813 NON-EXPEDITED N US-BAYER-2011-039474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128815 NON-EXPEDITED N US-BAYER-2011-033097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
SUPPRESSED LACTATION ASPIRIN C  BAYER
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Detailed Report
8128816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128816 NON-EXPEDITED N US-BAYER-2011-034682 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128817 NON-EXPEDITED N US-BAYER-2011-032896 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8128818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128818 NON-EXPEDITED N US-BAYER-2011-034305 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8128824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128824 NON-EXPEDITED Y US-BAYER-2011-034843 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 142 DAY BAYER
DEVICE EXPULSION  

8128825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128825 NON-EXPEDITED N US-BAYER-2011-035594 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 123 DAY BAYER

8128827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128827 NON-EXPEDITED N US-BAYER-2011-034957 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128828 NON-EXPEDITED Y US-BAYER-2011-035532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8128829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128829 NON-EXPEDITED N US-BAYER-2011-033878 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128830 NON-EXPEDITED Y US-BAYER-2011-033485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128831 NON-EXPEDITED Y US-BAYER-2011-037057 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

8128832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128832 NON-EXPEDITED Y US-BAYER-2011-033032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8128833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128833 NON-EXPEDITED N US-BAYER-2011-036812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA UNIVERSALIS MIRENA S  BAYER

Page: 7,951 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8128834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128834 NON-EXPEDITED N US-BAYER-2011-034824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 115 DAY BAYER

8128835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128835 NON-EXPEDITED N US-BAYER-2011-034805 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER

8128836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128836 NON-EXPEDITED N US-BAYER-2011-039526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8128837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128837 NON-EXPEDITED N US-BAYER-2011-035586 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8128838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128838 NON-EXPEDITED Y US-BAYER-2011-032814 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128839 NON-EXPEDITED N US-BAYER-2011-034668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8128840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128840 NON-EXPEDITED N US-BAYER-2011-033098 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128855 NON-EXPEDITED N US-TEVA-299700USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SYNTHROID C  

8128912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128912 NON-EXPEDITED N US-TEVA-299824USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128913 NON-EXPEDITED N US-TEVA-299779USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128934 NON-EXPEDITED N US-TEVA-299822USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8128949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128949 NON-EXPEDITED N US-BAYER-2011-011825 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT  
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Detailed Report
8128950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128950 NON-EXPEDITED Y US-BAYER-2011-023784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8128955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128955 NON-EXPEDITED Y US-BAYER-2011-017909 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
CERVIX DISORDER  
DIZZINESS  
NAUSEA  
VULVOVAGINAL SWELLING  

8128971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128971 NON-EXPEDITED Y US-BAYER-2011-034627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 246 DAY BAYER
DEVICE DISLOCATION  

8128972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128972 NON-EXPEDITED Y US-BAYER-2011-018268 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8128973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128973 NON-EXPEDITED Y US-BAYER-2011-034624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
HEADACHE  

8128974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128974 NON-EXPEDITED Y US-BAYER-2011-032489 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128978 NON-EXPEDITED Y US-BAYER-2011-034901 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8128980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128980 NON-EXPEDITED N US-BAYER-2011-034737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8128981 NON-EXPEDITED Y US-BAYER-2011-034636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8129004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129004 NON-EXPEDITED N US-TEVA-299752USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMORRHAGE METOPROLOL TARTRATE C  
PELVIC PAIN MIRTAZAPINE C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

HORMONE REPLACEMENT
THERAPY

C  

8129007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129007 NON-EXPEDITED N US-BAYER-2011-082826 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8129008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129008 NON-EXPEDITED N US-BAYER-2011-083044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8129010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129010 NON-EXPEDITED Y US-BAYER-2011-082829 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg 83 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8129014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129014 NON-EXPEDITED N US-BAYER-2011-083214 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129015 NON-EXPEDITED Y US-BAYER-2011-083150 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129016 NON-EXPEDITED Y US-BAYER-2011-083058 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8129017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129017 NON-EXPEDITED Y US-BAYER-2011-083159 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8129018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129018 NON-EXPEDITED N US-BAYER-2011-083215 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE MISUSE  

8129019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129019 NON-EXPEDITED N US-BAYER-2011-083110 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129020 NON-EXPEDITED Y US-BAYER-2011-083149 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S UNK 9 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8129021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129021 NON-EXPEDITED N US-BAYER-2011-083372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AUGMENTIN '125' C  

8129022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129022 NON-EXPEDITED N US-BAYER-2011-083065 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 500 DAY BAYER

8129062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129062 NON-EXPEDITED N US-BAYER-2011-081113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129063 NON-EXPEDITED N OT DK-BAYER-2011-078528 40 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8129064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129064 NON-EXPEDITED N US-BAYER-2011-081063 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8129066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129066 NON-EXPEDITED Y US-BAYER-2011-081890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  

8129067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129067 NON-EXPEDITED N US-BAYER-2011-081404 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8129070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129070 NON-EXPEDITED Y US-BAYER-2011-028304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129071 NON-EXPEDITED N US-BAYER-2011-035962 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8129072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129072 NON-EXPEDITED N US-BAYER-2011-025513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8129073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129073 NON-EXPEDITED N US-BAYER-2011-035491 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BREAST PAIN  
DYSPAREUNIA  
FALL  
GENITAL HAEMORRHAGE  
NAUSEA  

8129077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129077 NON-EXPEDITED N US-BAYER-2011-034097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8129078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129078 NON-EXPEDITED N OT US-BAYER-2011-080842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  
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Detailed Report
8129079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129079 NON-EXPEDITED N OT US-BAYER-2011-081038 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 10 DAY BAYER
VAGINAL HAEMORRHAGE  

8129080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129080 NON-EXPEDITED N OT US-BAYER-2011-080933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129083 NON-EXPEDITED Y OT US-BAYER-2011-081669 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8129085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129085 NON-EXPEDITED N OT US-BAYER-2011-080716 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
ABDOMINAL DISTENSION  
ACTIVITIES OF DAILY LIVING IMPAIRED  

8129086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129086 NON-EXPEDITED Y OT US-BAYER-2011-080838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8129088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129088 NON-EXPEDITED Y OT US-BAYER-2011-080707 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 42 DAY BAYER
VAGINAL HAEMORRHAGE  

8129089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129089 NON-EXPEDITED N OT US-BAYER-2011-080840 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S  BAYER

8129091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129091 NON-EXPEDITED N US-TEVA-299854USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129099 NON-EXPEDITED N US-BAYER-2011-036492 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129100 NON-EXPEDITED Y US-BAYER-2011-036917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129101 NON-EXPEDITED Y US-BAYER-2011-036465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129102 NON-EXPEDITED N US-BAYER-2011-036317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129103 NON-EXPEDITED N US-BAYER-2011-036298 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129104 NON-EXPEDITED Y US-BAYER-2011-036643 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8129105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129105 NON-EXPEDITED N US-BAYER-2011-036655 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129106 NON-EXPEDITED N US-BAYER-2011-036403 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  
URTICARIA  
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Detailed Report
8129107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129107 NON-EXPEDITED N OT US-
BAYER-201021730NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8129108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129108 NON-EXPEDITED Y US-BAYER-2011-036820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8129109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129109 NON-EXPEDITED N US-BAYER-2011-036448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN ORAL CONTRACEPTIVE NOS C UNK  
GAIT DISTURBANCE  

8129110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129110 EXPEDITED (15-DAY) N OT KR-BAYER-2011-060076 40 YR Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER
HEADACHE  
MENORRHAGIA  
NAUSEA  
UTERINE MASS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8129112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129112 NON-EXPEDITED N US-BAYER-2011-036940 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
VAGINAL HAEMORRHAGE  

8129113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129113 NON-EXPEDITED N US-BAYER-2011-037071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S UNK  BAYER

8129114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129114 NON-EXPEDITED Y US-BAYER-2011-073891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL TRI-LEVLEN S  BAYER
IRRITABILITY  
THINKING ABNORMAL  

8129115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129115 NON-EXPEDITED N US-BAYER-2011-037287 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8129116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129116 NON-EXPEDITED N US-BAYER-2011-037248 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MUSCLE SPASMS  
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Detailed Report
8129117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129117 NON-EXPEDITED N US-BAYER-2011-036925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISCOMFORT MIRENA S  BAYER
ABDOMINAL PAIN  
VAGINAL DISORDER  

8129119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129119 NON-EXPEDITED N US-BAYER-2011-036746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPICONDYLITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129120 NON-EXPEDITED Y US-BAYER-2011-036919 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S UNK  BAYER
DEVICE EXPULSION  

8129121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129121 NON-EXPEDITED N US-BAYER-2011-036774 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD SWINGS  

8129122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129122 NON-EXPEDITED N US-BAYER-2011-036723 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 237 DAY BAYER
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Detailed Report
8129141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129141 NON-EXPEDITED N US-TEVA-299818USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROAT IRRITATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129147 NON-EXPEDITED N US-TEVA-299693USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8129150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129150 NON-EXPEDITED N US-TEVA-299857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129159 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-079848 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 77 DAY BAYER
MOOD SWINGS ANAESTHETICS C UNK 1 DAY
SUICIDAL IDEATION  
WEIGHT INCREASED  

8129171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129171 NON-EXPEDITED N OT US-BAYER-2011-080760 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
UTERINE INFECTION  
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Detailed Report
8129173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129173 NON-EXPEDITED N US-BAYER-2011-081034 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER

8129191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129191 NON-EXPEDITED N US-TEVA-299825USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
VOMITING  

8129205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129205 NON-EXPEDITED N US-TEVA-299875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129239 NON-EXPEDITED Y US-
BAYER-201019217NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE UNK 1 DAY BAYER
FEELING ABNORMAL  

8129247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129247 NON-EXPEDITED N US-TEVA-299878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8129249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129249 NON-EXPEDITED N US-BAYER-2011-042525 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BEDRIDDEN  
POST PROCEDURAL HAEMORRHAGE  

8129250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129250 NON-EXPEDITED Y US-BAYER-2011-042009 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PERINEAL LACERATION  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PRURITUS  

8129251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129251 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-078502 37 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 49 DAY BAYER
DEEP VEIN THROMBOSIS  
VAGINAL HAEMORRHAGE  

8129252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129252 NON-EXPEDITED N US-BAYER-2011-042529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129253 NON-EXPEDITED N US-BAYER-2011-042495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8129254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129254 EXPEDITED (15-DAY) Y OT RO-BAYER-2011-066260 49 YR Female ROM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, UNK  BAYER
HAEMORRHAGE  

8129255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129255 NON-EXPEDITED N US-BAYER-2011-042991 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8129256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129256 NON-EXPEDITED N US-BAYER-2011-042737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8129276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129276 NON-EXPEDITED N US-BAYER-2011-011956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  
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Detailed Report
8129277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129277 NON-EXPEDITED N US-BAYER-2011-010806 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8129278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129278 NON-EXPEDITED N US-BAYER-2011-024188 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH EXTRACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TOOTH INFECTION  

8129279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129279 NON-EXPEDITED N US-BAYER-2011-033027 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER

8129280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129280 NON-EXPEDITED N US-BAYER-2011-034194 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CRYING  

8129281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129281 NON-EXPEDITED N US-BAYER-2011-032767 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129282 NON-EXPEDITED Y US-BAYER-2011-023681 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129283 NON-EXPEDITED N US-BAYER-2011-021955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8129284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129284 NON-EXPEDITED N US-BAYER-2011-033263 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
SENSATION OF PRESSURE  

8129285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129285 NON-EXPEDITED N US-BAYER-2011-018296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BACK PAIN  
DISCOMFORT  
HEADACHE  
OVARIAN CYST  
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Detailed Report
8129286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129286 NON-EXPEDITED N US-BAYER-2011-032980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S UNK  BAYER
AURICULAR SWELLING  
BLADDER PAIN  
BURNING SENSATION  
COUGH  
DIZZINESS  
EAR INFECTION  
GINGIVAL ERYTHEMA  
Gingivitis  
METRORRHAGIA  
OSTEITIS  
OSTEOMYELITIS  
PRURITUS GENERALISED  
PYREXIA  
UNEVALUABLE EVENT  

8129288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129288 NON-EXPEDITED N US-BAYER-2011-035990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129289 NON-EXPEDITED Y US-BAYER-2011-035897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8129345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129345 NON-EXPEDITED N US-BAYER-2011-037190 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129346 NON-EXPEDITED N US-BAYER-2011-036796 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER
ABDOMINAL PAIN  

8129347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129347 NON-EXPEDITED N US-BAYER-2011-038671 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8129348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129348 NON-EXPEDITED N US-BAYER-2011-034773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129350 NON-EXPEDITED Y US-BAYER-2011-038932 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8129351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129351 NON-EXPEDITED N US-BAYER-2011-037987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  
OROPHARYNGEAL DISCOMFORT  

8129352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129352 NON-EXPEDITED N US-BAYER-2011-037333 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
VAGINAL HAEMORRHAGE  

8129353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129353 NON-EXPEDITED Y US-BAYER-2011-039298 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AFFECT LABILITY  
AMENORRHOEA  
CRYING  
HYPOMENORRHOEA  
MENORRHAGIA  

8129354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129354 NON-EXPEDITED Y US-BAYER-2011-036953 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
8129355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129355 NON-EXPEDITED N US-BAYER-2011-041986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
POST PROCEDURAL DISCOMFORT  

8129356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129356 NON-EXPEDITED N US-BAYER-2011-039306 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 406 DAY BAYER
DEVICE DISLOCATION  

8129357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129357 NON-EXPEDITED N US-BAYER-2011-039692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129359 NON-EXPEDITED Y US-BAYER-2011-039254 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129360 NON-EXPEDITED N US-BAYER-2011-037721 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129370 NON-EXPEDITED Y US-BAYER-2011-019563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8129371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129371 NON-EXPEDITED Y US-BAYER-2011-017301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL FRIABILITY  

8129372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129372 NON-EXPEDITED N US-BAYER-2011-028271 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8129373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129373 NON-EXPEDITED Y US-BAYER-2011-039602 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8129374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129374 NON-EXPEDITED N US-BAYER-2011-039503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129375 NON-EXPEDITED Y US-BAYER-2011-036621 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8129376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129376 NON-EXPEDITED Y US-BAYER-2011-040966 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129377 NON-EXPEDITED N US-BAYER-2011-036287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8129378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129378 NON-EXPEDITED Y US-BAYER-2011-035999 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8129379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129379 NON-EXPEDITED N US-BAYER-2011-023028 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  

8129380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129380 NON-EXPEDITED Y US-BAYER-2011-040478 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8129381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129381 NON-EXPEDITED N US-BAYER-2011-012830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANGER  
DEPRESSION  
DEVICE DISLOCATION  
INCREASED TENDENCY TO BRUISE  
MIGRAINE  
MOOD ALTERED  
URINARY INCONTINENCE  
URINARY TRACT INFECTION  

8129383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129383 NON-EXPEDITED N US-BAYER-2011-042006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129384 NON-EXPEDITED N US-BAYER-2011-040942 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8129385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129385 NON-EXPEDITED N US-BAYER-2011-041351 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,979 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8129386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129386 NON-EXPEDITED N US-BAYER-2011-041639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  

8129387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129387 NON-EXPEDITED N US-BAYER-2011-040112 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EMOTIONAL DISTRESS  
MOOD ALTERED  

8129388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129388 NON-EXPEDITED N US-BAYER-2011-039659 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FEELING JITTERY  
NERVOUSNESS  
VULVOVAGINAL PAIN  

8129389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129389 NON-EXPEDITED N US-BAYER-2011-041636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL ERYTHEMA  
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Detailed Report
8129390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129390 NON-EXPEDITED Y US-BAYER-2011-041366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129391 NON-EXPEDITED N US-BAYER-2011-041861 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129392 NON-EXPEDITED N US-BAYER-2011-040915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129393 NON-EXPEDITED N US-BAYER-2011-040958 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER

MIRENA S  BAYER

8129394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129394 NON-EXPEDITED N US-BAYER-2011-041476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8129398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129398 NON-EXPEDITED N US-TEVA-299780USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129422 NON-EXPEDITED Y US-BAYER-2011-040953 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8129423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129423 NON-EXPEDITED N US-BAYER-2011-041282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129424 NON-EXPEDITED Y US-BAYER-2011-041250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER

8129425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129425 NON-EXPEDITED N US-BAYER-2011-041253 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129426 NON-EXPEDITED N US-BAYER-2011-040898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129427 NON-EXPEDITED N US-BAYER-2011-040952 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST SWELLING  
CRYING  
FATIGUE  
PRURITUS  

8129428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129428 NON-EXPEDITED N US-BAYER-2011-041228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129429 NON-EXPEDITED Y US-BAYER-2011-041251 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 419 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129430 NON-EXPEDITED Y US-BAYER-2011-041074 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
UTERINE SPASM  

8129431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129431 NON-EXPEDITED Y US-BAYER-2011-042026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8129433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129433 NON-EXPEDITED N US-TEVA-299724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8129441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129441 NON-EXPEDITED N US-TEVA-299660USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  

8129476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129476 EXPEDITED (15-DAY) N OT US-BAYER-2011-080828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION  
CERVIX CARCINOMA  

8129481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129481 NON-EXPEDITED N US-TEVA-299719USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA  
PYREXIA  

8129482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129482 NON-EXPEDITED N US-BAYER-2011-017147 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8129483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129483 NON-EXPEDITED Y US-BAYER-2011-033899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129485 NON-EXPEDITED N US-BAYER-2011-019260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129486 NON-EXPEDITED N US-BAYER-2011-021376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  
NAUSEA  

8129487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129487 NON-EXPEDITED Y US-BAYER-2011-033002 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129488 NON-EXPEDITED Y US-BAYER-2011-010433 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER
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Detailed Report
8129507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129507 NON-EXPEDITED N US-BAYER-2011-039440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

8129725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129725 NON-EXPEDITED N US-TEVA-299874USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMORRHAGE PROZAC C ORAL  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8129727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129727 NON-EXPEDITED N US-BAYER-2011-012736 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
DRY EYE  
IRRITABILITY  
LIBIDO DECREASED  
MEMORY IMPAIRMENT  
METRORRHAGIA  
VISION BLURRED  
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Detailed Report
8129728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129728 NON-EXPEDITED N US-BAYER-2011-015093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129729 NON-EXPEDITED N US-BAYER-2011-025055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
FUNGAL INFECTION ANTIBIOTICS C  
DYSMENORRHOEA  
VAGINAL DISCHARGE  

8129730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129730 NON-EXPEDITED Y US-BAYER-2011-026172 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 1 DF, UNK  BAYER
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8129731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129731 NON-EXPEDITED N US-BAYER-2011-025179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ACNE  
AMENORRHOEA  
MOOD SWINGS  
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Detailed Report
8129732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129732 NON-EXPEDITED N US-BAYER-2011-041283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129733 NON-EXPEDITED N US-BAYER-2011-041362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129734 NON-EXPEDITED N US-BAYER-2011-034791 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8129735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129735 NON-EXPEDITED N US-BAYER-2011-034196 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129736 NON-EXPEDITED Y US-BAYER-2011-026251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129737 NON-EXPEDITED N US-BAYER-2011-026561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 7,988 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8129738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129738 NON-EXPEDITED N US-BAYER-2011-036294 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129739 NON-EXPEDITED N US-BAYER-2011-016885 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129740 NON-EXPEDITED Y US-BAYER-2011-031945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129741 NON-EXPEDITED N US-BAYER-2011-019756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8129742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129742 NON-EXPEDITED N US-BAYER-2011-018390 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8129809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129809 NON-EXPEDITED N US-BAYER-2011-026316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129810 NON-EXPEDITED N US-BAYER-2011-023924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8129811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129811 NON-EXPEDITED Y US-BAYER-2011-026538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8129812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129812 NON-EXPEDITED N US-BAYER-2011-023696 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8129813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129813 NON-EXPEDITED N US-BAYER-2011-032965 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8129814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8129814 NON-EXPEDITED N US-BAYER-2011-042972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8745411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2011 8745411 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
ABORTION INDUCED  
DEVICE DISLOCATION  
MATERNAL EXPOSURE DURING PREGNANCY  

7118318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7118318 NON-EXPEDITED Y US-
BAYER-200928058NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  

7635916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7635916 EXPEDITED (15-DAY) N OT US-
BAYER-201034855NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS BETASERON S SUBCUTANEOUS  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
Human chorionic gonadotropin decreased YAZ C  BAYER
AMENORRHOEA TRAMADOL HYDROCHLORIDE C  
POST PROCEDURAL HAEMORRHAGE HYDROCODONE C  
KIDNEY INFECTION VITAMINS C  
BACK PAIN PROVIGIL C  
MATERNAL EXPOSURE DURING PREGNANCY CELEXA C  
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7807235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7807235 NON-EXPEDITED Y HO DE-BAYER-2010-004547 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7808384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7808384 NON-EXPEDITED Y US-BAYER-2010-000349 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7820422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7820422 NON-EXPEDITED N US-
BAYER-201023305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

7831258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7831258 NON-EXPEDITED Y US-BAYER-2011-006597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
MEDICAL DEVICE COMPLICATION  
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7905590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7905590 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-030413 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 7 DAY BAYER
DEVICE DISLOCATION  
HAEMATURIA  

7941602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7941602 NON-EXPEDITED N OT US-BAYER-2011-037146 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S UNK  BAYER

7990125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 7990125 NON-EXPEDITED Y US-BAYER-2010-009332 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 114 DAY BAYER
ABDOMINAL DISTENSION  
DEPRESSION  
HAEMORRHAGE  
LOSS OF LIBIDO  
MOOD SWINGS  
STRESS  

8049530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8049530 NON-EXPEDITED Y US-BAYER-2011-005449 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
HORMONE LEVEL ABNORMAL  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8056078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8056078 NON-EXPEDITED Y OT US-BAYER-2011-064536 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 450 DAY BAYER

PAIN KETZOL C  
Haemorrhage in pregnancy CLINDAMYCIN C  

8058947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8058947 NON-EXPEDITED N US-BAYER-2011-010947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN EXFOLIATION  
VAGINAL DISCHARGE  

8062178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8062178 NON-EXPEDITED Y US-
BAYER-201041418NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8095645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8095645 NON-EXPEDITED N US-BAYER-2011-036934 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 185 DAY BAYER

8102193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8102193 NON-EXPEDITED N US-TEVA-297415USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

Page: 7,994 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8119238 NON-EXPEDITED N US-BAYER-2011-039890 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8122264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8122264 NON-EXPEDITED N US-BAYER-2011-081093 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8128510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8128510 NON-EXPEDITED N US-BAYER-2011-022395 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
DEVICE EXPULSION  
METRORRHAGIA  
PAIN  
VAGINAL HAEMORRHAGE  

8128576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8128576 NON-EXPEDITED N US-BAYER-2011-023251 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8130035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130035 NON-EXPEDITED N US-PFIZER
INC-2011209251

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY TRIPHASIL-21 S UNK  PFIZER
MUSCLE SPASMS TRIPHASIL-21 S  PFIZER

8130057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130057 NON-EXPEDITED N US-TEVA-299925USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130061 NON-EXPEDITED N US-TEVA-299920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130117 NON-EXPEDITED N US-TEVA-299909USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130182 NON-EXPEDITED N US-
BAYER-201019819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE UNK 1460 DAY BAYER
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS  
SCAR  
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Detailed Report
8130183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130183 NON-EXPEDITED Y US-
BAYER-201018749NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130184 NON-EXPEDITED N US-
BAYER-201018740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130185 NON-EXPEDITED N US-
BAYER-201019718NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 µg/d, CONT  BAYER

8130186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130186 NON-EXPEDITED N US-
BAYER-201018731NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK  BAYER
ALOPECIA  

8130187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130187 NON-EXPEDITED Y US-
BAYER-201017827NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
8130188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130188 NON-EXPEDITED N US-
BAYER-201019792NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK 3 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

8130204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130204 NON-EXPEDITED N US-
BAYER-201030483NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8130205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130205 NON-EXPEDITED N US-
BAYER-201025322NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  
RASH  

8130206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130206 NON-EXPEDITED N US-
BAYER-201029109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8130207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130207 NON-EXPEDITED N US-
BAYER-201022462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8130208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130208 NON-EXPEDITED N US-
BAYER-201022360NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 680 DAY BAYER

8130209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130209 NON-EXPEDITED N US-
BAYER-201020003NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130210 NON-EXPEDITED N US-
BAYER-201026697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8130211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130211 NON-EXPEDITED N US-
BAYER-201021118NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
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8130212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130212 NON-EXPEDITED N US-
BAYER-201024212NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130213 NON-EXPEDITED Y US-
BAYER-201027833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8130214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130214 NON-EXPEDITED N US-
BAYER-201027503NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8130215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130215 NON-EXPEDITED Y US-
BAYER-201030149NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130216 NON-EXPEDITED Y US-
BAYER-201028424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
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8130217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130217 NON-EXPEDITED Y US-
BAYER-201032371NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8130218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130218 NON-EXPEDITED N US-
BAYER-201020246NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130219 NON-EXPEDITED N US-
BAYER-201021247NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
BREAST SWELLING  

8130222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130222 NON-EXPEDITED N US-
BAYER-201018728NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERECTILE DYSFUNCTION MIRENA S  BAYER

8130223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130223 NON-EXPEDITED Y US-
BAYER-201018463NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 49 DAY BAYER
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Detailed Report
8130224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130224 NON-EXPEDITED N US-
BAYER-201032351NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8130225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130225 NON-EXPEDITED Y US-
BAYER-201041205NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 122 DAY BAYER

8130226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130226 NON-EXPEDITED N US-
BAYER-201039876NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8130227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130227 NON-EXPEDITED Y US-
BAYER-201032555NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER

8130228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130228 NON-EXPEDITED N US-
BAYER-201036328NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
METRORRHAGIA  
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Detailed Report
8130229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130229 NON-EXPEDITED N US-
BAYER-201039450NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 439 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130230 NON-EXPEDITED Y US-BAYER-2011-009271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHIL COUNT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130231 NON-EXPEDITED Y US-
BAYER-201039865NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  

8130232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130232 NON-EXPEDITED Y US-BAYER-2011-002130 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 52 mg, UNK 1 DAY BAYER

8130233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130233 NON-EXPEDITED N US-
BAYER-201038628NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

CYTOTEC C UNK  
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Detailed Report
8130234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130234 NON-EXPEDITED Y US-
BAYER-201032577NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 316 DAY BAYER

8130235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130235 NON-EXPEDITED Y US-
BAYER-201040763NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8130236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130236 NON-EXPEDITED Y US-BAYER-2011-007844 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8130237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130237 NON-EXPEDITED N US-BAYER-2011-010096 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABNORMAL WITHDRAWAL BLEEDING  
ALOPECIA  
HOT FLUSH  
NIGHT SWEATS  
WEIGHT INCREASED  

8130238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130238 NON-EXPEDITED Y US-
BAYER-201041404NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8130240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130240 NON-EXPEDITED N US-BAYER-2011-012755 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
DEPRESSION  

8130241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130241 NON-EXPEDITED N US-BAYER-2011-012771 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130242 NON-EXPEDITED Y US-BAYER-2011-028726 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8130243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130243 NON-EXPEDITED Y US-BAYER-2011-021595 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8130244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130244 NON-EXPEDITED Y US-BAYER-2011-011468 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANORGASMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130245 NON-EXPEDITED N US-BAYER-2011-018862 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 161 DAY BAYER
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8130246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130246 NON-EXPEDITED N US-BAYER-2011-018267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130247 NON-EXPEDITED N US-BAYER-2011-012187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK  BAYER

8130248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130248 NON-EXPEDITED N US-BAYER-2011-021641 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
COITAL BLEEDING  

8130249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130249 NON-EXPEDITED N US-BAYER-2011-012578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 251 DAY BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  

8130250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130250 NON-EXPEDITED Y US-BAYER-2011-018868 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 843 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8130251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130251 NON-EXPEDITED N US-BAYER-2011-019056 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
POST PROCEDURAL DISCOMFORT  

8130252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130252 NON-EXPEDITED N US-BAYER-2011-015373 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
FLANK PAIN  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8130253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130253 NON-EXPEDITED Y US-BAYER-2011-010988 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130254 NON-EXPEDITED Y US-BAYER-2011-018871 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130259 NON-EXPEDITED N US-BAYER-2011-034157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130260 NON-EXPEDITED N US-BAYER-2011-030522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8130262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130262 NON-EXPEDITED N US-BAYER-2011-028376 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg, QD  BAYER
DEVICE DISLOCATION  
PENIS INJURY  

8130263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130263 NON-EXPEDITED Y US-BAYER-2011-035139 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8130264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130264 NON-EXPEDITED N US-BAYER-2011-025455 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8130265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130265 NON-EXPEDITED N US-BAYER-2011-026666 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130266 NON-EXPEDITED N US-BAYER-2011-033507 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTERNATIONAL NORMALISED RATIO
DECREASED

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

COUMADIN C 12 mg, UNK  

8130267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130267 NON-EXPEDITED N US-BAYER-2011-024867 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130268 NON-EXPEDITED N US-BAYER-2011-026927 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS GENITAL MIRENA S  BAYER

8130269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130269 NON-EXPEDITED Y US-BAYER-2011-033041 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

8130270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130270 NON-EXPEDITED Y US-BAYER-2011-035590 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE ISSUE  
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Detailed Report
8130271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130271 NON-EXPEDITED N US-BAYER-2011-027997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
WEIGHT DECREASED  

8130272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130272 NON-EXPEDITED N US-BAYER-2011-023925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130273 NON-EXPEDITED N US-BAYER-2011-028195 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8130274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130274 NON-EXPEDITED N US-BAYER-2011-027847 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
PAIN  

8130275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130275 NON-EXPEDITED N US-BAYER-2011-043274 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 143 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  
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Detailed Report
8130276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130276 NON-EXPEDITED N US-BAYER-2011-037044 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130308 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-079275 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE  BAYER

8130315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130315 NON-EXPEDITED N US-TEVA-299882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8130331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130331 NON-EXPEDITED N US-TEVA-299858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130338 NON-EXPEDITED N OT US-BAYER-2011-080870 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 5 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8130339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130339 NON-EXPEDITED Y OT US-BAYER-2011-080856 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8130343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130343 NON-EXPEDITED N OT US-BAYER-2011-081078 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8130345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130345 NON-EXPEDITED N US-BAYER-2011-081895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 43 DAY BAYER

8130353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130353 NON-EXPEDITED Y OT US-BAYER-2011-081643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
DISCOMFORT  

8130354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130354 NON-EXPEDITED N OT US-BAYER-2011-080786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8130355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130355 NON-EXPEDITED N OT US-BAYER-2011-080815 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 118 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8130356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130356 NON-EXPEDITED N US-BAYER-2011-083917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130358 NON-EXPEDITED N US-BAYER-2011-083825 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 97 DAY BAYER

8130359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130359 NON-EXPEDITED Y US-BAYER-2011-083979 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8130360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130360 NON-EXPEDITED Y US-BAYER-2011-083790 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 23 DAY BAYER

8130361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130361 NON-EXPEDITED Y US-BAYER-2011-083998 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
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Detailed Report
8130362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130362 NON-EXPEDITED Y US-BAYER-2011-083967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8130363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130363 NON-EXPEDITED Y US-BAYER-2011-083842 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONT 10 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8130364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130364 NON-EXPEDITED N US-BAYER-2011-083850 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 64 DAY BAYER

8130365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130365 NON-EXPEDITED Y US-BAYER-2011-084004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130366 NON-EXPEDITED Y US-BAYER-2011-083964 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8130367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130367 NON-EXPEDITED Y US-BAYER-2011-084000 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

Page: 8,014 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8130369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130369 NON-EXPEDITED N US-BAYER-2011-084005 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  

8130370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130370 NON-EXPEDITED N US-BAYER-2011-083925 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8130371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130371 NON-EXPEDITED N US-BAYER-2011-083933 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER

8130372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130372 NON-EXPEDITED Y US-BAYER-2011-083905 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT 1 DAY BAYER

8130373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130373 NON-EXPEDITED N US-BAYER-2011-084009 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8130374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130374 NON-EXPEDITED N US-BAYER-2011-083860 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S Daily dose 20 mcg/24hr 1 DAY BAYER

Page: 8,015 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8130375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130375 NON-EXPEDITED Y US-BAYER-2011-084015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8130381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130381 NON-EXPEDITED N US-BAYER-2011-083975 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130382 NON-EXPEDITED N US-BAYER-2011-084010 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8130383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130383 NON-EXPEDITED Y US-BAYER-2011-083845 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONT 40 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8130384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130384 NON-EXPEDITED Y US-BAYER-2011-083949 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8130386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130386 NON-EXPEDITED N US-BAYER-2011-083909 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
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Detailed Report
8130388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130388 NON-EXPEDITED N US-BAYER-2011-084016 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8130389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130389 NON-EXPEDITED N US-BAYER-2011-084003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FLANK PAIN  

8130399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130399 NON-EXPEDITED N US-
BAYER-201017929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
SOMNOLENCE  

8130400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130400 NON-EXPEDITED N US-
BAYER-201011625NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DISCOMFORT NUVARING C UNK  

8130402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130402 NON-EXPEDITED N US-
BAYER-201018466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER
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Detailed Report
8130403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130403 NON-EXPEDITED N US-
BAYER-201018458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130404 NON-EXPEDITED N US-
BAYER-201024197NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER

8130405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130405 NON-EXPEDITED Y US-
BAYER-201020109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8130406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130406 NON-EXPEDITED N US-
BAYER-201027186NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER

8130407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130407 NON-EXPEDITED Y US-
BAYER-201019109NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 94 DAY BAYER
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Detailed Report
8130408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130408 NON-EXPEDITED N US-
BAYER-201024366NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 37 DAY BAYER

8130409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130409 NON-EXPEDITED N US-
BAYER-201023318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER

8130410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130410 NON-EXPEDITED Y US-
BAYER-201032880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 375 DAY BAYER

8130411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130411 NON-EXPEDITED N US-
BAYER-201020732NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8130412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130412 NON-EXPEDITED N US-
BAYER-201019732NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER
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8130413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130413 NON-EXPEDITED N US-
BAYER-201027112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130414 NON-EXPEDITED N US-
BAYER-201021752NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OLIGOMENORRHOEA  

8130415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130415 NON-EXPEDITED N US-
BAYER-201032200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8130416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130416 NON-EXPEDITED N US-
BAYER-201022513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
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Detailed Report
8130417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130417 NON-EXPEDITED N US-
BAYER-201019683NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE Daily dose 20 µg 167 DAY BAYER
BREAST ENLARGEMENT  
IRRITABILITY  
WEIGHT INCREASED  

8130419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130419 NON-EXPEDITED Y US-
BAYER-201036761NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8130420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130420 NON-EXPEDITED Y US-
BAYER-201040012NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8130421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130421 NON-EXPEDITED Y US-
BAYER-201036310NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 239 DAY BAYER

8130422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130422 NON-EXPEDITED N US-
BAYER-201032650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8130423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130423 NON-EXPEDITED N US-
BAYER-201034638NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8130424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130424 NON-EXPEDITED N US-
BAYER-201035373NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 201 DAY BAYER

8130425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130425 NON-EXPEDITED N US-
BAYER-201034639NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130427 NON-EXPEDITED N US-
BAYER-201038621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ANXIETY  
CHEST DISCOMFORT  
FEELING JITTERY  
HEART RATE INCREASED  
METRORRHAGIA  
MOOD ALTERED  
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Detailed Report
8130428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130428 NON-EXPEDITED N US-
BAYER-201036764NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

8130429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130429 NON-EXPEDITED Y US-
BAYER-201034635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8130430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130430 NON-EXPEDITED Y US-
BAYER-201037094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 196 DAY BAYER

8130431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130431 NON-EXPEDITED N US-
BAYER-201035401NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER

8130432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130432 NON-EXPEDITED Y US-BAYER-2011-017112 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130433 NON-EXPEDITED N US-BAYER-2011-038188 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS VIRAL MIRENA S  BAYER

8130434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130434 NON-EXPEDITED N US-BAYER-2011-014316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BACTERIAL INFECTION  
VAGINAL HAEMORRHAGE  

8130435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130435 NON-EXPEDITED N US-BAYER-2011-014873 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
ARTHRALGIA  

8130436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130436 NON-EXPEDITED Y US-BAYER-2011-012858 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8130437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130437 NON-EXPEDITED N US-BAYER-2011-018188 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8130438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130438 NON-EXPEDITED N US-BAYER-2011-018114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130439 NON-EXPEDITED N US-BAYER-2011-019063 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE STENOSIS MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8130440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130440 NON-EXPEDITED N US-BAYER-2011-019744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
CYST  
MEDICAL DEVICE COMPLICATION  
PAIN  
VAGINAL HAEMORRHAGE  

8130441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130441 NON-EXPEDITED N US-
BAYER-201041216NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE COMPONENT ISSUE  
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Detailed Report
8130442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130442 NON-EXPEDITED Y US-
BAYER-201041151NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8130443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130443 NON-EXPEDITED Y US-BAYER-2011-014878 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8130444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130444 NON-EXPEDITED N US-BAYER-2011-014886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
DEVICE DISLOCATION  

8130460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130460 NON-EXPEDITED N US-TEVA-299816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130473 NON-EXPEDITED N US-TEVA-299922USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8130483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130483 NON-EXPEDITED Y US-BAYER-2011-026566 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8130484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130484 NON-EXPEDITED N US-BAYER-2011-035875 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130485 NON-EXPEDITED N US-BAYER-2011-024876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ADVERSE EVENT  

8130486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130486 NON-EXPEDITED N US-BAYER-2011-027849 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYDRIASIS MIRENA S UNK  BAYER
FEELING ABNORMAL  
HEADACHE  

8130487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130487 NON-EXPEDITED N US-BAYER-2011-027779 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER
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Detailed Report
8130488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130488 NON-EXPEDITED N US-BAYER-2011-022923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130489 NON-EXPEDITED N US-BAYER-2011-030071 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
OEDEMA PERIPHERAL  
URTICARIA  

8130490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130490 NON-EXPEDITED N US-BAYER-2011-025201 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  

8130492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130492 NON-EXPEDITED Y US-BAYER-2011-029554 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130493 NON-EXPEDITED N US-BAYER-2011-021352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
BLOOD URINE PRESENT  
DYSURIA  

8130494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130494 NON-EXPEDITED Y US-BAYER-2011-036686 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 394 DAY BAYER

8130538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130538 NON-EXPEDITED Y US-
BAYER-201018444NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S UNK 35 DAY BAYER

8130539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130539 NON-EXPEDITED N US-
BAYER-201018582NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8130540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130540 NON-EXPEDITED Y US-
BAYER-201018823NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 276 DAY BAYER
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Detailed Report
8130541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130541 NON-EXPEDITED N US-
BAYER-201018573NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130542 NON-EXPEDITED N US-
BAYER-201027313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130543 NON-EXPEDITED N US-
BAYER-201027184NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
POLYMENORRHOEA  

8130544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130544 NON-EXPEDITED N US-
BAYER-201019969NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
ABDOMINAL DISTENSION  
GENITAL DISCHARGE  
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Detailed Report
8130545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130545 NON-EXPEDITED N US-
BAYER-201027648NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8130546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130546 NON-EXPEDITED N US-
BAYER-201032394NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130547 NON-EXPEDITED N US-
BAYER-201035250NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8130548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130548 NON-EXPEDITED N US-
BAYER-201034634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
NAUSEA  
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Detailed Report
8130561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130561 NON-EXPEDITED Y US-BAYER-2011-007201 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE First Mirena: 20 mcg/

24hr, CONT
1 DAY BAYER

UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE Second Mirena: 20 mcg/
24hr, CONT

1 DAY BAYER

8130562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130562 NON-EXPEDITED Y US-BAYER-2011-014601 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8130563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130563 NON-EXPEDITED N US-BAYER-2011-015951 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8130564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130564 NON-EXPEDITED N US-BAYER-2011-016443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S  BAYER

Page: 8,032 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8130565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130565 NON-EXPEDITED Y US-BAYER-2011-023717 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  

8130566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130566 NON-EXPEDITED N US-BAYER-2011-019142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

MIRENA S  BAYER

8130579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130579 NON-EXPEDITED N US-BAYER-2011-009126 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S UNK  BAYER

8130604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130604 NON-EXPEDITED N US-BAYER-2011-024816 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130605 NON-EXPEDITED N US-BAYER-2011-023455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S a couple of years  BAYER
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Detailed Report
8130606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130606 NON-EXPEDITED N US-BAYER-2011-038198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCORRECT DRUG ADMINISTRATION
DURATION

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130607 NON-EXPEDITED N US-BAYER-2011-034597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130608 NON-EXPEDITED N US-BAYER-2011-030993 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130609 NON-EXPEDITED N US-BAYER-2011-023627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 153 DAY BAYER

8130610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130610 NON-EXPEDITED Y US-BAYER-2011-027558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130624 NON-EXPEDITED N US-TEVA-299856USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8130633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130633 NON-EXPEDITED N US-BAYER-2011-018354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8130634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130634 NON-EXPEDITED N US-BAYER-2011-039424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8130645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130645 NON-EXPEDITED N US-TEVA-299921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AFFECT LABILITY  
HEADACHE  
MYALGIA  
NAUSEA  

8130651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130651 NON-EXPEDITED N US-BAYER-2011-083919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130652 NON-EXPEDITED N US-
BAYER-201032356NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130656 NON-EXPEDITED N US-BAYER-2011-084139 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8130657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130657 EXPEDITED (15-DAY) Y OT US-BAYER-2011-080903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INTRACRANIAL PRESSURE INCREASED  

8130658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130658 NON-EXPEDITED Y US-BAYER-2011-084014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 138 DAY BAYER
VULVOVAGINAL DISCOMFORT  

8130676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130676 NON-EXPEDITED N US-TEVA-299924USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130753 NON-EXPEDITED N US-TEVA-299897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
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Detailed Report
8130758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130758 NON-EXPEDITED N US-
BAYER-201018416NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8130759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130759 NON-EXPEDITED N US-BAYER-2011-069635 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE RASH  

8130760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130760 NON-EXPEDITED Y US-
BAYER-201037180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8130761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130761 NON-EXPEDITED Y US-
BAYER-201023887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER
DIZZINESS  
MENOMETRORRHAGIA  
MOOD ALTERED  

8130775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130775 NON-EXPEDITED Y US-BAYER-2011-024584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
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Detailed Report
8130789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130789 NON-EXPEDITED N US-
BAYER-201013149NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER

8130792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130792 NON-EXPEDITED N US-
BAYER-201034492NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
COITAL BLEEDING  

8130793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130793 NON-EXPEDITED N US-
BAYER-201037021NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8130798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130798 NON-EXPEDITED Y US-
BAYER-201027569NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130799 NON-EXPEDITED Y US-
BAYER-201019195NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
HOT FLUSH  

8130801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130801 NON-EXPEDITED N US-
BAYER-201027174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S UNK  BAYER
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  
WEIGHT LOSS POOR  

8130803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130803 NON-EXPEDITED N US-
BAYER-201034955NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8130804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130804 NON-EXPEDITED N US-
BAYER-201038090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER
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Detailed Report
8130805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130805 NON-EXPEDITED N US-BAYER-2011-020624 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ERYTHEMA  

8130807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130807 NON-EXPEDITED Y US-BAYER-2011-021731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8130870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130870 NON-EXPEDITED N US-BAYER-2011-084006 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8130898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130898 NON-EXPEDITED N US-BAYER-2011-027529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130899 NON-EXPEDITED N US-BAYER-2011-021372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

Page: 8,040 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8130900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130900 NON-EXPEDITED N US-BAYER-2011-024641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8130901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130901 NON-EXPEDITED N US-BAYER-2011-021738 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERINEAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8130903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130903 NON-EXPEDITED N US-BAYER-2011-020617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130904 NON-EXPEDITED N US-BAYER-2011-022172 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE ISSUE  

8130913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130913 NON-EXPEDITED Y US-BAYER-2010-007390 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8130914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130914 NON-EXPEDITED N US-BAYER-2011-034942 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8130933 NON-EXPEDITED N US-TEVA-299914USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPNOEA  
PELVIC PAIN  

8131248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131248 NON-EXPEDITED N US-TEVA-299917USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8131254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131254 NON-EXPEDITED N US-
BAYER-201031931NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131255 NON-EXPEDITED Y US-
BAYER-201022726NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg, QD  BAYER
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Detailed Report
8131256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131256 NON-EXPEDITED N US-
BAYER-201034778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131257 NON-EXPEDITED N US-
BAYER-201027168NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8131258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131258 NON-EXPEDITED N US-
BAYER-201020991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

8131259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131259 NON-EXPEDITED Y US-
BAYER-201020853NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 220 DAY BAYER

8131260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131260 NON-EXPEDITED N US-
BAYER-201030387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 8,043 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8131261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131261 NON-EXPEDITED Y US-
BAYER-201027435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131262 NON-EXPEDITED N US-
BAYER-201026946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8131263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131263 NON-EXPEDITED Y US-
BAYER-201025332NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131264 NON-EXPEDITED Y US-
BAYER-201023334NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 191 DAY BAYER

8131272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131272 NON-EXPEDITED Y US-
BAYER-201040624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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Detailed Report
8131273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131273 NON-EXPEDITED N OT US-BAYER-2011-081101 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8131274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131274 NON-EXPEDITED Y US-BAYER-2011-084141 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8131275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131275 NON-EXPEDITED N US-
BAYER-201034642NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131277 NON-EXPEDITED N US-
BAYER-201034643NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131278 NON-EXPEDITED N OT US-BAYER-2011-084174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  
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Detailed Report
8131279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131279 NON-EXPEDITED Y US-
BAYER-201040007NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8131280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131280 NON-EXPEDITED N US-
BAYER-201041089NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  

8131281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131281 NON-EXPEDITED N US-
BAYER-201036093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1643 DAY BAYER

8131282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131282 NON-EXPEDITED N US-BAYER-2011-081410 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8131451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131451 NON-EXPEDITED N US-BAYER-2011-015977 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 217 DAY BAYER
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Detailed Report
8131452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131452 EXPEDITED (15-DAY) Y LT,OT US-BAYER-2011-080891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S UNK  BAYER

8131454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131454 NON-EXPEDITED N US-BAYER-2011-019870 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISTENSION  

8131455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131455 NON-EXPEDITED N US-BAYER-2011-022151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131456 NON-EXPEDITED Y US-BAYER-2011-032956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8131457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131457 NON-EXPEDITED N US-BAYER-2011-023785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8131458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131458 NON-EXPEDITED N US-BAYER-2011-023239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8131459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131459 NON-EXPEDITED N US-BAYER-2011-023460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131460 NON-EXPEDITED Y US-BAYER-2011-016460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NUCLEAR MAGNETIC RESONANCE IMAGING
ABDOMINAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131461 NON-EXPEDITED N US-BAYER-2011-020108 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, QOD 65 DAY BAYER
DEVICE EXPULSION  

8131462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131462 NON-EXPEDITED N US-BAYER-2011-018141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8131463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131463 NON-EXPEDITED N US-BAYER-2011-020028 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFECTION  
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Detailed Report
8131464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131464 NON-EXPEDITED N US-BAYER-2011-022771 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8131465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131465 NON-EXPEDITED N US-BAYER-2011-016860 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8131466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131466 NON-EXPEDITED N US-BAYER-2011-021653 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8131469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131469 NON-EXPEDITED N US-BAYER-2011-033341 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 36 DAY BAYER
UTERINE PAIN  

8131470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131470 NON-EXPEDITED N US-BAYER-2011-033895 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
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Detailed Report
8131471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131471 NON-EXPEDITED N US-BAYER-2011-034763 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISCOMFORT  
AMENORRHOEA  
ASTHENIA  
DIZZINESS  
FATIGUE  
METRORRHAGIA  
VAGINAL DISCHARGE  

8131472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131472 NON-EXPEDITED N OT US-BAYER-2011-080893 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8131474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131474 NON-EXPEDITED N OT US-BAYER-2011-080924 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8131475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131475 NON-EXPEDITED N US-BAYER-2011-033443 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER
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Detailed Report
8131477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131477 NON-EXPEDITED N OT US-BAYER-2011-081112 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8131478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131478 NON-EXPEDITED N OT US-BAYER-2011-080907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8131489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131489 NON-EXPEDITED N US-TEVA-299898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALAVERT ALLERGY C  

8131503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131503 NON-EXPEDITED N US-TEVA-300055USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BENADRYL C  

8131544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131544 NON-EXPEDITED N US-TEVA-299865USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA IBUPROFEN C  
NAUSEA  
PAIN  
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Detailed Report
8131565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131565 NON-EXPEDITED N US-TEVA-299809USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8131612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131612 NON-EXPEDITED N US-BAYER-2011-027525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131613 NON-EXPEDITED N US-BAYER-2011-018198 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8131614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131614 NON-EXPEDITED Y US-BAYER-2011-015855 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
VULVOVAGINAL BURNING SENSATION  

8131615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131615 NON-EXPEDITED N US-BAYER-2011-015164 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8131616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131616 NON-EXPEDITED N US-
BAYER-201036536NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8131617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131617 NON-EXPEDITED N US-BAYER-2011-027283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131618 NON-EXPEDITED N US-BAYER-2011-020139 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8131619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131619 NON-EXPEDITED N US-BAYER-2011-022435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8131620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131620 NON-EXPEDITED N US-BAYER-2011-017895 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
HYPOMENORRHOEA  
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Detailed Report
8131630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131630 NON-EXPEDITED N US-TEVA-299923USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8131669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131669 NON-EXPEDITED N US-BAYER-2011-038179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131670 NON-EXPEDITED N US-BAYER-2011-021569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE ISSUE  
MEDICAL DEVICE DISCOMFORT  

8131671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131671 NON-EXPEDITED Y US-BAYER-2011-026899 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131672 NON-EXPEDITED Y US-BAYER-2011-020613 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCOMFORT MIRENA S UNK  BAYER
SCAR  
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Detailed Report
8131674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131674 NON-EXPEDITED Y US-BAYER-2011-026593 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
PREMENSTRUAL SYNDROME  
WEIGHT INCREASED  

8131675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131675 NON-EXPEDITED N US-BAYER-2011-025804 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 185 DAY BAYER
DYSMENORRHOEA MIRENA S  BAYER
BLOOD IRON DECREASED  
CONTUSION  
INSOMNIA  
MIDDLE INSOMNIA  

8131682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131682 NON-EXPEDITED Y US-BAYER-2011-027519 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131683 NON-EXPEDITED N US-BAYER-2011-035986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8131684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131684 NON-EXPEDITED Y US-BAYER-2011-029369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131685 NON-EXPEDITED N US-BAYER-2011-030165 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MALFUNCTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8131686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131686 NON-EXPEDITED N US-BAYER-2011-030956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  
MENORRHAGIA  
METRORRHAGIA  

8131790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131790 NON-EXPEDITED N US-TEVA-300128USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
Maternal exposure during pregnancy  
NAUSEA  
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Detailed Report
8131824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131824 NON-EXPEDITED N US-TEVA-300096USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMORRHAGE  
NAUSEA  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8131842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131842 NON-EXPEDITED N US-BAYER-2011-022477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131843 NON-EXPEDITED Y US-BAYER-2011-020823 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131844 NON-EXPEDITED Y US-BAYER-2011-023718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8131846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131846 NON-EXPEDITED N US-BAYER-2011-002576 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE ACETAMINOPHEN C ORAL  
MENSTRUATION IRREGULAR  
MUSCULOSKELETAL DISCOMFORT  

8131847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131847 NON-EXPEDITED N US-BAYER-2011-016399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8131848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131848 NON-EXPEDITED N US-BAYER-2011-034788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  

8131849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131849 NON-EXPEDITED N US-BAYER-2011-020627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
DECREASED APPETITE  
NAUSEA  

Page: 8,058 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8131850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131850 NON-EXPEDITED N US-BAYER-2011-017945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8131851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131851 NON-EXPEDITED N US-BAYER-2011-015041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8131852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131852 NON-EXPEDITED Y US-BAYER-2011-035907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8131853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131853 NON-EXPEDITED N US-BAYER-2011-037159 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8131866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131866 EXPEDITED (15-DAY) N OT US-BAYER-2011-080939 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S 20 mcg/24hr, CONT  BAYER
PUBERTY  

Page: 8,059 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8131868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131868 NON-EXPEDITED Y US-BAYER-2011-010232 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER

8131870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131870 EXPEDITED (15-DAY) N OT US-BAYER-2011-080989 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8131871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131871 NON-EXPEDITED Y US-BAYER-2011-022802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131872 NON-EXPEDITED N US-BAYER-2011-025811 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131875 NON-EXPEDITED N US-BAYER-2011-043240 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HOT FLUSH YAZ S UNK  BAYER

8131877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131877 NON-EXPEDITED Y US-BAYER-2011-074616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING CLIMARA PRO S  BAYER
ABDOMINAL DISTENSION  
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8131879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2011 8131879 NON-EXPEDITED N US-BAYER-2011-039570 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

7072878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7072878 NON-EXPEDITED N US-
BAYER-200922687NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 682 DAY BAYER

7547128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7547128 NON-EXPEDITED N US-
BAYER-201028122NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

APHAGIA  
CRYING  
DEVICE ISSUE  
FATIGUE  
INSOMNIA  
MENOMETRORRHAGIA  
NAUSEA  
VAGINAL DISCHARGE  

7665461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7665461 NON-EXPEDITED N US-
BAYER-201037442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER
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7668005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7668005 NON-EXPEDITED N US-
BAYER-201034542NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
DYSPEPSIA PARAGARD T380A S UNK  
ABDOMINAL DISCOMFORT  

7816780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7816780 NON-EXPEDITED N US-
BAYER-201019313NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ADNEXA UTERI PAIN DOXYCYCLINE C  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
HYPOMENORRHOEA  

7941588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 7941588 NON-EXPEDITED Y OT GB-BAYER-2011-012444 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S UNK UNK, CONT  BAYER

8046059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8046059 EXPEDITED (15-DAY) Y HO,LT,OT RU-BAYER-2011-061930 26 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN RUPTURE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
OVARIAN HAEMORRHAGE  

Page: 8,062 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8066559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8066559 NON-EXPEDITED Y OT US-BAYER-2011-066630 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8066723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8066723 NON-EXPEDITED N OT US-BAYER-2011-067070 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK UNK, ONCE 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DIFFICULT TO USE  
OVARIAN CYST  
POST PROCEDURAL HAEMORRHAGE  
POST PROCEDURAL SWELLING  

8068231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8068231 NON-EXPEDITED N US-BAYER-2011-068150 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK 758 DAY BAYER

CALCIUM CARBONATE C ORAL UNK  
VITAMINS NOS C ORAL UNK  

8070814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8070814 NON-EXPEDITED Y US-BAYER-2010-009126 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DRUG INEFFECTIVE  
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8085448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8085448 NON-EXPEDITED Y HO US-BAYER-2011-068607 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 43 DAY BAYER
PAIN  

8105647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8105647 NON-EXPEDITED N US-BAYER-2011-017928 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
BLOOD PRESSURE DECREASED  
CONFUSIONAL STATE  

8106109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8106109 NON-EXPEDITED N US-TEVA-297744USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SCAB PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

8107263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8107263 NON-EXPEDITED Y US-BAYER-2011-059372 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
VAGINAL DISCHARGE  
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8110135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8110135 NON-EXPEDITED N US-BAYER-2011-023245 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 350 DAY BAYER
VAGINAL HAEMORRHAGE  

8114869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8114869 NON-EXPEDITED Y US-BAYER-2011-002740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S  BAYER

8117612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8117612 NON-EXPEDITED Y US-BAYER-2011-024674 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8119467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8119467 NON-EXPEDITED N US-BAYER-2011-029134 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8128800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8128800 NON-EXPEDITED N US-BAYER-2011-032339 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8128826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8128826 NON-EXPEDITED N US-BAYER-2011-034162 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8129059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8129059 NON-EXPEDITED Y OT CH-BAYER-2011-078451 50 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 44 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN  

8130385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8130385 NON-EXPEDITED N US-
BAYER-201018005NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS MIRENA S  BAYER

8132392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132392 NON-EXPEDITED N US-TEVA-300197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8132407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132407 NON-EXPEDITED N US-TEVA-300075USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 8,066 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8132430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132430 NON-EXPEDITED N US-TEVA-300170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8132477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132477 NON-EXPEDITED N US-TEVA-300172USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8132509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132509 NON-EXPEDITED N US-
BAYER-201019177NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN  

8132510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132510 NON-EXPEDITED N US-
BAYER-201018169NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8132512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132512 NON-EXPEDITED N US-
BAYER-201019127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  
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8132513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132513 NON-EXPEDITED N US-
BAYER-201019042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132514 NON-EXPEDITED Y US-
BAYER-201018621NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132515 NON-EXPEDITED N US-
BAYER-201019053NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

8132516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132516 NON-EXPEDITED N US-
BAYER-201019056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S 20 mcg/24hr, UNK  BAYER

8132517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132517 NON-EXPEDITED N US-
BAYER-201018557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  
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Detailed Report
8132518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132518 NON-EXPEDITED Y US-
BAYER-201014146NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER
DEVICE EXPULSION  

8132519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132519 NON-EXPEDITED Y US-
BAYER-201019162NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER
GENITAL HAEMORRHAGE  

8132520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132520 NON-EXPEDITED Y US-
BAYER-201018724NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132521 NON-EXPEDITED N US-
BAYER-201018586NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S UNK  BAYER
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Detailed Report
8132522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132522 NON-EXPEDITED N US-
BAYER-201019274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BACTERIAL INFECTION  
MEMORY IMPAIRMENT  
VAGINAL DISCHARGE  

8132523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132523 NON-EXPEDITED N US-
BAYER-201019194NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132524 NON-EXPEDITED Y US-
BAYER-201018137NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  

8132525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132525 NON-EXPEDITED N US-
BAYER-201018987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8132526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132526 NON-EXPEDITED N US-
BAYER-201019025NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8132527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132527 NON-EXPEDITED N US-
BAYER-201018429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER

8132528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132528 NON-EXPEDITED N US-
BAYER-201013435NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 253 DAY BAYER
VAGINAL HAEMORRHAGE  

8132529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132529 NON-EXPEDITED N US-
BAYER-201018576NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  
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Detailed Report
8132530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132530 NON-EXPEDITED Y US-
BAYER-201019008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 175 DAY BAYER

8132532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132532 NON-EXPEDITED N US-
BAYER-201019181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8132533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132533 NON-EXPEDITED N US-
BAYER-201018456NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132534 NON-EXPEDITED Y US-
BAYER-201018140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 101 DAY BAYER

8132535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132535 NON-EXPEDITED N US-
BAYER-201017778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8132536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132536 NON-EXPEDITED N US-
BAYER-201019060NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST ENGORGEMENT  
BREAST TENDERNESS  
DEVICE DISLOCATION  
FATIGUE  

8132537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132537 NON-EXPEDITED N US-
BAYER-201017560NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DIFFICULT TO USE  

8132538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132538 NON-EXPEDITED N US-
BAYER-201013129NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQ:

CONTINUOUSLY
 BAYER

8132539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132539 NON-EXPEDITED N US-
BAYER-201019309NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8132540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132540 NON-EXPEDITED N CA-
BAYER-201019012NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
NAUSEA  
PYREXIA  
VAGINAL DISCHARGE  

8132541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132541 NON-EXPEDITED N US-
BAYER-201019059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, UNK  BAYER

8132542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132542 NON-EXPEDITED N US-
BAYER-201025947NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER

8132543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132543 NON-EXPEDITED N US-
BAYER-201023268NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK  BAYER
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Detailed Report
8132544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132544 NON-EXPEDITED N US-
BAYER-201026987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8132545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132545 NON-EXPEDITED N US-
BAYER-201027695NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK  BAYER

8132546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132546 NON-EXPEDITED N US-
BAYER-201026937NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8132551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132551 NON-EXPEDITED Y US-
BAYER-201024277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 730 DAY BAYER

8132552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132552 NON-EXPEDITED N US-
BAYER-201021071NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
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Detailed Report
8132553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132553 NON-EXPEDITED N US-
BAYER-201025129NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
HYPOMENORRHOEA  

8132554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132554 NON-EXPEDITED Y US-
BAYER-201021895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 91 DAY BAYER

8132555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132555 NON-EXPEDITED N US-
BAYER-201026038NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132556 NON-EXPEDITED Y US-
BAYER-201020967NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8132557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132557 NON-EXPEDITED N US-
BAYER-201024199NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA AMOXICILLIN C UNK  
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Detailed Report
8132558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132558 NON-EXPEDITED N US-
BAYER-201020148NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER
BLADDER DISORDER  

8132559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132559 NON-EXPEDITED N US-
BAYER-201020006NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER

8132560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132560 NON-EXPEDITED N US-
BAYER-201023277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER

TOPIRAMATE C  

8132561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132561 NON-EXPEDITED N US-
BAYER-201024220NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8132562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132562 NON-EXPEDITED N US-
BAYER-201020317NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  
MENSTRUAL DISORDER  

8132563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132563 NON-EXPEDITED Y US-
BAYER-201020811NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

8132564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132564 NON-EXPEDITED Y US-
BAYER-201024356NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 163 DAY BAYER
NAUSEA  
PAIN  

8132565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132565 NON-EXPEDITED N US-
BAYER-201022945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8132566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132566 NON-EXPEDITED N US-
BAYER-201020548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8132567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132567 NON-EXPEDITED Y US-
BAYER-201021791NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8132568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132568 NON-EXPEDITED N US-
BAYER-201026157NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROGESTERONE DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132569 NON-EXPEDITED N US-
BAYER-201027063NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8132570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132570 NON-EXPEDITED N US-
BAYER-201020563NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8132571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132571 NON-EXPEDITED Y US-
BAYER-201020628NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132572 NON-EXPEDITED N US-
BAYER-201023725NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8132573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132573 NON-EXPEDITED N US-
BAYER-201019899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8132574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132574 NON-EXPEDITED N US-
BAYER-201026685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8132575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132575 NON-EXPEDITED Y US-
BAYER-201023543NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 496 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8132576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132576 NON-EXPEDITED N US-
BAYER-201023315NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S UNK  BAYER

MIRENA S  BAYER

8132577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132577 NON-EXPEDITED N US-
BAYER-201020718NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8132578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132578 NON-EXPEDITED Y US-
BAYER-201025412NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 321 DAY BAYER
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Detailed Report
8132579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132579 NON-EXPEDITED Y US-
BAYER-201025913NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8132580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132580 NON-EXPEDITED Y US-
BAYER-201026335NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 679 DAY BAYER

8132581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132581 NON-EXPEDITED N US-
BAYER-201024939NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 8 DAY BAYER

8132582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132582 NON-EXPEDITED Y US-
BAYER-201025268NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER

MIRENA S  BAYER

8132583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132583 NON-EXPEDITED Y US-
BAYER-201020893NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8132584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132584 NON-EXPEDITED Y US-
BAYER-201023860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8132585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132585 NON-EXPEDITED Y US-
BAYER-201020908NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 493 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8132586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132586 NON-EXPEDITED N US-
BAYER-201026051NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8132587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132587 NON-EXPEDITED N US-
BAYER-201022467NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
MENORRHAGIA  
PROCEDURAL PAIN  
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Detailed Report
8132588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132588 NON-EXPEDITED N US-
BAYER-201024681NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8132589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132589 NON-EXPEDITED N US-
BAYER-201024811NA

21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 37 DAY BAYER

8132590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132590 NON-EXPEDITED N US-
BAYER-201020309NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHILLS  
HEADACHE  
METRORRHAGIA  
PYREXIA  

8132591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132591 NON-EXPEDITED Y US-
BAYER-201023319NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

Page: 8,084 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8132592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132592 NON-EXPEDITED Y US-
BAYER-201023458NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8132593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132593 NON-EXPEDITED Y US-
BAYER-201020932NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8132594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132594 NON-EXPEDITED N US-
BAYER-201020803NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132595 NON-EXPEDITED N US-
BAYER-201022174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S 20 µg/d, CONT  BAYER
HAEMORRHAGE  

8132596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132596 NON-EXPEDITED Y US-
BAYER-201019212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8132597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132597 NON-EXPEDITED N US-
BAYER-201023941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  BAYER

8132598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132598 NON-EXPEDITED N US-
BAYER-201022576NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8132599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132599 NON-EXPEDITED Y US-
BAYER-201027662NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8132600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132600 NON-EXPEDITED N US-
BAYER-201027337NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132601 NON-EXPEDITED N US-
BAYER-201027141NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

Page: 8,086 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8132602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132602 NON-EXPEDITED N US-
BAYER-201026557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

8132603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132603 NON-EXPEDITED N US-
BAYER-201026152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132604 NON-EXPEDITED N US-TEVA-300175USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8132609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132609 NON-EXPEDITED N US-
BAYER-201029879NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 92 DAY BAYER

8132610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132610 NON-EXPEDITED N US-
BAYER-201028385NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
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Detailed Report
8132611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132611 NON-EXPEDITED Y US-
BAYER-201029223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132612 NON-EXPEDITED Y US-
BAYER-201030040NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8132613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132613 NON-EXPEDITED Y US-
BAYER-201030614NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 129 DAY BAYER

8132614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132614 NON-EXPEDITED Y US-
BAYER-201030601NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8132615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132615 NON-EXPEDITED N US-
BAYER-201026658NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8132616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132616 NON-EXPEDITED Y US-
BAYER-201029203NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER

8132617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132617 NON-EXPEDITED N US-
BAYER-201030872NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8132618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132618 NON-EXPEDITED N US-
BAYER-201028966NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8132619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132619 NON-EXPEDITED N US-
BAYER-201025945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8132620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132620 NON-EXPEDITED N US-
BAYER-201029993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER
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Detailed Report
8132628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132628 NON-EXPEDITED N US-
BAYER-201037838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
AMENORRHOEA  
WEIGHT DECREASED  

8132629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132629 NON-EXPEDITED N US-
BAYER-201032952NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8132630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132630 NON-EXPEDITED N US-
BAYER-201033746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

8132631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132631 NON-EXPEDITED Y US-
BAYER-201035875NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 157 DAY BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  
METRORRHAGIA  
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8132632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132632 NON-EXPEDITED N US-
BAYER-201035594NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8132633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132633 NON-EXPEDITED Y US-
BAYER-201033152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER

8132635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132635 NON-EXPEDITED Y US-
BAYER-201041116NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8132638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132638 NON-EXPEDITED Y US-
BAYER-201039883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S UNK  BAYER
NAUSEA  
PAIN  

8132640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132640 NON-EXPEDITED N US-
BAYER-201041229NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT 184 DAY BAYER

Page: 8,091 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8132642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132642 NON-EXPEDITED N US-
BAYER-201039983NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 160 DAY BAYER

8132655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132655 NON-EXPEDITED N US-
BAYER-201032373NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL DISCHARGE  

8132656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132656 NON-EXPEDITED N US-
BAYER-201032210NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

8132657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132657 NON-EXPEDITED N US-
BAYER-201034678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

8132658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132658 NON-EXPEDITED Y US-
BAYER-201041057NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 611 DAY BAYER
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Detailed Report
8132660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132660 NON-EXPEDITED N US-
BAYER-201032992NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
HUNGER  
MEDICAL DEVICE DISCOMFORT  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8132661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132661 NON-EXPEDITED N US-
BAYER-201034504NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 174 DAY BAYER

8132662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132662 NON-EXPEDITED Y US-
BAYER-201036308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8132663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132663 NON-EXPEDITED Y US-
BAYER-201032643NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
8132664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132664 NON-EXPEDITED Y US-
BAYER-201032357NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 317 DAY BAYER

8132665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132665 NON-EXPEDITED N US-
BAYER-201033705NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg, QD  BAYER
ALOPECIA  
IRRITABLE BOWEL SYNDROME  
MUSCLE SPASMS  

8132666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132666 NON-EXPEDITED N US-
BAYER-201031800NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, CONT  BAYER
ACNE  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8132667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132667 NON-EXPEDITED N US-
BAYER-201035971NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE ISSUE  
FATIGUE  
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Detailed Report
8132668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132668 NON-EXPEDITED Y US-
BAYER-201030895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8132669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132669 NON-EXPEDITED N US-
BAYER-201033150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8132670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132670 NON-EXPEDITED N US-
BAYER-201034188NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLADDER DISCOMFORT  
POLYURIA  

8132672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132672 NON-EXPEDITED N US-
BAYER-201031900NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, QD 7 DAY BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
PAIN  
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Detailed Report
8132674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132674 NON-EXPEDITED Y US-BAYER-2011-038260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8132677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132677 NON-EXPEDITED N US-BAYER-2011-004266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COUMADIN C UNK  

8132678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132678 NON-EXPEDITED N US-BAYER-2011-038347 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132679 NON-EXPEDITED Y US-BAYER-2011-005965 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132683 NON-EXPEDITED N US-BAYER-2011-046734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8132687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132687 NON-EXPEDITED Y US-BAYER-2011-028018 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8132690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132690 NON-EXPEDITED Y US-
BAYER-201040968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 74 DAY BAYER

MIRENA S  BAYER

8132691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132691 NON-EXPEDITED N US-
BAYER-201040010NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 401 DAY BAYER

8132692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132692 NON-EXPEDITED N US-BAYER-2011-021990 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132694 NON-EXPEDITED N US-BAYER-2011-034102 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8132695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132695 NON-EXPEDITED Y US-BAYER-2011-008263 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL DISCOMFORT  
CYANOSIS  
ERYTHEMA  
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Detailed Report
8132697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132697 NON-EXPEDITED N US-TEVA-300187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8132706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132706 NON-EXPEDITED Y US-BAYER-2011-070394 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

8132756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132756 NON-EXPEDITED N US-
BAYER-201027208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132757 NON-EXPEDITED N US-
BAYER-201027068NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

COPPERTONE SPORT DRY C UNK  

8132758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132758 NON-EXPEDITED N US-
BAYER-201018742NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
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Detailed Report
8132759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132759 NON-EXPEDITED N US-
BAYER-201019233NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132760 NON-EXPEDITED Y US-
BAYER-201027207NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8132761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132761 NON-EXPEDITED Y US-
BAYER-201019297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132762 NON-EXPEDITED N US-
BAYER-201039986NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  
GENITAL HAEMORRHAGE  
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Detailed Report
8132763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132763 NON-EXPEDITED N US-
BAYER-201027425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8132764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132764 NON-EXPEDITED Y US-
BAYER-201020632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S 20 mcg/24hr, CONT  BAYER

8132765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132765 NON-EXPEDITED Y US-
BAYER-201020892NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8132766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132766 NON-EXPEDITED N US-
BAYER-201041223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132767 NON-EXPEDITED N US-
BAYER-201035480NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
VAGINAL DISCHARGE  
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Detailed Report
8132768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132768 NON-EXPEDITED Y US-BAYER-2011-007186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EYE SWELLING  
LIP SWELLING  

8132769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132769 NON-EXPEDITED N US-
BAYER-201020403NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8132770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132770 NON-EXPEDITED N US-
BAYER-201032918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8132771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132771 NON-EXPEDITED Y US-
BAYER-201020690NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S  BAYER

8132782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132782 NON-EXPEDITED Y US-
BAYER-201021070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSIVE SYMPTOM MIRENA S Daily dose 20 mcg/24hr 198 DAY BAYER
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Detailed Report
8132783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132783 NON-EXPEDITED N US-
BAYER-201022723NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8132784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132784 NON-EXPEDITED N US-
BAYER-201019242NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER

8132785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132785 NON-EXPEDITED Y US-
BAYER-201024310NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8132786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132786 NON-EXPEDITED N US-
BAYER-201018767NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

8132790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132790 NON-EXPEDITED Y US-
BAYER-201024316NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 341 DAY BAYER
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8132791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132791 NON-EXPEDITED N US-
BAYER-201027214NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8132792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132792 NON-EXPEDITED Y US-
BAYER-201032349NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8132793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132793 NON-EXPEDITED Y US-
BAYER-201027739NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8132794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132794 NON-EXPEDITED N US-
BAYER-201026914NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8132795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132795 NON-EXPEDITED N US-
BAYER-201033208NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S 20 µg, QD 365 DAY BAYER
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Detailed Report
8132806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132806 NON-EXPEDITED N US-TEVA-300188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8132807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132807 NON-EXPEDITED N OT US-BAYER-2011-082780 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S  BAYER

8132808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132808 NON-EXPEDITED N US-
BAYER-201035475NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8132809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132809 NON-EXPEDITED Y US-
BAYER-201020009NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PENILE PAIN  

8132878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132878 NON-EXPEDITED N OT US-BAYER-2011-082002 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8132880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132880 NON-EXPEDITED Y OT US-BAYER-2011-081935 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132938 NON-EXPEDITED N OT US-BAYER-2011-081934 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

8132952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132952 NON-EXPEDITED Y US-
BAYER-201025720NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132953 NON-EXPEDITED N US-
BAYER-201025623NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8132954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132954 NON-EXPEDITED N US-
BAYER-201039328NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 925 DAY BAYER
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Detailed Report
8132955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132955 NON-EXPEDITED N US-
BAYER-201029361NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 322 DAY BAYER

8132956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132956 NON-EXPEDITED N US-
BAYER-201041407NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8132957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132957 NON-EXPEDITED N US-
BAYER-201036174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S  BAYER
ALOPECIA  
SKIN IRRITATION  

8132958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132958 NON-EXPEDITED N US-
BAYER-201023310NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 µg, QD  BAYER
ANTINUCLEAR ANTIBODY POSITIVE  
ARTHRALGIA  
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Detailed Report
8132959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132959 NON-EXPEDITED Y US-
BAYER-201027162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8132960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132960 NON-EXPEDITED N US-
BAYER-201021318NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
DEVICE DISLOCATION  

8132961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132961 NON-EXPEDITED Y US-
BAYER-201021065NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S Daily dose 20 µg  BAYER
HOT FLUSH  

8132962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132962 NON-EXPEDITED N US-
BAYER-201030787NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

8132963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132963 NON-EXPEDITED N US-
BAYER-201019163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 229 DAY BAYER
METRORRHAGIA  
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Detailed Report
8132964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132964 NON-EXPEDITED N US-
BAYER-201019269NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8132973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132973 NON-EXPEDITED Y OT US-BAYER-2011-081931 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8132974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132974 NON-EXPEDITED N US-
BAYER-201040726NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8132975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132975 NON-EXPEDITED Y US-
BAYER-201041174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8132976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8132976 NON-EXPEDITED Y US-BAYER-2011-033086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8133003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133003 NON-EXPEDITED N US-TEVA-300191USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133007 NON-EXPEDITED N US-TEVA-300190USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8133070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133070 NON-EXPEDITED N US-TEVA-300186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133076 NON-EXPEDITED N US-
BAYER-201026495NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 38 DAY BAYER
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Detailed Report
8133077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133077 NON-EXPEDITED N US-
BAYER-201022881NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 20 µg, QD 730 DAY BAYER

8133078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133078 NON-EXPEDITED N US-
BAYER-201020914NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE UNK  BAYER
PARAESTHESIA  

8133079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133079 NON-EXPEDITED N US-
BAYER-201018706NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S 20 mcg/24hr, UNK 1825 DAY BAYER

8133080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133080 EXPEDITED (15-DAY) N OT CN-BAYER-2011-080403 40 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
BREAST CANCER  
BREAST HYPERPLASIA  
BREAST MASS  
BREAST TENDERNESS  
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Detailed Report
8133081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133081 NON-EXPEDITED N US-
BAYER-201018658NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133085 NON-EXPEDITED Y US-
BAYER-201027323NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8133086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133086 NON-EXPEDITED N US-
BAYER-201032680NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8133087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133087 NON-EXPEDITED N US-
BAYER-201027317NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 370 DAY BAYER

8133088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133088 NON-EXPEDITED Y US-
BAYER-201032614NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEVICE EXPULSION  
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Detailed Report
8133089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133089 NON-EXPEDITED Y OT US-BAYER-2011-081173 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8133090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133090 NON-EXPEDITED Y US-
BAYER-201041124NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133091 NON-EXPEDITED Y US-
BAYER-201032152NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8133092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133092 NON-EXPEDITED N OT US-BAYER-2011-081122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8133093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133093 NON-EXPEDITED N OT US-BAYER-2011-081875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
MENSTRUAL DISORDER MIRENA S  BAYER
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Detailed Report
8133095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133095 NON-EXPEDITED N US-
BAYER-201041164NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8133096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133096 NON-EXPEDITED N US-BAYER-2011-045436 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133097 NON-EXPEDITED N US-
BAYER-201032594NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133100 NON-EXPEDITED N US-BAYER-2011-081207 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S  BAYER

8133101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133101 NON-EXPEDITED N US-
BAYER-201032398NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGER MIRENA S UNK  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
8133110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133110 NON-EXPEDITED N US-TEVA-300189USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133129 NON-EXPEDITED N OT US-BAYER-2011-081408 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8133134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133134 NON-EXPEDITED N US-TEVA-300171USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  
PELVIC PAIN  

8133238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133238 NON-EXPEDITED N US-TEVA-300109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ORTHO TRI CYCLEN C  

8133246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133246 NON-EXPEDITED N US-TEVA-300056USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8133287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133287 EXPEDITED (15-DAY) N OT US-BAYER-2011-081121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOLVULUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EATING DISORDER  
WEIGHT DECREASED  

8133288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133288 NON-EXPEDITED N US-
BAYER-201019693NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SINUSITIS  

8133295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133295 NON-EXPEDITED Y US-BAYER-2011-084266 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 15 DAY BAYER

8133296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133296 NON-EXPEDITED N US-BAYER-2011-082303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 198 DAY BAYER
FEELING ABNORMAL  
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Detailed Report
8133297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133297 NON-EXPEDITED N US-
BAYER-201033002NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
VAGINAL DISCHARGE  

8133298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133298 NON-EXPEDITED Y US-BAYER-2011-084299 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 78 DAY BAYER

8133299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133299 NON-EXPEDITED N US-
BAYER-201020359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT  BAYER

8133300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133300 NON-EXPEDITED N US-
BAYER-201025958NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg, QD 1095 DAY BAYER
HYPOMENORRHOEA  

8133301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133301 NON-EXPEDITED Y US-
BAYER-201027534NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 3 DAY BAYER
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Detailed Report
8133302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133302 NON-EXPEDITED Y US-BAYER-2011-084314 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8133303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133303 NON-EXPEDITED N US-
BAYER-201035350NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8133304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133304 NON-EXPEDITED Y US-BAYER-2011-084227 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133306 NON-EXPEDITED Y US-
BAYER-201020973NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8133307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133307 NON-EXPEDITED Y US-
BAYER-201033551NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8133308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133308 NON-EXPEDITED N US-BAYER-2011-084241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8133309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133309 NON-EXPEDITED Y US-BAYER-2011-083234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 363 DAY BAYER

8133310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133310 NON-EXPEDITED N US-BAYER-2011-084650 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8133313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133313 NON-EXPEDITED Y OT US-BAYER-2011-081174 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8133314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133314 NON-EXPEDITED N US-
BAYER-201028619NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MIGRAINE  

Page: 8,118 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8133315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133315 NON-EXPEDITED N US-BAYER-2011-084550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133317 NON-EXPEDITED N US-BAYER-2011-084392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8133318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133318 NON-EXPEDITED N US-BAYER-2011-084390 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8133319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133319 NON-EXPEDITED N US-BAYER-2011-084358 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8133320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133320 NON-EXPEDITED Y US-BAYER-2011-084382 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 269 DAY BAYER

8133321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133321 NON-EXPEDITED Y US-BAYER-2011-084394 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 27 DAY BAYER
MENORRHAGIA  
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Detailed Report
8133349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133349 NON-EXPEDITED Y US-
BAYER-201027709NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133350 NON-EXPEDITED N US-
BAYER-201041139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, UNK 730 DAY BAYER

8133351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133351 NON-EXPEDITED Y US-
BAYER-201026170NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8133352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133352 NON-EXPEDITED N US-
BAYER-201032163NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
NO ADVERSE EVENT  
SKIN FISSURES  
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Detailed Report
8133353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133353 NON-EXPEDITED Y US-
BAYER-201032860NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 140 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8133354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133354 NON-EXPEDITED N US-BAYER-2011-013990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOMA VIRAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133355 NON-EXPEDITED N US-BAYER-2011-020633 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S CUTANEOUS UNK  BAYER

8133356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133356 NON-EXPEDITED N US-
BAYER-201021307NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S UNK  BAYER
METRORRHAGIA  
RASH  
VAGINAL HAEMORRHAGE  
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Detailed Report
8133428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133428 NON-EXPEDITED N US-TEVA-300046USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PARAGARD T380A S  

VITAMINS NOS C  

8133441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133441 NON-EXPEDITED N US-TEVA-300132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133482 NON-EXPEDITED N US-TEVA-300193USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133580 NON-EXPEDITED N US-TEVA-300192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133672 NON-EXPEDITED N US-TEVA-300152USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8133702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133702 NON-EXPEDITED N US-TEVA-300368USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133738 NON-EXPEDITED Y US-
BAYER-201022551NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8133739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133739 NON-EXPEDITED Y US-
BAYER-201020381NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8133740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133740 NON-EXPEDITED N US-
BAYER-201027655NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8133741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133741 NON-EXPEDITED Y US-
BAYER-201027553NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8133742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133742 NON-EXPEDITED N US-
BAYER-201033038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8133743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133743 NON-EXPEDITED N US-
BAYER-201027518NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 117 DAY BAYER

8133744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133744 NON-EXPEDITED Y US-
BAYER-201034060NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8133745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133745 NON-EXPEDITED Y US-
BAYER-201031122NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, QD 549 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  
NAUSEA  
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Detailed Report
8133746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133746 EXPEDITED (15-DAY) N OT US-BAYER-2011-081932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
PAIN  
PRESYNCOPE  
VAGINAL ODOUR  
VOMITING  

8133747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133747 NON-EXPEDITED N US-BAYER-2011-018351 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133748 NON-EXPEDITED Y US-BAYER-2011-084970 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 519 DAY BAYER
DEVICE EXPULSION  

8133749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133749 NON-EXPEDITED N US-BAYER-2011-016894 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8133750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133750 NON-EXPEDITED Y US-BAYER-2011-085074 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8133752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133752 NON-EXPEDITED Y US-BAYER-2011-085018 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133753 NON-EXPEDITED N US-BAYER-2011-084956 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8133754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133754 NON-EXPEDITED Y US-BAYER-2011-085006 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 135 DAY BAYER

8133755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133755 NON-EXPEDITED N US-BAYER-2011-084868 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133786 NON-EXPEDITED N US-
BAYER-201019201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8133885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133885 NON-EXPEDITED Y US-BAYER-2011-002083 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133887 NON-EXPEDITED Y US-BAYER-2011-027567 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133898 NON-EXPEDITED N US-TEVA-300169USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8133903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133903 NON-EXPEDITED N OT US-BAYER-2011-081120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  

8133905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133905 NON-EXPEDITED N US-BAYER-2011-085140 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC FLUID COLLECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
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Detailed Report
8133935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133935 NON-EXPEDITED N US-TEVA-300173USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133970 NON-EXPEDITED N US-BAYER-2011-050610 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8133973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133973 NON-EXPEDITED N US-BAYER-2011-038383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133974 NON-EXPEDITED N US-BAYER-2011-026843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133976 NON-EXPEDITED N US-BAYER-2011-036948 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8133977 NON-EXPEDITED N US-TEVA-300178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,128 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8134017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134017 NON-EXPEDITED N US-TEVA-300185USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8134113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134113 NON-EXPEDITED Y US-BAYER-2011-043946 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134114 NON-EXPEDITED N US-BAYER-2011-039887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8134141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134141 NON-EXPEDITED N US-BAYER-2011-040643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134142 NON-EXPEDITED Y US-BAYER-2011-040959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134164 NON-EXPEDITED N US-TEVA-300363USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8134373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134373 NON-EXPEDITED N US-TEVA-300344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8134425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134425 NON-EXPEDITED N US-TEVA-300317USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8134441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134441 NON-EXPEDITED N US-TEVA-300289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8134567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8134567 NON-EXPEDITED N US-TEVA-300281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8853597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853597 NON-EXPEDITED US-
BAYER-201027716NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic MIRENA S INTRAUTERINE Daily dose 20 ?g  BAYER
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8853605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853605 NON-EXPEDITED US-
BAYER-201018492NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Headache  

8853606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853606 NON-EXPEDITED US-
BAYER-201018446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER

8853607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853607 NON-EXPEDITED US-
BAYER-201016376NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8853609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853609 NON-EXPEDITED US-
BAYER-201019048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853610 NON-EXPEDITED US-
BAYER-201021305NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Biopsy uterus MIRENA S UNK  BAYER
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Detailed Report
8853685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853685 NON-EXPEDITED US-
BAYER-201019167NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection MIRENA S INTRAUTERINE UNK  BAYER

8853686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853686 NON-EXPEDITED US-
BAYER-201019050NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache MIRENA S  BAYER

8853687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853687 NON-EXPEDITED US-
BAYER-201018726NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER

8853688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2011 8853688 NON-EXPEDITED US-
BAYER-201018598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
7248163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7248163 NON-EXPEDITED N US-
BAYER-200942577NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
 BAYER

ABDOMINAL PAIN  
CYSTITIS  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
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7652985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7652985 EXPEDITED (15-DAY) Y HO,OT US-
JNJFOC-20101005943

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU ORTHO-NOVUM 1/50 21 S ORAL  
COMPUTERISED TOMOGRAM ABNORMAL MICROGESTIN FE 1.5/30 S ORAL  
ULTRASOUND SCAN ABNORMAL MICROGESTIN FE 1.5/30 S ORAL  
BREAST CALCIFICATIONS MICROGESTIN FE 1.5/30 S ORAL  
BREAST CYST MICROGESTIN FE 1.5/30 S ORAL  
MENSTRUATION IRREGULAR MICROGESTIN FE 1.5/30 S ORAL  

LEVLEN S ORAL  
LEVLEN S ORAL  
RETIN-A MICRO C TOPICAL  
RETIN-A MICRO C TOPICAL  
RETIN-A MICRO C TOPICAL  
CLARITIN C ORAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUOCINONIDE C UNKNOWN  
FLUOCINONIDE C UNKNOWN  
FLUOCINONIDE C UNKNOWN  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
FLUNISOLIDE C NASAL  
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7820003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7820003 NON-EXPEDITED Y US-BAYER-2010-007208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

7820412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7820412 NON-EXPEDITED N US-
BAYER-201029670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BLISTER  
PRURITUS  

7823407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7823407 NON-EXPEDITED N US-BAYER-2010-005392 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL SITE REACTION  

7828949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7828949 NON-EXPEDITED N US-BAYER-2011-012012 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7933222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7933222 NON-EXPEDITED N US-BAYER-2011-019114 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 324 DAY BAYER
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7994112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 7994112 NON-EXPEDITED Y OT US-BAYER-2011-048821 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 87 DAY BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8056096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8056096 NON-EXPEDITED Y US-BAYER-2011-008463 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8092485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8092485 NON-EXPEDITED N US-TEVA-296356USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SABADIL C  

8096821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8096821 NON-EXPEDITED N US-BAYER-2011-037933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8109179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8109179 NON-EXPEDITED Y US-BAYER-2011-010586 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY MIRENA S  BAYER
FEELING ABNORMAL  
LIBIDO DECREASED  
PAIN  

8110193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8110193 NON-EXPEDITED N US-BAYER-2011-024551 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8110394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8110394 NON-EXPEDITED N US-BAYER-2011-025500 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
ABDOMINAL PAIN  
DISCOMFORT  
PAIN  

8111382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8111382 NON-EXPEDITED Y US-BAYER-2011-069972 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER
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Detailed Report
8113522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8113522 EXPEDITED (15-DAY) Y OT VN-BAYER-2011-076494 Female VNM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE UNK 2 DAY BAYER
FACE OEDEMA  
UTERINE PAIN  

8116328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8116328 NON-EXPEDITED Y US-BAYER-2011-031921 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8116429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8116429 NON-EXPEDITED N US-BAYER-2011-009593 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
NO ADVERSE EVENT  

8118775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8118775 NON-EXPEDITED N US-BAYER-2011-019336 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 226 DAY BAYER
ABDOMINAL PAIN  
INFERTILITY FEMALE  
UTERINE PAIN  

Page: 8,138 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8119589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8119589 NON-EXPEDITED N US-BAYER-2011-020097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8125163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8125163 NON-EXPEDITED N US-BAYER-2011-080782 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
DISCOMFORT  
DIZZINESS  
FEELING HOT  
INFECTION  
MALAISE  
NAUSEA  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PAIN  
VULVOVAGINAL SWELLING  
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Detailed Report
8131467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8131467 NON-EXPEDITED N US-BAYER-2011-016451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST TENDERNESS  
GENITAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8134904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134904 NON-EXPEDITED N US-
BAYER-201020212NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, CONT  BAYER

8134905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134905 NON-EXPEDITED Y US-
BAYER-201020326NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134906 NON-EXPEDITED N US-
BAYER-201020380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8134907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134907 NON-EXPEDITED Y US-
BAYER-201020281NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8134908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134908 NON-EXPEDITED Y US-
BAYER-201017884NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8134909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134909 NON-EXPEDITED N US-
BAYER-201020321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S  BAYER

8134910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134910 NON-EXPEDITED N US-
BAYER-201019676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134911 NON-EXPEDITED N US-
BAYER-201020930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
8134912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134912 NON-EXPEDITED N US-
BAYER-201020812NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134913 NON-EXPEDITED N US-
BAYER-201020138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER

8134914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134914 NON-EXPEDITED N US-
BAYER-201017821NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134915 NON-EXPEDITED Y US-
BAYER-201019592NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 44 DAY BAYER
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Detailed Report
8134916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134916 NON-EXPEDITED N US-
BAYER-201020252NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
COITAL BLEEDING  
MALAISE  
MEDICAL DEVICE COMPLICATION  

8134917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134917 NON-EXPEDITED N US-
BAYER-201020955NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
PRURITUS MIRENA S  BAYER

8134918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134918 NON-EXPEDITED N US-
BAYER-201020876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WISDOM TEETH REMOVAL MIRENA S INTRAUTERINE 20 µg, QD 549 DAY BAYER

8134919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134919 NON-EXPEDITED N US-
BAYER-201019831NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8134920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134920 NON-EXPEDITED Y US-
BAYER-201020727NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8134921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134921 NON-EXPEDITED N US-
BAYER-201019973NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, UNK  BAYER
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  

8134922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134922 NON-EXPEDITED Y US-
BAYER-201020079NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8134923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134923 NON-EXPEDITED Y US-
BAYER-201031779NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134924 NON-EXPEDITED N US-
BAYER-201027758NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8134925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134925 NON-EXPEDITED N US-
BAYER-201028060NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

FATIGUE  
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  
UTERINE SPASM  

8134926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134926 NON-EXPEDITED N US-
BAYER-201033914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

AYGESTIN C INTRAUTERINE 20 µg/d, CONT  

8134927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134927 NON-EXPEDITED Y US-
BAYER-201041101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION ANTIBIOTIC PILLS C  
ARTHRALGIA  
DECREASED APPETITE  
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  
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Detailed Report
8134928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134928 NON-EXPEDITED Y US-
BAYER-201028124NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8134929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134929 NON-EXPEDITED N US-
BAYER-201021706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134930 NON-EXPEDITED N US-
BAYER-201026151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134931 NON-EXPEDITED N US-
BAYER-201024154NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
UTERINE SPASM  

8134932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134932 NON-EXPEDITED N US-
BAYER-201039156NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 37 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8134933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134933 NON-EXPEDITED N US-
BAYER-201021381NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRICHORRHEXIS MIRENA S INTRAUTERINE 20 µg, QD  BAYER
ALOPECIA YASMIN S  BAYER
Exposure during breast feeding  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
OVARIAN CYST  

8134934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134934 NON-EXPEDITED Y US-
BAYER-201021344NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8134935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134935 NON-EXPEDITED N US-
BAYER-201022829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8134936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134936 NON-EXPEDITED Y US-
BAYER-201027532NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 213 DAY BAYER
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Detailed Report
8134937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134937 NON-EXPEDITED Y US-
BAYER-201037068NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8134938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134938 NON-EXPEDITED N US-
BAYER-201031796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8134939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134939 NON-EXPEDITED N US-
BAYER-201031899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8134940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134940 NON-EXPEDITED N US-
BAYER-201027547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8134941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134941 NON-EXPEDITED N US-
BAYER-201024409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8134942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134942 NON-EXPEDITED N US-
BAYER-201021067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8134943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134943 NON-EXPEDITED Y US-
BAYER-201033578NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134944 NON-EXPEDITED N US-
BAYER-201030413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S UNK  BAYER

CONTRACEPTIVES NOS C ORAL  

8134945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134945 NON-EXPEDITED N US-
BAYER-201040292NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134946 NON-EXPEDITED N US-
BAYER-201021346NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
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Detailed Report
8134947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134947 NON-EXPEDITED Y US-
BAYER-201033982NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134948 NON-EXPEDITED N US-
BAYER-201021990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 514 DAY BAYER

8134949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134949 NON-EXPEDITED N US-
BAYER-201030342NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8134950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134950 NON-EXPEDITED Y US-
BAYER-201032597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8134951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134951 NON-EXPEDITED N US-
BAYER-201030458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8134952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134952 NON-EXPEDITED N US-
BAYER-201035550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8134953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134953 NON-EXPEDITED Y US-
BAYER-201041064NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8134956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134956 NON-EXPEDITED N US-
BAYER-201020434NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134957 NON-EXPEDITED Y US-
BAYER-201019589NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 7 DAY BAYER

8134958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134958 NON-EXPEDITED N US-
BAYER-201020312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8134959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134959 NON-EXPEDITED N US-
BAYER-201019678NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8134960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134960 NON-EXPEDITED N US-
BAYER-201019912NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
PENILE PAIN  

8134961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134961 NON-EXPEDITED N US-
BAYER-201020782NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134962 NON-EXPEDITED Y US-
BAYER-201020592NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 34 DAY BAYER
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Detailed Report
8134963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134963 NON-EXPEDITED N US-
BAYER-201020373NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
METRORRHAGIA  
PELVIC PAIN  

8134964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134964 NON-EXPEDITED N US-
BAYER-201020327NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134965 NON-EXPEDITED N US-
BAYER-201020816NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134966 NON-EXPEDITED N US-
BAYER-201021325NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
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Detailed Report
8134967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134967 NON-EXPEDITED N US-
BAYER-201019875NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134968 NON-EXPEDITED Y US-
BAYER-201019902NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134969 NON-EXPEDITED Y US-
BAYER-201019871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER

8134970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134970 NON-EXPEDITED N US-
BAYER-201019857NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER

8134971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134971 NON-EXPEDITED N US-
BAYER-201020435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TINNITUS MIRENA S  BAYER
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Detailed Report
8134972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134972 NON-EXPEDITED Y US-
BAYER-201019916NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER
DYSMENORRHOEA  
VAGINAL HAEMORRHAGE  

8134973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134973 NON-EXPEDITED N US-
BAYER-201019830NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8134974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134974 NON-EXPEDITED N US-
BAYER-201020532NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PENILE PAIN  

8134975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134975 NON-EXPEDITED N US-
BAYER-201020010NA

29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8134976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134976 NON-EXPEDITED N US-
BAYER-201020143NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134977 NON-EXPEDITED N US-
BAYER-201020158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134978 NON-EXPEDITED Y US-
BAYER-201021036NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 24 DAY BAYER

8134979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134979 NON-EXPEDITED N US-
BAYER-201017862NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8134980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134980 NON-EXPEDITED N US-
BAYER-201020770NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8134981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134981 NON-EXPEDITED Y US-
BAYER-201020303NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 119 DAY BAYER

8134982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134982 NON-EXPEDITED N US-
BAYER-201020608NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN CLINDAMYCIN C UNK  
BREAST TENDERNESS  
OEDEMA PERIPHERAL  

8134983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134983 NON-EXPEDITED N US-
BAYER-201020389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8134984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134984 NON-EXPEDITED Y US-
BAYER-201020440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER
BACK PAIN  
DEPRESSION  
GENITAL HAEMORRHAGE  
HEADACHE  
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Detailed Report
8134985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134985 NON-EXPEDITED Y US-
BAYER-201033913NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8134986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134986 NON-EXPEDITED N US-
BAYER-201027545NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

8134987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134987 NON-EXPEDITED N US-
BAYER-201021390NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE UNK  BAYER
ALOPECIA  

8134988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134988 NON-EXPEDITED N US-
BAYER-201021095NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S 20 µg/d, CONT  BAYER
PARAESTHESIA  

8134989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134989 NON-EXPEDITED N US-
BAYER-201038746NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 43 DAY BAYER
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Detailed Report
8134990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134990 NON-EXPEDITED N US-
BAYER-201029349NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134991 NON-EXPEDITED Y US-
BAYER-201022821NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8134992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134992 NON-EXPEDITED N US-
BAYER-201027143NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8134993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134993 NON-EXPEDITED Y US-
BAYER-201021790NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8134994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134994 NON-EXPEDITED N US-
BAYER-201026990NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8134995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134995 NON-EXPEDITED N US-
BAYER-201023363NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENOPAUSAL SYMPTOMS  

8134996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134996 NON-EXPEDITED Y US-
BAYER-201025269NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8134997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134997 NON-EXPEDITED N US-
BAYER-201036276NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S  BAYER

8134998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134998 NON-EXPEDITED Y US-
BAYER-201024259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER

8134999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8134999 NON-EXPEDITED N US-
BAYER-201022060NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8135000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135000 NON-EXPEDITED Y US-
BAYER-201027426NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8135001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135001 NON-EXPEDITED Y US-
BAYER-201041293NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 42 DAY BAYER

8135002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135002 NON-EXPEDITED Y US-
BAYER-201041204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FORMICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8135004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135004 NON-EXPEDITED N US-BAYER-2011-012846 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  

8135005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135005 NON-EXPEDITED Y US-BAYER-2011-022596 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

Page: 8,161 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8135006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135006 NON-EXPEDITED N US-
BAYER-201020150NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135007 NON-EXPEDITED N US-
BAYER-201032227NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8135008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135008 NON-EXPEDITED N US-BAYER-2011-007295 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 344 DAY BAYER
ABDOMINAL PAIN LOWER  

8135009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135009 NON-EXPEDITED N US-BAYER-2011-027066 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINISMUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135010 NON-EXPEDITED Y US-BAYER-2011-016500 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 8,162 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8135011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135011 NON-EXPEDITED N US-BAYER-2011-011555 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
PAIN  

8135012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135012 EXPEDITED (15-DAY) Y OT US-BAYER-2011-053551 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ALOPECIA  
AMNESIA  
ANXIETY  
DISCOMFORT  
FEELING ABNORMAL  
INSOMNIA  
NERVOUS SYSTEM DISORDER  
PREMATURE AGEING  
VISUAL ACUITY REDUCED  

8135013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135013 NON-EXPEDITED N US-
BAYER-201023880NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg, QD  BAYER
PENILE PAIN  
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Detailed Report
8135014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135014 NON-EXPEDITED N US-
BAYER-201024720NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8135015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135015 NON-EXPEDITED N US-
BAYER-201030411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
URTICARIA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8135016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135016 NON-EXPEDITED Y US-BAYER-2011-037472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 139 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8135017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135017 NON-EXPEDITED N US-
BAYER-201024980NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8135018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135018 NON-EXPEDITED N US-
BAYER-201027439NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  

8135019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135019 NON-EXPEDITED N US-BAYER-2011-012538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
PROCEDURAL PAIN  

8135022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135022 NON-EXPEDITED N US-TEVA-300397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135028 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-082311 60 DAY Unknown ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL UNK  BAYER
NECROTISING ENTEROCOLITIS NEONATAL  
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Detailed Report
8135029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135029 NON-EXPEDITED N US-
BAYER-201023274NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
ALOPECIA  

8135036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135036 NON-EXPEDITED N US-TEVA-300400USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135044 NON-EXPEDITED N US-
BAYER-201021182NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8135045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135045 NON-EXPEDITED Y US-
BAYER-201024830NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8135046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135046 NON-EXPEDITED Y US-
BAYER-201039998NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
8135047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135047 NON-EXPEDITED Y US-
BAYER-201041087NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8135048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135048 NON-EXPEDITED N US-
BAYER-201033928NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8135049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135049 NON-EXPEDITED N US-
BAYER-201020310NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
HEADACHE  
PENILE PAIN  
PYREXIA  

8135050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135050 NON-EXPEDITED N US-TEVA-300409USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8135059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135059 NON-EXPEDITED N US-
BAYER-201040667NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

8135072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135072 NON-EXPEDITED N US-TEVA-300413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135087 NON-EXPEDITED Y US-
BAYER-201020416NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/h, CONT  BAYER
DEVICE EXPULSION  

8135088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135088 NON-EXPEDITED N US-
BAYER-201036257NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8135090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135090 NON-EXPEDITED N US-
BAYER-201023388NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8135091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135091 NON-EXPEDITED Y US-
BAYER-201020572NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135092 NON-EXPEDITED Y US-
BAYER-201022189NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135093 NON-EXPEDITED Y US-
BAYER-201032637NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8135094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135094 NON-EXPEDITED N US-
BAYER-201029030NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, QD  BAYER

8135095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135095 NON-EXPEDITED N US-
BAYER-201039484NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 133 DAY BAYER
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Detailed Report
8135096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135096 NON-EXPEDITED Y US-
BAYER-201039486NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER

8135097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135097 NON-EXPEDITED N US-
BAYER-201021207NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA MIRENA S  BAYER

8135149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135149 NON-EXPEDITED N US-
BAYER-201020550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8135150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135150 NON-EXPEDITED N US-
BAYER-201020320NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8135151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135151 NON-EXPEDITED N US-
BAYER-201024652NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8135152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135152 NON-EXPEDITED N US-
BAYER-201024266NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
BACK PAIN  

8135153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135153 NON-EXPEDITED N US-
BAYER-201033048NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TEARFULNESS  

8135154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135154 NON-EXPEDITED N US-
BAYER-201020562NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135155 NON-EXPEDITED Y US-
BAYER-201020846NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER
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Detailed Report
8135158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135158 NON-EXPEDITED N US-
BAYER-201021212NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135159 NON-EXPEDITED N US-
BAYER-201037346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8135160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135160 NON-EXPEDITED Y US-
BAYER-201041162NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL SWELLING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
PROCEDURAL PAIN  

8135161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135161 NON-EXPEDITED N US-
BAYER-201037751NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

8135170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135170 NON-EXPEDITED Y US-BAYER-2011-085344 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
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Detailed Report
8135171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135171 NON-EXPEDITED Y US-BAYER-2011-084890 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER

8135185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135185 NON-EXPEDITED N US-TEVA-300265USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135245 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-030518 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERADRENOCORTICISM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BLOOD CORTISOL INCREASED  

8135246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135246 NON-EXPEDITED N US-
BAYER-201018054NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8135247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135247 NON-EXPEDITED Y US-
BAYER-201030966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8135248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135248 NON-EXPEDITED N US-
BAYER-201028263NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE CONTINUOUS  BAYER

8135249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135249 NON-EXPEDITED N US-
BAYER-201020855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 66 DAY BAYER

8135250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135250 NON-EXPEDITED Y US-
BAYER-201020729NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 257 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
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Detailed Report
8135251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135251 NON-EXPEDITED N US-
BAYER-201030231NA

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST ENLARGEMENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABNORMAL WITHDRAWAL BLEEDING  
DECREASED APPETITE  
FATIGUE  
MOOD SWINGS  
PAIN  
PENILE PAIN  
WEIGHT DECREASED  

8135253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135253 NON-EXPEDITED N US-
BAYER-201032959NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
BREAST SWELLING ANTIBIOTICS C  
BACTERIAL INFECTION  
NIPPLE PAIN  

8135254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135254 NON-EXPEDITED Y US-
BAYER-201033130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 278 DAY BAYER
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Detailed Report
8135255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135255 NON-EXPEDITED N US-
BAYER-201029934NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
NAUSEA  
VOMITING  

8135288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135288 NON-EXPEDITED N US-BAYER-2011-002229 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S 20 mcg/24hr, CONT 99 DAY BAYER
DEVICE EXPULSION  

8135289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135289 NON-EXPEDITED N US-
BAYER-201033615NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8135290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135290 NON-EXPEDITED Y US-
BAYER-201041098NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  
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8135291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135291 NON-EXPEDITED N US-
BAYER-201035360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER

8135292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135292 NON-EXPEDITED N US-
BAYER-201041315NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, UNK  BAYER
COMPLICATION OF DEVICE INSERTION  

8135311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135311 NON-EXPEDITED N US-TEVA-300270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135336 NON-EXPEDITED Y US-
BAYER-201022285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CYST MIRENA S UNK 723 DAY BAYER

8135337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135337 NON-EXPEDITED Y US-
BAYER-201041447NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

Page: 8,177 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8135338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135338 NON-EXPEDITED Y US-
BAYER-201017795NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

8135339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135339 NON-EXPEDITED N US-
BAYER-201032599NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8135340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135340 NON-EXPEDITED N US-
BAYER-201041259NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8135341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135341 NON-EXPEDITED N US-
BAYER-201035935NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 163 DAY BAYER

8135342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135342 NON-EXPEDITED N US-BAYER-2011-006586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8135343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135343 NON-EXPEDITED N US-
BAYER-201022842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  

8135344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135344 NON-EXPEDITED N US-
BAYER-201023899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DISCOMFORT  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8135346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135346 NON-EXPEDITED N US-
BAYER-201021285NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8135348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135348 NON-EXPEDITED N US-
BAYER-201031846NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
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Detailed Report
8135349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135349 NON-EXPEDITED Y US-
BAYER-201041218NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8135350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135350 NON-EXPEDITED Y US-
BAYER-201028522NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135352 NON-EXPEDITED N US-
BAYER-201024972NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ASTHENIA  
MENORRHAGIA  
PYREXIA  

8135353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135353 NON-EXPEDITED Y US-
BAYER-201020557NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8135354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135354 NON-EXPEDITED N US-
BAYER-201030978NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
AMENORRHOEA  

8135355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135355 NON-EXPEDITED N US-
BAYER-201033055NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CRYING  
DEVICE DISLOCATION  
DEVICE EXPULSION  
FEELING ABNORMAL  
MEDICAL DEVICE DISCOMFORT  
MOOD ALTERED  
NAUSEA  
POLLAKIURIA  

8135356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135356 NON-EXPEDITED Y US-
BAYER-201032957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135357 NON-EXPEDITED N US-
BAYER-201020452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8135358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135358 NON-EXPEDITED Y US-
BAYER-201041125NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135359 NON-EXPEDITED Y US-
BAYER-201022070NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8135400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135400 NON-EXPEDITED N US-TEVA-300293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135410 NON-EXPEDITED N US-
BAYER-201019785NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8135411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135411 NON-EXPEDITED N US-
BAYER-201020524NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8135412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135412 NON-EXPEDITED N US-
BAYER-201020679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135413 NON-EXPEDITED N US-
BAYER-201020799NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8135414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135414 NON-EXPEDITED N US-
BAYER-201021403NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  

8135417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135417 NON-EXPEDITED Y US-
BAYER-201041123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8135418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135418 NON-EXPEDITED Y US-
BAYER-201036079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135419 NON-EXPEDITED N US-
BAYER-201023384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg, CONT 457 DAY BAYER
MUSCLE SPASMS  
UTERINE HAEMORRHAGE  

8135420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135420 NON-EXPEDITED N US-
BAYER-201021223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8135422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135422 NON-EXPEDITED N US-
BAYER-201025915NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  
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Detailed Report
8135423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135423 NON-EXPEDITED N US-
BAYER-201026180NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8135424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135424 NON-EXPEDITED N US-
BAYER-201021225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135425 NON-EXPEDITED N US-
BAYER-201028178NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8135426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135426 NON-EXPEDITED Y HO US-
BAYER-201024137NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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Detailed Report
8135427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135427 NON-EXPEDITED N US-
BAYER-201025097NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
WEIGHT LOSS POOR  

8135428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135428 NON-EXPEDITED N US-
BAYER-201041187NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

8135430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135430 NON-EXPEDITED N US-
BAYER-201037476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8135612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135612 NON-EXPEDITED N US-TEVA-300365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  

8135662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135662 NON-EXPEDITED N US-TEVA-300271USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS LOESTRIN 1.5/30 21 DAY C ORAL  
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Detailed Report
8135675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135675 NON-EXPEDITED N US-TEVA-300406USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  

8135689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135689 NON-EXPEDITED N US-TEVA-300315USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PRILOSEC C ORAL 80 Milligram;  

PRILOSEC C  
PRILOSEC C  

8135690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135690 NON-EXPEDITED N US-TEVA-300412USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL HERPES PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8135725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135725 NON-EXPEDITED N US-
BAYER-201021917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8135726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135726 NON-EXPEDITED N US-
BAYER-201028477NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8135727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135727 NON-EXPEDITED N US-
BAYER-201023608NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135728 NON-EXPEDITED N US-
BAYER-201022879NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8135729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135729 NON-EXPEDITED N US-
BAYER-201023854NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135730 NON-EXPEDITED N US-
BAYER-201020963NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 198 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8135731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135731 NON-EXPEDITED Y US-
BAYER-201023538NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 99 DAY BAYER

8135732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135732 NON-EXPEDITED N US-
BAYER-201024945NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135733 NON-EXPEDITED Y US-
BAYER-201027535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8135734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135734 NON-EXPEDITED N US-
BAYER-201021183NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

8135735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135735 NON-EXPEDITED N US-
BAYER-201020598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8135736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135736 NON-EXPEDITED N US-
BAYER-201025641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER
NAUSEA  

8135737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135737 NON-EXPEDITED N US-
BAYER-201020697NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S UNK  BAYER
METRORRHAGIA  

8135738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135738 NON-EXPEDITED N US-
BAYER-201021179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
AMENORRHOEA KEFLEX C  

BACTRUM C  

8135739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135739 NON-EXPEDITED N US-
BAYER-201021386NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 296 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8135740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135740 NON-EXPEDITED N US-
BAYER-201022547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  

8135741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135741 NON-EXPEDITED Y US-
BAYER-201020900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 94 DAY BAYER

8135742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135742 NON-EXPEDITED Y US-
BAYER-201029387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S  BAYER

8135743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135743 NON-EXPEDITED Y US-
BAYER-201025914NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
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Detailed Report
8135744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135744 NON-EXPEDITED N US-
BAYER-201037808NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOOD ALTERED  

8135745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135745 NON-EXPEDITED N US-
BAYER-201032688NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8135746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135746 NON-EXPEDITED N US-
BAYER-201030219NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8135747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135747 NON-EXPEDITED N US-
BAYER-201037748NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

8135748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135748 NON-EXPEDITED N US-
BAYER-201029905NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
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8135749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135749 NON-EXPEDITED N US-
BAYER-201032454NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LETHARGY MIRENA S INTRAUTERINE 20 µg, CONT 365 DAY BAYER
AMENORRHOEA  
HYPERPHAGIA  
HYPERSOMNIA  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  
WEIGHT INCREASED  

8135750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135750 NON-EXPEDITED Y US-
BAYER-201032686NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg, CONT 10 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

8135751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135751 NON-EXPEDITED Y US-
BAYER-201033883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8135752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135752 NON-EXPEDITED N US-
BAYER-201035653NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8135759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135759 NON-EXPEDITED N US-
BAYER-201023605NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135761 NON-EXPEDITED N US-
BAYER-201030391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8135762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135762 NON-EXPEDITED Y US-
BAYER-201032989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8135763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135763 NON-EXPEDITED Y US-
BAYER-201029683NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8135764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135764 NON-EXPEDITED Y US-
BAYER-201033701NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 58 DAY BAYER
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8135831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135831 NON-EXPEDITED N US-
BAYER-201024624NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, UNK 1460 DAY BAYER

8135833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135833 NON-EXPEDITED N US-
BAYER-201021277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg/d, CONT  BAYER
HOT FLUSH MIRENA S  BAYER
POLYMENORRHOEA  

8135835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135835 NON-EXPEDITED Y US-
BAYER-201025713NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 76 DAY BAYER

8135836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135836 NON-EXPEDITED N US-
BAYER-201027204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

SIBUTRAMINE HYDROCHLORIDE
MONOHYDRATE

C UNK  
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Detailed Report
8135837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135837 NON-EXPEDITED N US-
BAYER-201023399NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PIGMENTATION DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8135838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135838 NON-EXPEDITED N US-TEVA-300418USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8135988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135988 NON-EXPEDITED Y US-
BAYER-201024628NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 344 DAY BAYER

8135989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135989 NON-EXPEDITED Y US-
BAYER-201027351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S  BAYER

8135991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135991 NON-EXPEDITED Y US-
BAYER-201031955NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8135992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135992 NON-EXPEDITED N US-
BAYER-201032592NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  

8135993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135993 NON-EXPEDITED N US-
BAYER-201030490NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8135994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135994 NON-EXPEDITED Y US-
BAYER-201023078NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8135995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135995 NON-EXPEDITED N US-
BAYER-201031933NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8135996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135996 NON-EXPEDITED N US-
BAYER-201025219NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8135997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135997 NON-EXPEDITED Y US-
BAYER-201020766NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 236 DAY BAYER

8135998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135998 NON-EXPEDITED Y US-
BAYER-201030853NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8135999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8135999 NON-EXPEDITED Y US-
BAYER-201040020NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER

MIRENA S  BAYER

8136000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136000 NON-EXPEDITED N US-
BAYER-201030797NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
GENITAL HAEMORRHAGE  
MENSTRUAL DISORDER  
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Detailed Report
8136001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136001 NON-EXPEDITED Y US-
BAYER-201022392NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 17 DAY BAYER

8136002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136002 NON-EXPEDITED N US-
BAYER-201030988NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136003 NON-EXPEDITED N US-
BAYER-201035374NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136004 NON-EXPEDITED Y US-
BAYER-201025280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8136005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136005 NON-EXPEDITED Y US-
BAYER-201032360NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 457 DAY BAYER
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Detailed Report
8136006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136006 NON-EXPEDITED N US-
BAYER-201041232NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 445 DAY BAYER

8136007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136007 NON-EXPEDITED N US-
BAYER-201027140NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S UNK  BAYER

8136008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136008 NON-EXPEDITED Y US-
BAYER-201032993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 59 DAY BAYER

8136009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136009 NON-EXPEDITED Y US-
BAYER-201033452NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8136027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136027 NON-EXPEDITED N US-BAYER-2010-009113 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8136029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136029 NON-EXPEDITED Y US-
BAYER-201029877NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE DISCOMFORT  

8136085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136085 NON-EXPEDITED N US-TEVA-300422USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8136087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136087 NON-EXPEDITED N US-TEVA-300380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8136088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136088 NON-EXPEDITED N US-TEVA-300371USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8136089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136089 NON-EXPEDITED N US-TEVA-300423USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8136090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136090 NON-EXPEDITED N US-TEVA-300424USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8136094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136094 NON-EXPEDITED N US-TEVA-300487USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8136096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136096 NON-EXPEDITED N US-TEVA-300492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8136098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136098 NON-EXPEDITED N US-TEVA-300396USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

8136099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136099 NON-EXPEDITED N US-TEVA-300395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8136150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136150 NON-EXPEDITED N US-TEVA-300309USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  
PELVIC PAIN  

8136196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136196 NON-EXPEDITED N US-
BAYER-201026150NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8136197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136197 NON-EXPEDITED N US-
BAYER-201022354NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 46 DAY BAYER

8136225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136225 NON-EXPEDITED N US-BAYER-2011-019772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8136291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136291 NON-EXPEDITED Y US-BAYER-2011-026581 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
UTERINE SPASM  

8136292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136292 NON-EXPEDITED N US-BAYER-2011-034962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136354 NON-EXPEDITED Y US-BAYER-2011-021419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136355 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-020397 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
FIBROMA  
MENORRHAGIA  
OLIGOMENORRHOEA  
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Detailed Report
8136356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136356 EXPEDITED (15-DAY) N OT US-TEVA-300130USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE CYMBALTA C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CYMBALTA C  

8136389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136389 NON-EXPEDITED N US-BAYER-2011-085759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8136390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136390 NON-EXPEDITED N US-BAYER-2011-085752 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136391 NON-EXPEDITED N US-BAYER-2011-085753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION ACETAMINOPHEN C 2 Tylenol  

8136392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136392 NON-EXPEDITED N US-BAYER-2011-085540 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 672 DAY BAYER
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Detailed Report
8136393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136393 NON-EXPEDITED N US-BAYER-2011-085601 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8136394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136394 NON-EXPEDITED N US-BAYER-2011-085525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136395 NON-EXPEDITED Y US-BAYER-2011-085736 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8136396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136396 NON-EXPEDITED N US-BAYER-2011-085787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 228 DAY BAYER

8136398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136398 NON-EXPEDITED N US-BAYER-2011-085582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136399 NON-EXPEDITED N US-BAYER-2011-085696 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 96 DAY BAYER
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8136400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136400 NON-EXPEDITED N US-BAYER-2011-085555 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER

8136401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8136401 NON-EXPEDITED N US-BAYER-2011-085502 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  

8745113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2011 8745113 DIRECT N HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
BACK PAIN  
DEVICE DISLOCATION  
MATERNAL EXPOSURE DURING PREGNANCY  
OVARIAN CYST  
PELVIC PAIN  
SYNCOPE  
UTERINE MALPOSITION  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  

Page: 8,207 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7662452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 7662452 NON-EXPEDITED N US-
BAYER-201036778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL MASS MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL RIGIDITY  
AMENORRHOEA  
DEVICE EXPULSION  
NAUSEA  
SUPPRESSED LACTATION  
VAGINAL HAEMORRHAGE  

7823512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 7823512 NON-EXPEDITED Y US-BAYER-2010-001792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIOPSY CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7823749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 7823749 NON-EXPEDITED N US-BAYER-2011-005253 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
CRYING  
GROIN PAIN  
VAGINAL ODOUR  

Page: 8,208 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7831724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 7831724 NON-EXPEDITED N US-BAYER-2011-008757 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
AFFECT LABILITY  
ANXIETY  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
MUSCLE SPASMS  
NERVOUSNESS  

7890764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 7890764 NON-EXPEDITED Y OT US-BAYER-2011-028897 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
DEVICE DISLOCATION NORINYL (ETHINYL ESTRADIOL

\NORETHINDRONE)
C  

8054018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8054018 NON-EXPEDITED Y OT US-BAYER-2011-063397 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
PAIN  

8064671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8064671 NON-EXPEDITED Y US-BAYER-2011-000578 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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8103654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8103654 NON-EXPEDITED Y US-BAYER-2011-017095 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8114757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8114757 NON-EXPEDITED N US-BAYER-2011-028848 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8116325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8116325 NON-EXPEDITED Y US-BAYER-2011-031550 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 8 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 13 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8116329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8116329 NON-EXPEDITED Y US-BAYER-2011-031120 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8120965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8120965 NON-EXPEDITED N US-TEVA-299081USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8136807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136807 NON-EXPEDITED N US-TEVA-300490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8136823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136823 NON-EXPEDITED N US-TEVA-300508USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ARTHRALGIA PROZAC C ORAL 30 Milligram;  
DIZZINESS TRAZODONE HYDROCHLORIDE C ORAL 25 Milligram;  
FATIGUE  
PELVIC PAIN  

8136841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136841 NON-EXPEDITED N US-TEVA-300504USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8136848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136848 NON-EXPEDITED N US-TEVA-300545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8136883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136883 NON-EXPEDITED N US-TEVA-300555USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CENTRUM C  

8136899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136899 NON-EXPEDITED N US-TEVA-300563USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8136904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136904 NON-EXPEDITED N US-
BAYER-201020673NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136905 NON-EXPEDITED Y US-
BAYER-201021959NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8136906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136906 NON-EXPEDITED N US-
BAYER-201020884NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA NUVARING C UNK  
METRORRHAGIA  

8136907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136907 NON-EXPEDITED Y US-
BAYER-201020925NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8136908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136908 NON-EXPEDITED N US-
BAYER-201020676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136909 NON-EXPEDITED N US-
BAYER-201020722NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136910 NON-EXPEDITED N US-
BAYER-201020839NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8136911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136911 NON-EXPEDITED N US-
BAYER-201020820NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8136912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136912 NON-EXPEDITED N US-
BAYER-201019186NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136913 NON-EXPEDITED N US-
BAYER-201021061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136914 NON-EXPEDITED N US-
BAYER-201021112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD GLUCOSE FLUCTUATION  
SUPRAVENTRICULAR EXTRASYSTOLES  

8136915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136915 NON-EXPEDITED Y US-
BAYER-201020829NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8136916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136916 NON-EXPEDITED N US-
BAYER-201020890NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  

8136917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136917 NON-EXPEDITED N US-
BAYER-201020819NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136918 NON-EXPEDITED N US-
BAYER-201021569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S  BAYER

8136919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136919 NON-EXPEDITED N US-
BAYER-201020405NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8136920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136920 NON-EXPEDITED N US-
BAYER-201020858NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8136921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136921 NON-EXPEDITED N US-
BAYER-201021125NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
MEDICAL DEVICE COMPLICATION  

8136922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136922 NON-EXPEDITED Y US-
BAYER-201021383NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE COTININE TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136923 NON-EXPEDITED Y US-
BAYER-201021333NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8136924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136924 NON-EXPEDITED N US-
BAYER-201021084NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S UNK  BAYER
BACK PAIN  
FATIGUE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8136925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136925 NON-EXPEDITED N US-
BAYER-201021099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136926 NON-EXPEDITED N US-
BAYER-201021323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8136927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136927 NON-EXPEDITED N US-
BAYER-201021077NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136928 NON-EXPEDITED Y US-
BAYER-201021068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 261 DAY BAYER
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8136929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136929 NON-EXPEDITED Y US-
BAYER-201021237NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
EPHELIDES  
POLYMENORRHOEA  
WEIGHT INCREASED  

8136930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136930 NON-EXPEDITED N US-
BAYER-201021788NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136931 NON-EXPEDITED Y US-
BAYER-201021122NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8136932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136932 NON-EXPEDITED N US-
BAYER-201021016NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8136933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136933 NON-EXPEDITED N US-
BAYER-201021209NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL DISORDER MIRENA S UNK  BAYER
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Detailed Report
8136934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136934 NON-EXPEDITED N US-
BAYER-201020903NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE UNK  BAYER

8136935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136935 NON-EXPEDITED N US-
BAYER-201021243NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
MEDICAL DEVICE PAIN  

8136936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136936 NON-EXPEDITED N US-
BAYER-201021083NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8136937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136937 NON-EXPEDITED Y US-
BAYER-201022270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8136938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136938 NON-EXPEDITED N US-
BAYER-201021108NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8136939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136939 NON-EXPEDITED N US-
BAYER-201021069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136940 NON-EXPEDITED N US-
BAYER-201021119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136941 NON-EXPEDITED N US-
BAYER-201020983NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8136942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136942 NON-EXPEDITED N US-
BAYER-201021303NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL ODOUR MIRENA S  BAYER

8136943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136943 NON-EXPEDITED Y US-
BAYER-201021796NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

MIRENA S UNK 15 DAY BAYER
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Detailed Report
8136944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136944 NON-EXPEDITED N US-
BAYER-201021877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8136945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136945 NON-EXPEDITED N US-
BAYER-201022511NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS MIRENA S UNK  BAYER

MIRENA S  BAYER

8136946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136946 NON-EXPEDITED Y US-
BAYER-201021139NA

26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE UNK  BAYER

8136947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136947 NON-EXPEDITED N US-
BAYER-201021062NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

8136948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136948 NON-EXPEDITED N US-
BAYER-201021651NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S UNK  BAYER
NAUSEA  
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8136949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136949 NON-EXPEDITED N US-
BAYER-201021127NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136950 NON-EXPEDITED Y US-
BAYER-201021102NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8136951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136951 NON-EXPEDITED N US-
BAYER-201021194NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136952 NON-EXPEDITED N US-
BAYER-201022168NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8136953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136953 NON-EXPEDITED N US-
BAYER-201021242NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
MENORRHAGIA  
NAUSEA  
WEIGHT INCREASED  

8136954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136954 NON-EXPEDITED Y US-
BAYER-201021043NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8136955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136955 NON-EXPEDITED Y US-
BAYER-201020918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 33 DAY BAYER

8136956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136956 NON-EXPEDITED N US-
BAYER-201020950NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT MIRENA S  BAYER
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Detailed Report
8136957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136957 NON-EXPEDITED N US-
BAYER-201023352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136958 NON-EXPEDITED N US-
BAYER-201021092NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 142 DAY BAYER

8136959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136959 NON-EXPEDITED N US-
BAYER-201021338NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136960 NON-EXPEDITED Y US-
BAYER-201021066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8136961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136961 NON-EXPEDITED N US-
BAYER-201021153NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8136962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136962 NON-EXPEDITED Y US-
BAYER-201020953NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136963 NON-EXPEDITED N US-
BAYER-201022946NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 736 DAY BAYER

MIRENA S UNK  BAYER

8136964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136964 NON-EXPEDITED Y US-
BAYER-201029533NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 184 DAY BAYER

8136965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136965 NON-EXPEDITED N US-
BAYER-201023092NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ZOLOFT C  
MIRTAZAPINE C  
SERTRALINE HYDROCHLORIDE C  
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8136966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136966 NON-EXPEDITED Y US-
BAYER-201024271NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8136967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136967 NON-EXPEDITED N US-
BAYER-201022507NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8136968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136968 NON-EXPEDITED Y US-
BAYER-201030028NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8136969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136969 NON-EXPEDITED N US-
BAYER-201023298NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136970 NON-EXPEDITED N US-
BAYER-201025476NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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8136971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136971 NON-EXPEDITED N US-
BAYER-201032630NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8136972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136972 NON-EXPEDITED N US-
BAYER-201023552NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DYSPAREUNIA  
HEADACHE  
NAUSEA  
RASH  
WEIGHT INCREASED  

8136973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136973 NON-EXPEDITED N US-
BAYER-201029896NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8136974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136974 NON-EXPEDITED N US-
BAYER-201031670NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
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8136975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136975 NON-EXPEDITED N US-
BAYER-201023606NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20 µg, CONT 1460 DAY BAYER
ACNE  

8136980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136980 NON-EXPEDITED Y US-
BAYER-201021116NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

8136982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136982 NON-EXPEDITED Y US-
BAYER-201028594NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136983 NON-EXPEDITED Y US-
BAYER-201025310NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 155 DAY BAYER
ABDOMINAL PAIN LOWER  
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8136984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136984 NON-EXPEDITED N US-
BAYER-201032124NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8136985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136985 NON-EXPEDITED Y US-
BAYER-201031371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8136986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136986 NON-EXPEDITED N US-
BAYER-201028118NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT MIRENA S INTRAUTERINE UNK  BAYER

8136987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136987 NON-EXPEDITED N US-
BAYER-201025475NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136988 NON-EXPEDITED N US-
BAYER-201024987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1460 DAY BAYER
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8136989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136989 NON-EXPEDITED Y US-
BAYER-201024296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S UNK 1825 DAY BAYER

8136990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136990 NON-EXPEDITED Y US-
BAYER-201026336NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
PELVIC PAIN  
VAGINAL DISCHARGE  

8136991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136991 NON-EXPEDITED N US-
BAYER-201028597NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8136992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136992 NON-EXPEDITED Y US-
BAYER-201027570NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 98 DAY BAYER

8136993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136993 NON-EXPEDITED Y US-
BAYER-201025889NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER
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Detailed Report
8136994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136994 NON-EXPEDITED N US-
BAYER-201027471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
GENITAL HAEMORRHAGE  

8136995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136995 NON-EXPEDITED N US-
BAYER-201024928NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL RASH MIRENA S  BAYER

8136996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136996 NON-EXPEDITED Y US-
BAYER-201031370NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
ABDOMINAL PAIN LOWER  

8136997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136997 NON-EXPEDITED N US-
BAYER-201027287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S  BAYER

8136998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136998 NON-EXPEDITED Y US-
BAYER-201025429NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8136999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8136999 NON-EXPEDITED N US-
BAYER-201028527NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA IMITREX C 9 per month  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8137000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137000 NON-EXPEDITED N US-
BAYER-201025473NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8137001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137001 NON-EXPEDITED Y US-
BAYER-201028518NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
ABDOMINAL PAIN LOWER  

8137002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137002 NON-EXPEDITED N US-
BAYER-201030159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8137003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137003 NON-EXPEDITED N US-
BAYER-201025953NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE UNK  BAYER

8137004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137004 NON-EXPEDITED N US-
BAYER-201026656NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8137005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137005 NON-EXPEDITED N US-
BAYER-201025250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVAL OEDEMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137006 NON-EXPEDITED N US-
BAYER-201029840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8137047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137047 NON-EXPEDITED N US-TEVA-300561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8137052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137052 NON-EXPEDITED N US-
BAYER-201034650NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137053 NON-EXPEDITED N US-
BAYER-201041154NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137054 NON-EXPEDITED N US-BAYER-2011-085109 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137055 NON-EXPEDITED N US-
BAYER-201039485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 126 DAY BAYER

8137056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137056 NON-EXPEDITED Y US-
BAYER-201041292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 43 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8137057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137057 NON-EXPEDITED N US-
BAYER-201041153NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137059 NON-EXPEDITED N US-
BAYER-201033630NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
MALAISE  

8137060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137060 NON-EXPEDITED Y US-
BAYER-201035101NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137061 NON-EXPEDITED N US-
BAYER-201036992NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137062 NON-EXPEDITED N US-
BAYER-201033529NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8137063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137063 NON-EXPEDITED N US-
BAYER-201037629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8137064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137064 NON-EXPEDITED N US-
BAYER-201033112NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE UNK  BAYER

8137065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137065 NON-EXPEDITED N US-
BAYER-201041380NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 55 DAY BAYER

8137066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137066 NON-EXPEDITED N US-
BAYER-201038755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS  
HEADACHE  
MALAISE  
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Detailed Report
8137067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137067 NON-EXPEDITED N US-
BAYER-201040226NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 90 DAY BAYER

8137068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137068 NON-EXPEDITED N US-
BAYER-201036059NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8137069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137069 NON-EXPEDITED N US-
BAYER-201033591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK 730 DAY BAYER

8137070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137070 NON-EXPEDITED Y US-
BAYER-201040002NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8137071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137071 NON-EXPEDITED Y US-
BAYER-201032550NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 191 DAY BAYER
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8137072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137072 NON-EXPEDITED Y US-
BAYER-201040008NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8137073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137073 NON-EXPEDITED Y US-
BAYER-201040535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8137074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137074 NON-EXPEDITED Y US-
BAYER-201039030NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER

MIRENA S  BAYER

8137075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137075 NON-EXPEDITED N US-
BAYER-201041056NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

8137076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137076 NON-EXPEDITED Y US-
BAYER-201037111NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 90 DAY BAYER
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8137077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137077 NON-EXPEDITED N US-BAYER-2011-085330 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2311 DAY BAYER

8137078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137078 NON-EXPEDITED Y US-
BAYER-201036498NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 217 DAY BAYER

8137079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137079 NON-EXPEDITED N US-
BAYER-201037208NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8137080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137080 NON-EXPEDITED N US-BAYER-2011-085113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 475 DAY BAYER

8137081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137081 NON-EXPEDITED N US-
BAYER-201041330NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 22 DAY BAYER
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8137082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137082 NON-EXPEDITED N US-
BAYER-201033110NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8137083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137083 NON-EXPEDITED N US-
BAYER-201040162NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8137084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137084 NON-EXPEDITED N US-
BAYER-201039867NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8137085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137085 NON-EXPEDITED Y US-
BAYER-201039313NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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8137086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137086 NON-EXPEDITED N US-
BAYER-201040026NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ARTHRALGIA  
DEVICE EXPULSION  
PAIN  

8137087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137087 NON-EXPEDITED N US-
BAYER-201041321NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
AMENORRHOEA  
HYDROMETRA  
UTERINE LEIOMYOMA  

8137089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137089 NON-EXPEDITED Y US-
BAYER-201032987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  BAYER
RASH  
VOMITING PROJECTILE  
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Detailed Report
8137090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137090 NON-EXPEDITED N US-
BAYER-201040025NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GONORRHOEA  

8137115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137115 NON-EXPEDITED N US-TEVA-300559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8137139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137139 NON-EXPEDITED N US-
BAYER-201021197NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137140 NON-EXPEDITED Y US-
BAYER-201021330NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 346 DAY BAYER

MIRENA S  BAYER

8137141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137141 NON-EXPEDITED N US-
BAYER-201021308NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 8,242 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8137142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137142 NON-EXPEDITED Y US-
BAYER-201021734NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8137143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137143 NON-EXPEDITED N US-
BAYER-201021347NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 37 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
OVERGROWTH BACTERIAL  

8137144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137144 NON-EXPEDITED N US-
BAYER-201024285NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK 1095 DAY BAYER
AMENORRHOEA  

8137145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137145 NON-EXPEDITED N US-
BAYER-201020183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8137146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137146 NON-EXPEDITED N US-
BAYER-201029541NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 22 DAY BAYER

MIRENA S UNK  BAYER

8137147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137147 NON-EXPEDITED N US-
BAYER-201041225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 327 DAY BAYER
ABDOMINAL PAIN LOWER  

8137148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137148 NON-EXPEDITED N US-
BAYER-201027772NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8137149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137149 NON-EXPEDITED N US-
BAYER-201033001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137150 NON-EXPEDITED N US-
BAYER-201036322NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 146 DAY BAYER
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Detailed Report
8137151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137151 NON-EXPEDITED Y US-
BAYER-201025067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137152 NON-EXPEDITED Y US-
BAYER-201025330NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137153 NON-EXPEDITED N US-
BAYER-201030918NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL DISCOMFORT  

8137154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137154 NON-EXPEDITED Y US-
BAYER-201026684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/day  BAYER

8137156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137156 NON-EXPEDITED N US-TEVA-300574USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8137342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137342 NON-EXPEDITED N US-TEVA-300716USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8137366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137366 NON-EXPEDITED N US-
BAYER-201023729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER

8137367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137367 NON-EXPEDITED N US-
BAYER-201022560NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT  BAYER

8137368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137368 NON-EXPEDITED N US-
BAYER-201021088NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

PENICILLIN S  
AMOXICILLIN S  

8137369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137369 NON-EXPEDITED N US-
BAYER-201021418NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8137370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137370 NON-EXPEDITED Y US-
BAYER-201024215NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8137371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137371 NON-EXPEDITED Y US-
BAYER-201023258NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 2 DAY BAYER

8137372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137372 NON-EXPEDITED N US-
BAYER-201024717NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8137373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137373 NON-EXPEDITED N US-
BAYER-201021397NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137374 NON-EXPEDITED N US-
BAYER-201024191NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER
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Detailed Report
8137375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137375 NON-EXPEDITED N US-
BAYER-201031221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8137376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137376 NON-EXPEDITED Y US-
BAYER-201021899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8137377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137377 NON-EXPEDITED N US-
BAYER-201021313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137378 NON-EXPEDITED N US-
BAYER-201028593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LIBIDO DECREASED CITALOPRAM HYDROBROMIDE C 40 mg, UNK  
MOOD ALTERED  
THYROID DISORDER  
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Detailed Report
8137379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137379 NON-EXPEDITED Y US-
BAYER-201022102NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 139 DAY BAYER

8137380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137380 NON-EXPEDITED Y US-
BAYER-201022404NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 41 DAY BAYER

MIRENA S UNK  BAYER

8137381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137381 NON-EXPEDITED Y OT US-
BAYER-201020340NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8137382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137382 NON-EXPEDITED N US-
BAYER-201025738NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MEDICAL DEVICE DISCOMFORT MIRENA S UNK  BAYER
PAIN  
PROCEDURAL PAIN  
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Detailed Report
8137383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137383 NON-EXPEDITED Y US-
BAYER-201026087NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK 366 DAY BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8137394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137394 NON-EXPEDITED N US-
BAYER-201033211NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DYSMENORRHOEA  

8137396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137396 NON-EXPEDITED N US-
BAYER-201032760NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER

8137397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137397 NON-EXPEDITED Y US-
BAYER-201033201NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8137398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137398 NON-EXPEDITED Y US-
BAYER-201033160NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  
VAGINAL DISCHARGE  

8137400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137400 NON-EXPEDITED N US-
BAYER-201033903NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137401 NON-EXPEDITED N US-
BAYER-201031936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

8137402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137402 NON-EXPEDITED Y US-
BAYER-201033003NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL DISCOMFORT  
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Detailed Report
8137418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137418 NON-EXPEDITED N US-TEVA-300515USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

M.V.I. ADULT C  
BETA-ALANINE C  
GLUTAMINE C  
VITAMIN E C  
VITAMIN B12 C  
VITAMIN B6 C  

8137429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137429 NON-EXPEDITED N US-BAYER-2011-085871 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8137430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137430 NON-EXPEDITED N US-BAYER-2011-039634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137496 NON-EXPEDITED N US-TEVA-300509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8137518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137518 NON-EXPEDITED N US-BAYER-2011-085893 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8137519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137519 NON-EXPEDITED Y US-BAYER-2011-085974 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8137520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137520 NON-EXPEDITED Y US-BAYER-2011-085938 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8137521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137521 NON-EXPEDITED Y US-BAYER-2011-085891 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8137523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137523 NON-EXPEDITED Y US-BAYER-2011-085957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 244 DAY BAYER
AMENORRHOEA  
HOT FLUSH  
MOOD ALTERED  
NIGHT SWEATS  
OSTEOPOROSIS  
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Detailed Report
8137570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137570 NON-EXPEDITED N US-BAYER-2011-085647 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8137571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137571 NON-EXPEDITED Y US-BAYER-2011-085688 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8137572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137572 NON-EXPEDITED Y US-BAYER-2011-085931 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION  

8137573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137573 NON-EXPEDITED Y US-BAYER-2011-085638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8137574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137574 NON-EXPEDITED Y US-BAYER-2011-085338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8137575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137575 NON-EXPEDITED N US-BAYER-2011-085686 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8137576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137576 NON-EXPEDITED Y US-BAYER-2011-085396 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8137577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137577 NON-EXPEDITED N US-BAYER-2011-085397 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8137581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137581 NON-EXPEDITED N US-BAYER-2011-085589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8137582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137582 NON-EXPEDITED N US-BAYER-2011-085681 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER

8137583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137583 NON-EXPEDITED Y US-BAYER-2011-085669 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137584 NON-EXPEDITED N US-BAYER-2011-085858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/gay  BAYER
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Detailed Report
8137586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137586 NON-EXPEDITED Y US-BAYER-2011-085826 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137587 NON-EXPEDITED N US-BAYER-2011-085627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137589 NON-EXPEDITED Y US-BAYER-2011-085847 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8137590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137590 NON-EXPEDITED N US-BAYER-2011-085811 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8137591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137591 NON-EXPEDITED Y US-BAYER-2011-085680 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

Page: 8,256 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8137606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137606 NON-EXPEDITED N US-TEVA-300556USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL HAEMORRHAGE  

8137607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137607 NON-EXPEDITED Y US-
BAYER-201022097NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 20 DAY BAYER
DEVICE DISLOCATION  

8137608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137608 NON-EXPEDITED N US-
BAYER-201021322NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
HEADACHE  

8137609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137609 NON-EXPEDITED N US-
BAYER-201021993NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

Page: 8,257 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8137610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137610 NON-EXPEDITED N US-
BAYER-201021446NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  

8137611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137611 NON-EXPEDITED N US-
BAYER-201021702NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8137612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137612 NON-EXPEDITED N US-
BAYER-201021738NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8137613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137613 NON-EXPEDITED N US-
BAYER-201021249NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
COITAL BLEEDING  
DYSPAREUNIA  
ENDOMETRIOSIS  
HIRSUTISM  
VAGINITIS BACTERIAL  
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Detailed Report
8137624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137624 NON-EXPEDITED N US-
BAYER-201033620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137625 NON-EXPEDITED Y US-
BAYER-201036464NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8137626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137626 NON-EXPEDITED Y US-
BAYER-201023587NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137627 NON-EXPEDITED N US-
BAYER-201037102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137628 NON-EXPEDITED Y US-
BAYER-201032632NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S UNK  BAYER
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Detailed Report
8137629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137629 NON-EXPEDITED N US-
BAYER-201022948NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20mcg/day  BAYER
AMENORRHOEA  

8137630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137630 NON-EXPEDITED N US-
BAYER-201034065NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137631 NON-EXPEDITED Y US-
BAYER-201024689NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER
DEVICE DISLOCATION  

8137632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137632 NON-EXPEDITED Y US-
BAYER-201034018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8137633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137633 NON-EXPEDITED Y US-
BAYER-201037168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 404 DAY BAYER
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Detailed Report
8137634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137634 NON-EXPEDITED N US-
BAYER-201037782NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
FATIGUE  

8137635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137635 NON-EXPEDITED Y US-
BAYER-201033573NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

MIRENA S  BAYER

8137636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137636 NON-EXPEDITED Y US-
BAYER-201032053NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8137637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137637 NON-EXPEDITED Y US-
BAYER-201041239NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8137638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137638 NON-EXPEDITED Y US-
BAYER-201041109NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
EYE SWELLING  
RASH  
URTICARIA  

8137639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137639 NON-EXPEDITED N US-
BAYER-201021464NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL ODOUR  

8137640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137640 NON-EXPEDITED Y US-
BAYER-201028042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8137641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137641 NON-EXPEDITED N US-
BAYER-201030841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8137642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137642 NON-EXPEDITED N US-
BAYER-201036614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137643 NON-EXPEDITED N US-
BAYER-201025231NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137644 NON-EXPEDITED N US-
BAYER-201035351NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK  BAYER

8137645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137645 NON-EXPEDITED Y US-
BAYER-201033895NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER

8137646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137646 NON-EXPEDITED N US-
BAYER-201033565NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
8137647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137647 NON-EXPEDITED N US-
BAYER-201024940NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE FAILURE MIRENA S 20mcg/day  BAYER

8137648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137648 NON-EXPEDITED N US-
BAYER-201027764NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  
RASH  
RASH MACULAR  

8137649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137649 NON-EXPEDITED N US-
BAYER-201028991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg, CONT 53 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8137650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137650 NON-EXPEDITED Y US-
BAYER-201030394NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8137651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137651 NON-EXPEDITED N US-
BAYER-201023733NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER

8137652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137652 NON-EXPEDITED N US-
BAYER-201041076NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8137676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137676 NON-EXPEDITED N US-
BAYER-201031044NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
AMENORRHOEA  
HYPERHIDROSIS  

8137677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137677 NON-EXPEDITED Y US-BAYER-2011-085322 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8137678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137678 NON-EXPEDITED N US-BAYER-2011-085679 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 271 DAY BAYER
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Detailed Report
8137679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137679 NON-EXPEDITED Y US-BAYER-2011-085327 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 103 DAY BAYER

MIRENA S  BAYER

8137705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137705 NON-EXPEDITED N US-TEVA-300607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8137721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137721 NON-EXPEDITED N US-
BAYER-201021351NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 140 DAY BAYER
VAGINAL HAEMORRHAGE  
VAGINISMUS  

8137722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137722 NON-EXPEDITED N US-BAYER-2011-086240 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8137723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137723 NON-EXPEDITED N US-
BAYER-201021458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8137728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137728 NON-EXPEDITED N US-BAYER-2011-085618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137792 NON-EXPEDITED Y US-
BAYER-201034626NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 156 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8137794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137794 NON-EXPEDITED N US-
BAYER-201032960NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137795 NON-EXPEDITED N US-
BAYER-201024768NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER

8137796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137796 NON-EXPEDITED N US-
BAYER-201024143NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC FLUTTER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA  
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8137797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137797 NON-EXPEDITED N US-
BAYER-201032965NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8137798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137798 NON-EXPEDITED Y US-
BAYER-201030604NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 64 DAY BAYER

MIRENA S  BAYER

8137799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137799 NON-EXPEDITED N US-
BAYER-201038609NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137827 NON-EXPEDITED N US-TEVA-300593USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8137915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137915 NON-EXPEDITED Y US-BAYER-2011-086203 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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8137916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137916 NON-EXPEDITED N US-BAYER-2011-086247 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8137932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137932 NON-EXPEDITED N US-
BAYER-201024677NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 109 DAY BAYER
DEVICE EXPULSION  

8137933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137933 NON-EXPEDITED Y US-
BAYER-201033568NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137934 NON-EXPEDITED N US-
BAYER-201036602NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8137935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137935 NON-EXPEDITED N US-
BAYER-201030466NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8137940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137940 NON-EXPEDITED N US-
BAYER-201030512NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137941 NON-EXPEDITED N US-
BAYER-201028423NA

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

WELLBUTRIN C  
ESTROGEN NOS C  

8137942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137942 NON-EXPEDITED N US-
BAYER-201034212NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
MALAISE  
MEDICAL DEVICE COMPLICATION  

8137943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137943 NON-EXPEDITED N US-
BAYER-201025644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BURNING SENSATION  
VAGINAL DISCHARGE  
VAGINAL ULCERATION  
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Detailed Report
8137944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137944 NON-EXPEDITED N US-
BAYER-201027756NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER

8137945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137945 NON-EXPEDITED N US-
BAYER-201030510NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137946 NON-EXPEDITED N US-
BAYER-201026041NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8137947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137947 NON-EXPEDITED N US-
BAYER-201024690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  

8137948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137948 NON-EXPEDITED N US-
BAYER-201033209NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8137949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137949 NON-EXPEDITED N US-
BAYER-201034226NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
PAIN  

8137950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137950 NON-EXPEDITED N US-
BAYER-201025583NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL DISCOMFORT  

8137951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137951 NON-EXPEDITED Y US-
BAYER-201039852NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8137953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137953 NON-EXPEDITED N US-
BAYER-201025284NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  
MENORRHAGIA  
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8137954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137954 NON-EXPEDITED N US-BAYER-2011-044451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S  BAYER

8137956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8137956 NON-EXPEDITED N US-BAYER-2011-017092 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ACNE  
DYSURIA  
PYREXIA  
VOMITING  
VULVAL ABSCESS  

8138015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138015 NON-EXPEDITED N US-TEVA-300576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPNOEA  
GAIT DISTURBANCE  

8138072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138072 NON-EXPEDITED N US-TEVA-300602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8138263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138263 NON-EXPEDITED N US-
BAYER-201027715NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8138264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138264 NON-EXPEDITED N US-
BAYER-201028147NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8138265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138265 NON-EXPEDITED Y US-
BAYER-201026548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8138268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138268 NON-EXPEDITED Y US-
BAYER-201037108NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 68 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8138269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138269 NON-EXPEDITED N US-
BAYER-201027513NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 198 DAY BAYER
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Detailed Report
8138273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138273 NON-EXPEDITED N US-
BAYER-201026995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BAYER

8138275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138275 NON-EXPEDITED N US-
BAYER-201024784NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

8138276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138276 NON-EXPEDITED N US-
BAYER-201028790NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
NAUSEA  
PENILE PAIN  

8138292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138292 NON-EXPEDITED N US-BAYER-2011-000644 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
CERVIX DISORDER  
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Detailed Report
8138323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138323 NON-EXPEDITED N US-
BAYER-201036766NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8138324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138324 NON-EXPEDITED N US-
BAYER-201039851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8138349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138349 NON-EXPEDITED N US-TEVA-300573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8138359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138359 NON-EXPEDITED Y US-BAYER-2011-084951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8138380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138380 NON-EXPEDITED Y OT US-BAYER-2011-082009 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8138405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138405 NON-EXPEDITED N US-TEVA-300604USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8138442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138442 NON-EXPEDITED N US-BAYER-2011-024549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, UNK 25 DAY BAYER
ABDOMINAL PAIN  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  

8138445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138445 NON-EXPEDITED N US-
BAYER-201033882NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA  

8138475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138475 NON-EXPEDITED N US-TEVA-300601USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8138501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138501 NON-EXPEDITED N US-TEVA-300600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8138521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138521 NON-EXPEDITED Y US-BAYER-2011-041930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8138524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138524 NON-EXPEDITED N US-BAYER-
US-2007-039725

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8138525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138525 NON-EXPEDITED N US-
BAYER-201028620NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S  BAYER

8138527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138527 NON-EXPEDITED N OT US-BAYER-2011-082549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
ABDOMINAL PAIN  
DEPRESSED MOOD  
NAUSEA  
PYREXIA  
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Detailed Report
8138528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138528 NON-EXPEDITED Y OT US-BAYER-2011-082591 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8138532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138532 NON-EXPEDITED N OT US-BAYER-2011-082595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8138533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138533 NON-EXPEDITED N US-BAYER-2011-082535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8138568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138568 NON-EXPEDITED N US-BAYER-2011-086331 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8138608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138608 NON-EXPEDITED N US-TEVA-300594USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8138618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138618 NON-EXPEDITED Y US-BAYER-2011-039309 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8138627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138627 NON-EXPEDITED N US-TEVA-300598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8138643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138643 NON-EXPEDITED N US-TEVA-300595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8138684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138684 NON-EXPEDITED N US-TEVA-300608USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8138726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138726 NON-EXPEDITED N US-TEVA-300714USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8138757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8138757 NON-EXPEDITED N US-TEVA-300810USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8744784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2011 8744784 DIRECT N 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S 8 MTH
METRORRHAGIA  
SKIN ODOUR ABNORMAL  

6807182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 6807182 NON-EXPEDITED N US-
BAYER-200836135NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
METRORRHAGIA  

7841931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 7841931 NON-EXPEDITED N US-
BAYER-201010518NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S  BAYER
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8046732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8046732 EXPEDITED (15-DAY) Y OT US-BAYER-2011-062612 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMALL FOR DATES BABY MIRENA S TRANSPLACENTAL UNK  BAYER
FOETAL DISTRESS SYNDROME  

8091665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8091665 NON-EXPEDITED N US-TEVA-296358USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8111742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8111742 NON-EXPEDITED N US-TEVA-298260USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8114922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8114922 NON-EXPEDITED N US-BAYER-2011-017057 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
HYPOMENORRHOEA  
MENOMETRORRHAGIA  
MENORRHAGIA  
MENSTRUAL DISORDER  
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Detailed Report
8117363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8117363 EXPEDITED (15-DAY) Y OT US-BAYER-2011-077904 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  

8119725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8119725 EXPEDITED (15-DAY) Y HO IT-PFIZER
INC-2011204100

42 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS CHOLESTATIC LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 dosage unit, cyclic 176 DAY PFIZER

DESLORATADINE C UNK  

8121081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8121081 EXPEDITED (15-DAY) Y OT HU-BAYER-2011-079007 41 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 83 DAY BAYER
UTERINE LEIOMYOMA  

8121479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8121479 NON-EXPEDITED N US-TEVA-299361USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8123594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8123594 NON-EXPEDITED N US-BAYER-2011-080080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S UNK  BAYER
ABDOMINAL PAIN  
NAUSEA  

8126088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8126088 NON-EXPEDITED N US-TEVA-299534USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEVOTHYROXINE SODIUM C ORAL  

8133646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8133646 NON-EXPEDITED N US-TEVA-300068USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8133985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8133985 EXPEDITED (15-DAY) Y HO,LT 1000023159 21 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHINITIS ESCITALOPRAM OXALATE S ORAL 20 MG (10 MG, 2 IN 1

D), ORAL
 

EOSINOPHILIC PNEUMONIA DEPAKOTE S ORAL (750 MG), ORAL  
SEVERE ACUTE RESPIRATORY SYNDROME ZOLPIDEM TARTRATE S 10 MG (10 MG, 1 IN 1

D)
 

FERROUS SULFATE S ORAL ORAL  
XANAX S ORAL ORAL  
LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL ORAL  
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Detailed Report
8136097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8136097 NON-EXPEDITED N US-TEVA-300349USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SUPPRESSED LACTATION PRENATAL VITAMINS C  

8136146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8136146 NON-EXPEDITED N US-TEVA-300391USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8139334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139334 NON-EXPEDITED N US-TEVA-300832USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN HYDROCHLOROTHIAZIDE C  

8139390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139390 NON-EXPEDITED N US-TEVA-300713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8139494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139494 NON-EXPEDITED N US-TEVA-300808USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8139522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139522 NON-EXPEDITED N US-TEVA-300698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8139639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139639 NON-EXPEDITED N US-TEVA-300904USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  

8139673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139673 NON-EXPEDITED N US-TEVA-300795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8139683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139683 NON-EXPEDITED N US-
BAYER-201021457NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/d, CONT  BAYER

8139684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139684 NON-EXPEDITED N US-
BAYER-201021449NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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8139685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139685 NON-EXPEDITED N US-
BAYER-201021451NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139686 NON-EXPEDITED N US-
BAYER-201021454NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S 20mcg/day  BAYER

8139687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139687 NON-EXPEDITED Y US-
BAYER-201021411NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8139688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139688 NON-EXPEDITED N US-
BAYER-201021719NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S 20 mcg/24hr, CONT  BAYER

8139689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139689 NON-EXPEDITED N US-
BAYER-201021991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S  BAYER
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8139690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139690 NON-EXPEDITED Y US-
BAYER-201021981NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139691 NON-EXPEDITED N US-
BAYER-201021886NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1460 DAY BAYER
AMENORRHOEA  

8139692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139692 NON-EXPEDITED Y US-
BAYER-201021914NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139693 NON-EXPEDITED N US-
BAYER-201021893NA

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING  

8139694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139694 NON-EXPEDITED N US-
BAYER-201021919NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8139695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139695 NON-EXPEDITED Y US-
BAYER-201021512NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139696 NON-EXPEDITED N US-
BAYER-201021866NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139697 NON-EXPEDITED N US-
BAYER-201021755NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED UNKNOWN C UNK  

8139698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139698 NON-EXPEDITED Y US-
BAYER-201021987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8139699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139699 NON-EXPEDITED N US-
BAYER-201022685NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8139702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139702 NON-EXPEDITED N US-
BAYER-201021956NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8139703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139703 NON-EXPEDITED N US-
BAYER-201021401NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139704 NON-EXPEDITED Y US-
BAYER-201021523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139705 NON-EXPEDITED N US-
BAYER-201021832NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER
VAGINITIS BACTERIAL  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL MYCOTIC INFECTION  
VULVOVAGINAL PRURITUS  
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Detailed Report
8139706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139706 NON-EXPEDITED N US-
BAYER-201021805NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139707 NON-EXPEDITED Y US-
BAYER-201021727NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8139708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139708 NON-EXPEDITED N US-
BAYER-201021964NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139709 NON-EXPEDITED Y US-
BAYER-201021472NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8139710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139710 NON-EXPEDITED N US-
BAYER-201021780NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SKIN DISORDER  
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Detailed Report
8139712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139712 NON-EXPEDITED N US-
BAYER-201021996NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8139713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139713 NON-EXPEDITED Y US-
BAYER-201022465NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

8139714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139714 NON-EXPEDITED Y US-
BAYER-201023283NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 629 DAY BAYER

MIRENA S 20 mcg/24hr, UNK  BAYER

8139715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139715 NON-EXPEDITED N US-
BAYER-201022924NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8139716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139716 NON-EXPEDITED Y US-
BAYER-201022023NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8139717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139717 NON-EXPEDITED N US-
BAYER-201022455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 UNK, UNK  BAYER

8139718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139718 NON-EXPEDITED N US-
BAYER-201021831NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
FATIGUE  

8139719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139719 NON-EXPEDITED N US-
BAYER-201022442NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE UNK  BAYER

8139720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139720 NON-EXPEDITED Y US-
BAYER-201022031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8139721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139721 NON-EXPEDITED Y US-
BAYER-201022450NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 34 DAY BAYER
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8139723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139723 NON-EXPEDITED N US-
BAYER-201022484NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8139724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139724 NON-EXPEDITED N US-
BAYER-201022482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
VULVOVAGINAL DISCOMFORT  

8139725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139725 NON-EXPEDITED N US-
BAYER-201022558NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN UPPER  
BLADDER PAIN  

8139726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139726 NON-EXPEDITED N US-
BAYER-201022564NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  
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8139727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139727 NON-EXPEDITED Y US-
BAYER-201022084NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8139728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139728 NON-EXPEDITED N US-
BAYER-201022187NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DYSPAREUNIA  

8139729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139729 NON-EXPEDITED Y US-
BAYER-201023401NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE UNK  BAYER
PAIN  

8139730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139730 NON-EXPEDITED N US-
BAYER-201021888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139731 NON-EXPEDITED Y US-
BAYER-201023087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER
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8139732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139732 NON-EXPEDITED N US-
BAYER-201024224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER

8139733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139733 NON-EXPEDITED N US-
BAYER-201023374NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BREAST PAIN  
COITAL BLEEDING  
CRYING  
DEPRESSION  

8139734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139734 NON-EXPEDITED N US-
BAYER-201022185NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  

8139735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139735 NON-EXPEDITED N US-
BAYER-201022295NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8139736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139736 NON-EXPEDITED N US-
BAYER-201022364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8139737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139737 NON-EXPEDITED N US-
BAYER-201022449NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 8 DAY BAYER

8139738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139738 NON-EXPEDITED N US-
BAYER-201023331NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER
ABDOMINAL TENDERNESS  
BACK PAIN  
GASTRIC DISORDER  
NAUSEA  

8139739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139739 NON-EXPEDITED N US-
BAYER-201024802NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20mcg/day 1 DAY BAYER
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8139740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139740 NON-EXPEDITED N US-
BAYER-201025575NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER
DEPRESSION  
METRORRHAGIA  

8139741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139741 NON-EXPEDITED N US-
BAYER-201025270NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  

8139742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139742 NON-EXPEDITED Y US-
BAYER-201023541NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
UTERINE HAEMORRHAGE  

8139743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139743 NON-EXPEDITED Y US-
BAYER-201024833NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
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8139744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139744 NON-EXPEDITED N US-
BAYER-201023549NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 109 DAY BAYER

8139745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139745 NON-EXPEDITED Y US-
BAYER-201024248NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 200 DAY BAYER

8139746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139746 NON-EXPEDITED Y US-
BAYER-201025420NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 740 DAY BAYER

8139747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139747 NON-EXPEDITED Y US-
BAYER-201025415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8139748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139748 NON-EXPEDITED Y US-
BAYER-201024787NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8139749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139749 NON-EXPEDITED Y US-
BAYER-201024659NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

8139750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139750 NON-EXPEDITED Y US-
BAYER-201025218NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK 6 DAY BAYER
DEVICE EXPULSION  

8139751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139751 NON-EXPEDITED N US-
BAYER-201023840NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139752 NON-EXPEDITED N US-
BAYER-201026989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139753 NON-EXPEDITED Y US-
BAYER-201023602NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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8139754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139754 NON-EXPEDITED N US-
BAYER-201024151NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN MIRENA S 20mcg/day  BAYER

8139755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139755 NON-EXPEDITED N US-
BAYER-201024593NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
GENITAL RASH  
VULVOVAGINAL PRURITUS  

8139756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139756 NON-EXPEDITED N US-
BAYER-201024156NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8139757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139757 NON-EXPEDITED Y US-
BAYER-201024947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S UNK  BAYER
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8139758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139758 NON-EXPEDITED Y US-
BAYER-201024127NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 361 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN  
PROCEDURAL PAIN  

8139760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139760 NON-EXPEDITED N US-
BAYER-201026988NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139761 NON-EXPEDITED N US-
BAYER-201024766NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 20mcg/day  BAYER

8139762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139762 NON-EXPEDITED Y US-
BAYER-201024678NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 32 DAY BAYER
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Detailed Report
8139763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139763 NON-EXPEDITED Y US-
BAYER-201024229NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139764 NON-EXPEDITED N US-
BAYER-201025277NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
MEDICAL DEVICE COMPLICATION  

8139765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139765 NON-EXPEDITED N US-
BAYER-201025902NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8139766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139766 NON-EXPEDITED N US-
BAYER-201026415NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8139767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139767 NON-EXPEDITED Y US-
BAYER-201027676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8139768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139768 NON-EXPEDITED N US-
BAYER-201026425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ODOUR ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139769 NON-EXPEDITED N US-
BAYER-201026651NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8139770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139770 NON-EXPEDITED N US-
BAYER-201025941NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139771 NON-EXPEDITED Y US-
BAYER-201026358NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8139772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139772 NON-EXPEDITED N US-
BAYER-201026876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8139773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139773 NON-EXPEDITED N US-
BAYER-201027283NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8139774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139774 NON-EXPEDITED N US-
BAYER-201027444NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139775 NON-EXPEDITED Y US-
BAYER-201026184NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK 8 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8139776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139776 NON-EXPEDITED N US-
BAYER-201027266NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
LACERATION  
PRURITUS  
SKIN BURNING SENSATION  

Page: 8,305 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8139777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139777 NON-EXPEDITED N US-
BAYER-201026579NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S 20 mcg/day  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DIZZINESS  
FATIGUE  
GENITAL HAEMORRHAGE  
HEADACHE  
NAUSEA  
PAIN IN EXTREMITY  

8139778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139778 NON-EXPEDITED N US-
BAYER-201025471NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139780 NON-EXPEDITED N US-
BAYER-201024983NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8139781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139781 NON-EXPEDITED Y US-
BAYER-201025225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
EXPIRED DRUG ADMINISTERED  

8139782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139782 NON-EXPEDITED N US-
BAYER-201025223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
AMENORRHOEA  

8139796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139796 NON-EXPEDITED N US-
BAYER-201028058NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
ALOPECIA  
MOOD SWINGS  

8139797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139797 NON-EXPEDITED N US-
BAYER-201028851NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8139798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139798 NON-EXPEDITED N US-
BAYER-201029899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
MOOD ALTERED  
VAGINAL DISCHARGE  

8139799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139799 NON-EXPEDITED N US-
BAYER-201028519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8139800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139800 NON-EXPEDITED Y US-
BAYER-201029275NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8139801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139801 NON-EXPEDITED N US-
BAYER-201029839NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 8,308 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8139802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139802 NON-EXPEDITED N US-
BAYER-201028429NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PROCEDURAL PAIN  

8139803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139803 NON-EXPEDITED N US-
BAYER-201027858NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8139804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139804 NON-EXPEDITED Y US-
BAYER-201028617NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139805 NON-EXPEDITED N US-
BAYER-201028974NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139806 NON-EXPEDITED N US-
BAYER-201028596NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8139807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139807 NON-EXPEDITED N US-
BAYER-201029359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139814 NON-EXPEDITED N US-
BAYER-201028494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER

8139815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139815 NON-EXPEDITED N US-
BAYER-201028963NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8139816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139816 NON-EXPEDITED N US-
BAYER-201028123NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8139817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139817 NON-EXPEDITED Y US-
BAYER-201029477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg, CONT 244 DAY BAYER
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Detailed Report
8139818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139818 NON-EXPEDITED N US-
BAYER-201028534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139826 NON-EXPEDITED N US-
BAYER-201032440NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8139827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139827 NON-EXPEDITED Y US-
BAYER-201035379NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139828 NON-EXPEDITED N US-
BAYER-201028706NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  

8139829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139829 NON-EXPEDITED N US-
BAYER-201034929NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 312 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8139830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139830 NON-EXPEDITED N US-
BAYER-201036277NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139831 NON-EXPEDITED N US-
BAYER-201035183NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139832 NON-EXPEDITED N US-
BAYER-201032353NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8139833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139833 NON-EXPEDITED N US-
BAYER-201031246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8139834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139834 NON-EXPEDITED N US-
BAYER-201031301NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE UNK  BAYER
HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
8139835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139835 NON-EXPEDITED Y US-
BAYER-201030190NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139836 NON-EXPEDITED Y US-
BAYER-201032031NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139837 NON-EXPEDITED N US-
BAYER-201030477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S UNK  BAYER
PROCEDURAL PAIN  

8139838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139838 NON-EXPEDITED N US-
BAYER-201030856NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PURPURA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8139839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139839 NON-EXPEDITED Y US-
BAYER-201030131NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8139840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139840 NON-EXPEDITED N US-
BAYER-201032423NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 mcg/day  BAYER
ACNE  
ALOPECIA  
DYSPNOEA  
VULVOVAGINAL SWELLING  
WEIGHT INCREASED  

8139841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139841 NON-EXPEDITED N US-
BAYER-201033622NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
METRORRHAGIA  

8139842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139842 NON-EXPEDITED N US-
BAYER-201032738NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8139843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139843 NON-EXPEDITED N US-
BAYER-201034204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139844 NON-EXPEDITED N US-
BAYER-201028179NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

8139845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139845 NON-EXPEDITED Y US-
BAYER-201030608NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 53 DAY BAYER

8139846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139846 NON-EXPEDITED Y US-
BAYER-201032876NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139847 NON-EXPEDITED Y US-
BAYER-201035347NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8139848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139848 NON-EXPEDITED N US-
BAYER-201033217NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8139849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139849 NON-EXPEDITED N US-
BAYER-201035062NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
PROCEDURAL PAIN  

8139850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139850 NON-EXPEDITED Y US-
BAYER-201034806NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

8139851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139851 NON-EXPEDITED N US-
BAYER-201031516NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20mcg/day  BAYER

8139852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139852 NON-EXPEDITED N US-
BAYER-201032430NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8139853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139853 NON-EXPEDITED Y US-
BAYER-201030593NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER

8139854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139854 NON-EXPEDITED Y US-
BAYER-201035557NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

8139855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139855 NON-EXPEDITED Y US-
BAYER-201032966NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139857 NON-EXPEDITED N US-
BAYER-201035749NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8139858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139858 NON-EXPEDITED N US-
BAYER-201032428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8139859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139859 NON-EXPEDITED N US-
BAYER-201030036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20mcg/day  BAYER

8139874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139874 NON-EXPEDITED Y US-
BAYER-201036968NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S  BAYER

8139875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139875 NON-EXPEDITED Y US-
BAYER-201036392NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8139876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139876 NON-EXPEDITED Y US-
BAYER-201037127NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139877 NON-EXPEDITED Y US-
BAYER-201036921NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

Page: 8,318 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8139878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139878 NON-EXPEDITED Y US-
BAYER-201036304NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8139879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139879 NON-EXPEDITED Y US-
BAYER-201037572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139880 NON-EXPEDITED Y US-
BAYER-201036305NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8139883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139883 NON-EXPEDITED N US-
BAYER-201037549NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8139884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139884 NON-EXPEDITED Y US-
BAYER-201036181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8139885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139885 NON-EXPEDITED N US-
BAYER-201041173NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
ANXIETY  
DEPRESSION  
PARAESTHESIA  
RASH  
VAGINAL LESION  

8139886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139886 NON-EXPEDITED N US-
BAYER-201041235NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INTOLERANCE MIRENA S INTRAUTERINE First Mirena: 20 µg,

CONT
1 DAY BAYER

DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE Second Mirena: 20 µg,
CONT

 BAYER
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Detailed Report
8139890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139890 NON-EXPEDITED Y US-
BAYER-201027839NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEMORY IMPAIRMENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AFFECT LABILITY  
ANXIETY  
FEELING ABNORMAL  
WEIGHT INCREASED  

8139891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139891 NON-EXPEDITED N US-
BAYER-201029838NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  

8139892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139892 NON-EXPEDITED N US-
BAYER-201029066NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8139901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139901 NON-EXPEDITED N US-
BAYER-201032891NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S  BAYER
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Detailed Report
8139902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139902 NON-EXPEDITED N US-
BAYER-201030980NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S UNK  BAYER

8139903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139903 NON-EXPEDITED N US-
BAYER-201030399NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 173 DAY BAYER
DEVICE EXPULSION  
INFECTION  
UTERINE SPASM  

8139904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139904 NON-EXPEDITED N US-
BAYER-201030910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8139905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139905 NON-EXPEDITED N US-
BAYER-201034624NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 33 DAY BAYER
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Detailed Report
8139906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139906 NON-EXPEDITED N US-
BAYER-201035391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST PAIN  
BREAST SWELLING  
BREAST TENDERNESS  
MEDICAL DEVICE DISCOMFORT  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8139907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139907 NON-EXPEDITED N US-
BAYER-201030024NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mkg/day  BAYER

8139908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139908 NON-EXPEDITED N US-
BAYER-201032920NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8139909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139909 NON-EXPEDITED N US-
BAYER-201035336NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 217 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8139910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139910 NON-EXPEDITED N US-
BAYER-201031378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER

8139911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139911 NON-EXPEDITED Y US-
BAYER-201032732NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  

8139913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139913 NON-EXPEDITED Y US-
BAYER-201037133NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139914 NON-EXPEDITED Y US-
BAYER-201040400NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 273 DAY BAYER
DEVICE EXPULSION  
UTERINE SPASM  
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Detailed Report
8139915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139915 NON-EXPEDITED N US-
BAYER-201041215NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8139954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139954 NON-EXPEDITED N US-TEVA-300757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8139956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139956 NON-EXPEDITED N US-
BAYER-201031517NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20mcg/day  BAYER
BACK PAIN  

8139957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139957 NON-EXPEDITED N US-
BAYER-201023316NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 730 DAY BAYER
AMENORRHOEA  
BACK PAIN  
CERVICITIS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8139958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139958 NON-EXPEDITED N US-
BAYER-201023556NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8139960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139960 NON-EXPEDITED Y US-
BAYER-201019873NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 13 DAY BAYER

MIRENA S UNK  BAYER

8139961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139961 NON-EXPEDITED Y US-
BAYER-201025027NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 663 DAY BAYER

8139962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139962 NON-EXPEDITED N US-
BAYER-201022500NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
HYPOMENORRHOEA  
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Detailed Report
8139963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139963 NON-EXPEDITED N US-
BAYER-201036279NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8139979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8139979 NON-EXPEDITED N US-TEVA-300702USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140026 NON-EXPEDITED N US-TEVA-300724USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CONCERTA C  

8140028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140028 NON-EXPEDITED N US-TEVA-300720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
NAUSEA  
VOMITING  

8140029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140029 NON-EXPEDITED N US-TEVA-300836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8140041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140041 NON-EXPEDITED N US-TEVA-300833USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
PELVIC PAIN  

8140042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140042 NON-EXPEDITED N US-
BAYER-201022180NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8140043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140043 NON-EXPEDITED N US-
BAYER-201019833NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8140044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140044 NON-EXPEDITED N US-
BAYER-201031855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8140045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140045 NON-EXPEDITED Y US-
BAYER-201027164NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8140046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140046 NON-EXPEDITED N US-
BAYER-201031250NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S  BAYER
AMENORRHOEA  

8140047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140047 NON-EXPEDITED N US-
BAYER-201032892NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT 1825 DAY BAYER

8140048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140048 NON-EXPEDITED N US-
BAYER-201036356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
DYSPAREUNIA  

8140049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140049 NON-EXPEDITED Y US-
BAYER-201030473NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
ALOPECIA  
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Detailed Report
8140050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140050 NON-EXPEDITED Y US-
BAYER-201036551NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 558 DAY BAYER

8140051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140051 NON-EXPEDITED N US-
BAYER-201026709NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE MIRENA S  BAYER
HEADACHE  
LIBIDO DECREASED  
VAGINAL ODOUR  

8140054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140054 NON-EXPEDITED N US-TEVA-300723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140059 NON-EXPEDITED N US-TEVA-300835USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8140061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140061 NON-EXPEDITED N US-
BAYER-201022871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 730 DAY BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
BREAST PAIN  

8140062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140062 NON-EXPEDITED N US-BAYER-2010-009364 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  

8140063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140063 NON-EXPEDITED N US-
BAYER-201021911NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S UNK  BAYER
BREAST ENLARGEMENT  
BREAST TENDERNESS  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

8140064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140064 NON-EXPEDITED N US-
BAYER-201023855NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8140081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140081 NON-EXPEDITED N US-TEVA-300762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140171 NON-EXPEDITED N US-TEVA-300827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140197 NON-EXPEDITED Y US-
BAYER-201025238NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8140198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140198 NON-EXPEDITED N US-
BAYER-201026801NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER
MENORRHAGIA  

8140199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140199 NON-EXPEDITED N US-
BAYER-201024656NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8140200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140200 NON-EXPEDITED N US-
BAYER-201030485NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8140201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140201 NON-EXPEDITED N US-
BAYER-201026991NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  

8140202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140202 NON-EXPEDITED N US-
BAYER-201030843NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MEDICAL DEVICE PAIN  

8140203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140203 NON-EXPEDITED Y US-
BAYER-201025446NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK 202 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8140204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140204 NON-EXPEDITED N US-
BAYER-201024688NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8140218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140218 NON-EXPEDITED N US-TEVA-300830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140239 NON-EXPEDITED N US-TEVA-300807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140254 NON-EXPEDITED N US-
BAYER-201030927NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFERTILITY FEMALE  

8140255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140255 NON-EXPEDITED N US-
BAYER-201033213NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S UNK  BAYER
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Detailed Report
8140256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140256 NON-EXPEDITED N US-
BAYER-201038467NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8140257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140257 NON-EXPEDITED N US-
BAYER-201032029NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8140259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140259 NON-EXPEDITED N US-
BAYER-201037368NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8140260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140260 NON-EXPEDITED N US-
BAYER-201036683NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8140278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140278 NON-EXPEDITED N US-
BAYER-201037062NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 124 DAY BAYER
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Detailed Report
8140279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140279 NON-EXPEDITED N US-
BAYER-201035323NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEBORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
DANDRUFF  

8140298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140298 EXPEDITED (15-DAY) Y OT US-BAYER-2011-082018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TRICHOMONIASIS  

8140307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140307 EXPEDITED (15-DAY) N OT US-BAYER-2011-082398 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
UTERINE LEIOMYOMA  

8140372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140372 NON-EXPEDITED N US-TEVA-300804USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140445 NON-EXPEDITED N US-
BAYER-201031011NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8140446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140446 NON-EXPEDITED N US-
BAYER-201037296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8140453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140453 NON-EXPEDITED N US-TEVA-300946USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8140496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140496 NON-EXPEDITED Y US-
BAYER-201030100NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S UNK  BAYER

METHYLPHENIDATE C  
VALTREX C  
ZOLOFT C  
CETIRIZINE HYDROCHLORIDE C  
TRAZODONE HYDROCHLORIDE C  

8140524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140524 NON-EXPEDITED N OT US-BAYER-2011-082416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8140553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140553 NON-EXPEDITED N US-TEVA-300792USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8140622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140622 NON-EXPEDITED N US-BAYER-2011-086270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8140624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140624 NON-EXPEDITED Y US-BAYER-2011-086194 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8140625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140625 NON-EXPEDITED N US-BAYER-2011-086295 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8140626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140626 NON-EXPEDITED Y US-BAYER-2011-086189 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 138 DAY BAYER

8140627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140627 NON-EXPEDITED N OT US-BAYER-2011-082967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
PELVIC PAIN  
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8140628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140628 NON-EXPEDITED N US-BAYER-2011-086190 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
INFERTILITY FEMALE  
MENSTRUATION IRREGULAR  

8140644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140644 NON-EXPEDITED N OT US-BAYER-2011-086465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

MIRENA S UNK  BAYER

8140645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140645 NON-EXPEDITED Y US-BAYER-2011-086308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8140646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2011 8140646 NON-EXPEDITED Y US-BAYER-2011-086614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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6853953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 6853953 EXPEDITED (15-DAY) Y HO,OT US-
BAYER-200840433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, CONT 12 DAY BAYER
ABDOMINAL PAIN  
CHILLS  
DEVICE RELATED INFECTION  
DIARRHOEA  
ENDOMETRITIS  
GARDNERELLA TEST POSITIVE  
MALAISE  
NAUSEA  
PELVIC ABSCESS  
PELVIC PAIN  
PYREXIA  
SALPINGITIS  
SEPSIS  
STREPTOCOCCUS TEST POSITIVE  

7768233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 7768233 NON-EXPEDITED Y OT US-BAYER-2011-005473 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
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7843077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 7843077 NON-EXPEDITED N OT US-BAYER-2011-019081 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
PELVIC INFLAMMATORY DISEASE  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  

7907052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 7907052 NON-EXPEDITED N US-TEVA-262577USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7964929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 7964929 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-042654 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TYMPANIC MEMBRANE DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8100666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8100666 NON-EXPEDITED Y OT US-BAYER-2011-073021 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 413 DAY BAYER

PELVIC PAIN  
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8104241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8104241 EXPEDITED (15-DAY) Y OT GB-TEVA-296851ISR 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

CITALOPRAM HYDROBROMIDE C UNKNOWN  

Maternal exposure during pregnancy PROPRANOLOL C UNKNOWN  

8107893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8107893 NON-EXPEDITED N US-BAYER-2011-032855 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ANXIETY  
DEVICE DISLOCATION  
DYSPAREUNIA  
FUNGAL INFECTION  
PAIN  
PENILE PAIN  
VIRAL INFECTION  

8110631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8110631 NON-EXPEDITED N US-TEVA-298072USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8111727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8111727 NON-EXPEDITED N US-TEVA-298319USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DYSMENORRHOEA  

8112562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8112562 NON-EXPEDITED N US-TEVA-298344USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8115394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8115394 NON-EXPEDITED N US-TEVA-298685USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8121547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8121547 NON-EXPEDITED N US-TEVA-299280USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8124599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8124599 NON-EXPEDITED N US-TEVA-299451USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8125584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8125584 NON-EXPEDITED N US-TEVA-299553USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8130311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8130311 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-080087 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE UNK  BAYER
ANXIETY  
CRYING  
SUICIDAL IDEATION  

8131468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8131468 NON-EXPEDITED N US-TEVA-299910USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS ORTHO TRI CYCLEN C  
HEADACHE  

8136828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8136828 NON-EXPEDITED N US-TEVA-300499USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8137787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8137787 NON-EXPEDITED N US-TEVA-300605USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8138309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8138309 NON-EXPEDITED N US-TEVA-300597USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
HUNGER  
MENSTRUATION IRREGULAR  
NAUSEA  
PAIN  
PYREXIA  

8141332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141332 NON-EXPEDITED N US-TEVA-300950USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141337 NON-EXPEDITED N US-TEVA-300971USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8141357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141357 NON-EXPEDITED N US-TEVA-300973USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141448 NON-EXPEDITED N US-PFIZER
INC-2011216812

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED DEPO-PROVERA S UNK  PFIZER

PLAN B S ORAL 0.75 mg, UNK  

8141560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141560 NON-EXPEDITED N US-TEVA-300984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141561 NON-EXPEDITED N US-TEVA-300982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141572 NON-EXPEDITED N US-
BAYER-201022534NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8141573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141573 NON-EXPEDITED Y US-
BAYER-201022478NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 135 DAY BAYER
DEVICE EXPULSION  

8141574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141574 NON-EXPEDITED Y US-
BAYER-201022844NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S UNK  BAYER

8141575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141575 NON-EXPEDITED N US-
BAYER-201022501NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8141576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141576 NON-EXPEDITED Y US-
BAYER-201022538NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141577 NON-EXPEDITED Y US-
BAYER-201023330NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8141579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141579 NON-EXPEDITED Y US-
BAYER-201022548NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER OXAPROZIN C UNK  
METRORRHAGIA  
OVARIAN CYST  

8141580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141580 NON-EXPEDITED N US-
BAYER-201022947NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8141581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141581 NON-EXPEDITED Y US-
BAYER-201025049NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 236 DAY BAYER

8141582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141582 NON-EXPEDITED N US-
BAYER-201023416NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VULVOVAGINAL DISCOMFORT YAZ S ORAL UNK  BAYER
ACNE  
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Detailed Report
8141584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141584 NON-EXPEDITED N US-
BAYER-201023351NA

24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8141585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141585 NON-EXPEDITED Y US-
BAYER-201023367NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141586 NON-EXPEDITED Y US-
BAYER-201023782NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8141587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141587 NON-EXPEDITED Y US-
BAYER-201023777NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8141588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141588 NON-EXPEDITED Y US-
BAYER-201023843NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8141589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141589 NON-EXPEDITED N US-
BAYER-201023380NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE PRISTIQ EXTENDED RELEASE C UNK  

PRISTIQ EXTENDED RELEASE C UNK  

8141590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141590 NON-EXPEDITED N US-
BAYER-201023613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER

8141591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141591 NON-EXPEDITED N US-
BAYER-201023365NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8141592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141592 NON-EXPEDITED N US-
BAYER-201023436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S UNK 365 DAY BAYER
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Detailed Report
8141593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141593 NON-EXPEDITED Y US-
BAYER-201023375NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MOOD ALTERED  

8141594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141594 NON-EXPEDITED Y US-
BAYER-201022663NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141595 NON-EXPEDITED N US-
BAYER-201023883NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8141596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141596 NON-EXPEDITED Y US-
BAYER-201023868NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 355 DAY BAYER
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Detailed Report
8141597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141597 NON-EXPEDITED N US-
BAYER-201022598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8141604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141604 NON-EXPEDITED N US-
BAYER-201022261NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8141605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141605 NON-EXPEDITED Y US-
BAYER-201022508NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8141606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141606 NON-EXPEDITED Y US-
BAYER-201022885NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141607 NON-EXPEDITED N US-
BAYER-201022477NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 577 DAY BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8141608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141608 NON-EXPEDITED N US-
BAYER-201022264NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141609 NON-EXPEDITED Y US-
BAYER-201022555NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 156 DAY BAYER

8141610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141610 NON-EXPEDITED N US-
BAYER-201022586NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

8141611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141611 NON-EXPEDITED N US-
BAYER-201022095NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  

8141613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141613 NON-EXPEDITED N US-
BAYER-201023304NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8141614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141614 NON-EXPEDITED N US-
BAYER-201023308NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S UNK 288 DAY BAYER
RASH  

8141615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141615 NON-EXPEDITED N US-
BAYER-201023582NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141616 NON-EXPEDITED Y US-
BAYER-201023615NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 315 DAY BAYER
VAGINAL HAEMORRHAGE  

8141617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141617 NON-EXPEDITED N US-
BAYER-201023936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141618 NON-EXPEDITED N US-
BAYER-201024201NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  
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Detailed Report
8141619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141619 NON-EXPEDITED N US-
BAYER-201023042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL RIGIDITY  
HUNGER  

8141620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141620 NON-EXPEDITED Y US-
BAYER-201023297NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S 20 µg/d, CONT  BAYER

8141621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141621 NON-EXPEDITED Y US-
BAYER-201023387NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 217 DAY BAYER

8141622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141622 NON-EXPEDITED N US-
BAYER-201023393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
PRURITUS  
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Detailed Report
8141623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141623 NON-EXPEDITED N US-
BAYER-201023299NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141624 NON-EXPEDITED Y US-
BAYER-201023313NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8141625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141625 NON-EXPEDITED N US-
BAYER-201023435NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141626 NON-EXPEDITED N US-
BAYER-201024139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEX HORMONE BINDING GLOBULIN
INCREASED

MIRENA S 20 mcg/24hr, UNK  BAYER

UNSPECIFIED INGREDIENT S  

8141627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141627 NON-EXPEDITED N US-
BAYER-201023329NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 mcg/24hr, UNK 730 DAY BAYER
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Detailed Report
8141628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141628 NON-EXPEDITED Y US-
BAYER-201023047NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141629 NON-EXPEDITED N US-
BAYER-201023286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141630 NON-EXPEDITED N US-
BAYER-201024288NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141631 NON-EXPEDITED N US-
BAYER-201023389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8141635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141635 NON-EXPEDITED N US-
BAYER-201026427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BLOOD PROLACTIN INCREASED  
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Detailed Report
8141636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141636 NON-EXPEDITED Y US-
BAYER-201024724NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 199 DAY BAYER

8141637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141637 NON-EXPEDITED N US-
BAYER-201024442NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
OVARIAN CYST RUPTURED  

8141638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141638 NON-EXPEDITED N US-
BAYER-201023280NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141639 NON-EXPEDITED N US-
BAYER-201024540NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/L, CONT 132 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8141640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141640 NON-EXPEDITED Y US-
BAYER-201025621NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S UNK  BAYER
HEADACHE  
NAUSEA  

8141642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141642 NON-EXPEDITED N US-
BAYER-201025722NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 µg, CONT 724 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  
OVARIAN CYST  
PAIN  
VAGINAL HAEMORRHAGE  

8141643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141643 NON-EXPEDITED Y US-
BAYER-201026985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8141644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141644 NON-EXPEDITED N US-
BAYER-201033172NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8141645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141645 NON-EXPEDITED N US-
BAYER-201024644NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8141646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141646 NON-EXPEDITED Y US-
BAYER-201024629NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 28 DAY BAYER

8141647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141647 NON-EXPEDITED Y US-
BAYER-201025160NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 14 DAY BAYER

8141648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141648 NON-EXPEDITED N US-
BAYER-201024641NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S  BAYER

8141649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141649 NON-EXPEDITED N US-
BAYER-201024736NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 139 DAY BAYER
ABDOMINAL PAIN LOWER  
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8141650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141650 NON-EXPEDITED N US-
BAYER-201024740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141651 NON-EXPEDITED N US-
BAYER-201024643NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
DEVICE DIFFICULT TO USE  
PROCEDURAL PAIN  

8141652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141652 NON-EXPEDITED N US-
BAYER-201023364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  
DEVICE EXPULSION  
MALAISE  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
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8141653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141653 NON-EXPEDITED N US-
BAYER-201024810NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GINGIVAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENOMETRORRHAGIA  

8141655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141655 NON-EXPEDITED N US-
BAYER-201027432NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141656 NON-EXPEDITED N US-
BAYER-201025934NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
COCCYDYNIA  

8141657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141657 NON-EXPEDITED Y US-
BAYER-201025818NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 167 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8141658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141658 NON-EXPEDITED N US-
BAYER-201025936NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DISTURBANCE IN ATTENTION  
FATIGUE  
IRRITABILITY  
MOOD ALTERED  
SOMNOLENCE  
WEIGHT INCREASED  

8141659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141659 NON-EXPEDITED N US-
BAYER-201028428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
MUSCLE SPASMS  
PAIN IN EXTREMITY  

8141660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141660 NON-EXPEDITED N US-
BAYER-201027548NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER

8141661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141661 NON-EXPEDITED N US-
BAYER-201030001NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S  BAYER
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Detailed Report
8141662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141662 NON-EXPEDITED N US-
BAYER-201030355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8141663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141663 NON-EXPEDITED N US-
BAYER-201027416NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8141664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141664 NON-EXPEDITED N US-
BAYER-201029366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S  BAYER

8141665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141665 NON-EXPEDITED N US-
BAYER-201029467NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8141666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141666 NON-EXPEDITED N US-
BAYER-201027433NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8141667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141667 NON-EXPEDITED N US-
BAYER-201030829NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S SUBCUTANEOUS 20 mg/d, CONT  BAYER
BREAST ENLARGEMENT  
BREAST MASS  
BREAST PAIN  
CONSTIPATION  

8141668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141668 NON-EXPEDITED N US-
BAYER-201027387NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141669 NON-EXPEDITED Y US-
BAYER-201026940NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8141670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141670 NON-EXPEDITED N US-
BAYER-201026895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S UNK  BAYER
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Detailed Report
8141671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141671 NON-EXPEDITED Y US-
BAYER-201027480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8141672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141672 NON-EXPEDITED N US-
BAYER-201030455NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S UNK  BAYER

8141673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141673 NON-EXPEDITED N US-
BAYER-201026871NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1095 DAY BAYER
MEDICAL DEVICE COMPLICATION  
PAIN IN EXTREMITY  
SECRETION DISCHARGE  
UTERINE SPASM  

8141674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141674 NON-EXPEDITED N US-
BAYER-201028472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8141675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141675 NON-EXPEDITED Y US-
BAYER-201029074NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  BAYER

8141676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141676 NON-EXPEDITED N US-
BAYER-201029042NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLADDER IRRITATION  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  

8141677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141677 NON-EXPEDITED N US-
BAYER-201029069NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  BAYER

8141683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141683 NON-EXPEDITED N US-
BAYER-201024278NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
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Detailed Report
8141684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141684 NON-EXPEDITED N US-
BAYER-201024204NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8141685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141685 NON-EXPEDITED Y US-
BAYER-201026155NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8141686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141686 NON-EXPEDITED N US-
BAYER-201023356NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8141687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141687 NON-EXPEDITED N US-
BAYER-201024723NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141688 NON-EXPEDITED N US-
BAYER-201025061NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, QD 28 DAY BAYER
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Detailed Report
8141689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141689 NON-EXPEDITED N US-
BAYER-201025895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1460 DAY BAYER

8141692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141692 NON-EXPEDITED N US-TEVA-300986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8141693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141693 NON-EXPEDITED Y US-
BAYER-201023287NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8141694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141694 NON-EXPEDITED N US-
BAYER-201032676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
PROCEDURAL PAIN  

8141695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141695 NON-EXPEDITED Y US-
BAYER-201023370NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 18 DAY BAYER
ABDOMINAL PAIN  
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8141696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141696 NON-EXPEDITED N US-
BAYER-201031276NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8141697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141697 NON-EXPEDITED N US-
BAYER-201031216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S  BAYER

8141698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141698 NON-EXPEDITED N US-
BAYER-201032032NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  

8141699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141699 NON-EXPEDITED N US-
BAYER-201031915NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN LOWER  
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8141700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141700 NON-EXPEDITED N US-
BAYER-201023256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  

8141701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141701 NON-EXPEDITED Y US-
BAYER-201031951NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 189 DAY BAYER

8141702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141702 NON-EXPEDITED N US-
BAYER-201025721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PELVIC PAIN MIRENA S UNK  BAYER

8141703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141703 NON-EXPEDITED N US-
BAYER-201032618NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141704 NON-EXPEDITED N US-
BAYER-201031377NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8141705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141705 NON-EXPEDITED N US-
BAYER-201032281NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 85 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141706 NON-EXPEDITED Y US-
BAYER-201030611NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 125 DAY BAYER

8141707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141707 NON-EXPEDITED N US-
BAYER-201032900NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141716 NON-EXPEDITED N US-
BAYER-201033015NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 216 DAY BAYER

8141717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141717 NON-EXPEDITED Y US-
BAYER-201041134NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 22 DAY BAYER
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8141718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141718 NON-EXPEDITED N US-
BAYER-201036037NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8141719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141719 NON-EXPEDITED N US-
BAYER-201034017NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg, CONT 182 DAY BAYER
ALOPECIA  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  

8141721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141721 NON-EXPEDITED N US-
BAYER-201039985NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 48 DAY BAYER

8141722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141722 NON-EXPEDITED Y US-
BAYER-201037285NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
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8141724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141724 NON-EXPEDITED N US-
BAYER-201034477NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141725 NON-EXPEDITED N US-
BAYER-201034679NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141726 NON-EXPEDITED Y US-
BAYER-201037479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8141727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141727 NON-EXPEDITED N US-
BAYER-201035969NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S  BAYER
DEVICE DISLOCATION  
PAIN  

8141728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141728 NON-EXPEDITED Y US-
BAYER-201038637NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8141729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141729 NON-EXPEDITED N US-
BAYER-201037363NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 158 DAY BAYER

8141730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141730 NON-EXPEDITED N US-
BAYER-201033973NA

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141731 NON-EXPEDITED Y US-BAYER-2011-087045 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141732 NON-EXPEDITED N US-
BAYER-201040773NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8141733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141733 NON-EXPEDITED Y US-
BAYER-201037380NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8141734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141734 NON-EXPEDITED N US-
BAYER-201034693NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  
NO ADVERSE EVENT  

8141735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141735 NON-EXPEDITED N US-
BAYER-201035061NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER

8141737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141737 NON-EXPEDITED N US-
BAYER-201034082NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141738 NON-EXPEDITED N US-BAYER-2011-015441 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8141739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141739 NON-EXPEDITED N US-
BAYER-201040015NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141740 NON-EXPEDITED N US-
BAYER-201039619NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

8141741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141741 NON-EXPEDITED N US-
BAYER-201033888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8141742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141742 NON-EXPEDITED N US-
BAYER-201034957NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

8141743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141743 NON-EXPEDITED N US-
BAYER-201033058NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8141744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141744 NON-EXPEDITED N US-
BAYER-201033925NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE First Mirena: 20 mcg/

24hr, CONT
50 DAY BAYER

ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE Second Mirena: 20 mcg/
24hr, CONT

 BAYER

8141745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141745 NON-EXPEDITED Y US-
BAYER-201033983NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8141746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141746 NON-EXPEDITED N US-
BAYER-201030730NA

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
VITREOUS FLOATERS  

8141747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141747 NON-EXPEDITED Y US-
BAYER-201038917NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8141748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141748 NON-EXPEDITED N US-
BAYER-201035192NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  

8141749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141749 NON-EXPEDITED N US-
BAYER-201037684NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
PAIN IN EXTREMITY  

8141750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141750 NON-EXPEDITED N US-
BAYER-201036501NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
INFERTILITY FEMALE  

8141751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141751 NON-EXPEDITED Y US-
BAYER-201034014NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 121 DAY BAYER
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Detailed Report
8141752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141752 NON-EXPEDITED Y US-
BAYER-201034798NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER

8141753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141753 NON-EXPEDITED N US-
BAYER-201036418NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8141765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141765 NON-EXPEDITED N US-BAYER-2011-087087 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 39 DAY BAYER

8141767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141767 NON-EXPEDITED Y US-BAYER-2011-087029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8141768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141768 NON-EXPEDITED N US-BAYER-2011-086964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141769 NON-EXPEDITED Y US-BAYER-2011-087082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 7 DAY BAYER
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Detailed Report
8141771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141771 NON-EXPEDITED N US-BAYER-2011-087053 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/day 84 DAY BAYER
DYSMENORRHOEA MIRENA S  BAYER
DEVICE EXPULSION  

8141774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141774 NON-EXPEDITED N US-TEVA-300906USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141793 NON-EXPEDITED Y US-BAYER-2011-087141 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER

8141794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141794 NON-EXPEDITED Y US-BAYER-2011-087098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20mcg/day  BAYER

8141805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141805 NON-EXPEDITED N US-
BAYER-201033902NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8141806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141806 NON-EXPEDITED Y US-
BAYER-201024635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 15 DAY BAYER

8141807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141807 NON-EXPEDITED N US-
BAYER-201024645NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8141808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141808 NON-EXPEDITED Y US-
BAYER-201025952NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8141809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141809 NON-EXPEDITED Y US-
BAYER-201024977NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8141810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141810 NON-EXPEDITED N US-
BAYER-201033145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 152 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8141811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141811 NON-EXPEDITED Y US-
BAYER-201024647NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8141812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141812 NON-EXPEDITED N US-
BAYER-201032995NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK UNK, CONT  BAYER

8141813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141813 NON-EXPEDITED N US-
BAYER-201034657NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER

8141814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141814 NON-EXPEDITED N US-
BAYER-201024272NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PENILE PAIN  
RASH  
VAGINAL DISCHARGE  

8141815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141815 NON-EXPEDITED N US-
BAYER-201034081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8141820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141820 NON-EXPEDITED N US-BAYER-2011-085111 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8141821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141821 NON-EXPEDITED N US-BAYER-2011-087149 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8141822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141822 NON-EXPEDITED Y US-
BAYER-201038895NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8141823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141823 NON-EXPEDITED N US-
BAYER-201039191NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSED MOOD  
WEIGHT INCREASED  

8141824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141824 NON-EXPEDITED N US-
BAYER-201035353NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8141825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141825 NON-EXPEDITED Y US-
BAYER-201037519NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 623 DAY BAYER

8141826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141826 NON-EXPEDITED N US-BAYER-2011-085614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S 20 mcg/24hr, CONT  BAYER
ACNE MIRENA S 20 mcg/24hr, CONT  BAYER
ADVERSE EVENT  
DEPRESSED MOOD  
HEADACHE  
NERVOUSNESS  
WEIGHT INCREASED  

8141860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141860 NON-EXPEDITED N US-TEVA-300918USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8141989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8141989 NON-EXPEDITED N US-TEVA-300920USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
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Detailed Report
8142012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142012 NON-EXPEDITED N US-TEVA-300969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8142029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142029 NON-EXPEDITED N US-TEVA-300951USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8142064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142064 NON-EXPEDITED N US-TEVA-300926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8142122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142122 NON-EXPEDITED N US-TEVA-300972USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST PAIN  
FATIGUE  
POLLAKIURIA  
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Detailed Report
8142405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142405 NON-EXPEDITED N US-TEVA-300980USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL SYMPTOM PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8142409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142409 NON-EXPEDITED N US-TEVA-301088USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8142464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142464 NON-EXPEDITED Y US-
BAYER-201025262NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142465 NON-EXPEDITED N US-
BAYER-201027167NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8142466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142466 NON-EXPEDITED Y US-
BAYER-201032103NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
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Detailed Report
8142467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142467 NON-EXPEDITED N US-
BAYER-201025060NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142468 NON-EXPEDITED N US-
BAYER-201025076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8142471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142471 NON-EXPEDITED N US-
BAYER-201024676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST SWELLING  
BREAST TENDERNESS  

8142472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142472 NON-EXPEDITED N US-
BAYER-201024726NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8142473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142473 NON-EXPEDITED N US-
BAYER-201024630NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

BENZOCAINE\RESORCINOL C  
DIFLUCAN C  
ANTIBIOTICS C  

8142474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142474 NON-EXPEDITED N US-
BAYER-201028791NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
HEADACHE  
NAUSEA  

8142475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142475 NON-EXPEDITED Y US-
BAYER-201028018NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 271 DAY BAYER
ABDOMINAL PAIN LOWER  
DISCOMFORT  

8142476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142476 NON-EXPEDITED Y US-
BAYER-201026492NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
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Detailed Report
8142477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142477 NON-EXPEDITED N US-
BAYER-201025064NA

24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142478 NON-EXPEDITED N US-
BAYER-201026166NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142490 NON-EXPEDITED N US-
BAYER-201032138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S UNK  BAYER

8142491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142491 NON-EXPEDITED N US-
BAYER-201034668NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142492 NON-EXPEDITED Y US-
BAYER-201033922NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8142493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142493 NON-EXPEDITED N US-
BAYER-201034646NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142494 NON-EXPEDITED N US-
BAYER-201034655NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
FATIGUE  
FUNGAL INFECTION  
LOWER RESPIRATORY TRACT INFECTION  
VAGINAL HAEMORRHAGE  

8142495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142495 NON-EXPEDITED N US-
BAYER-201032232NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8142496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142496 NON-EXPEDITED Y US-
BAYER-201041224NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S  BAYER
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Detailed Report
8142497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142497 NON-EXPEDITED N US-
BAYER-201036870NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ALOPECIA  
INSOMNIA  
LOSS OF LIBIDO  
MOOD SWINGS  
WEIGHT INCREASED  

8142498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142498 NON-EXPEDITED Y US-
BAYER-201037189NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8142499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142499 NON-EXPEDITED N US-
BAYER-201034767NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  

8142500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142500 NON-EXPEDITED N US-
BAYER-201039159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8142501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142501 NON-EXPEDITED N US-
BAYER-201037693NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8142502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142502 NON-EXPEDITED N US-
BAYER-201035986NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142503 NON-EXPEDITED N US-
BAYER-201034088NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 116 DAY BAYER

8142504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142504 NON-EXPEDITED N US-
BAYER-201037576NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142505 NON-EXPEDITED N US-
BAYER-201037842NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8142506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142506 NON-EXPEDITED N US-
BAYER-201035486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER

8142507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142507 NON-EXPEDITED Y US-
BAYER-201032975NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 534 DAY BAYER

8142509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142509 NON-EXPEDITED Y US-
BAYER-201033009NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8142510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142510 NON-EXPEDITED N US-
BAYER-201032135NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S UNK  BAYER

8142511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142511 NON-EXPEDITED N US-
BAYER-201034959NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8142512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142512 NON-EXPEDITED Y US-
BAYER-201036413NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  BAYER

8142513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142513 NON-EXPEDITED N US-
BAYER-201037291NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142514 NON-EXPEDITED N US-
BAYER-201031898NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8142516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142516 NON-EXPEDITED Y US-
BAYER-201036584NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8142517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142517 NON-EXPEDITED Y US-
BAYER-201038898NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8142518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142518 NON-EXPEDITED N US-
BAYER-201037290NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S  BAYER
DEVICE DISLOCATION  

8142519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142519 NON-EXPEDITED Y US-
BAYER-201034527NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8142520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142520 NON-EXPEDITED N US-
BAYER-201035068NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1095 DAY BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
UTERINE SPASM  

8142521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142521 NON-EXPEDITED N US-
BAYER-201035187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8142523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142523 NON-EXPEDITED N US-
BAYER-201025393NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8142524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142524 NON-EXPEDITED N US-
BAYER-201027390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142525 NON-EXPEDITED N US-
BAYER-201025079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142526 NON-EXPEDITED N US-
BAYER-201029456NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8142527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142527 NON-EXPEDITED N US-
BAYER-201025946NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8142528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142528 NON-EXPEDITED N US-
BAYER-201024991NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142529 NON-EXPEDITED N US-
BAYER-201027698NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg, CONT 16 DAY BAYER
DEVICE EXPULSION  
UTERINE SPASM  

8142530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142530 NON-EXPEDITED N US-
BAYER-201029172NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8142531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142531 NON-EXPEDITED N US-
BAYER-201030419NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

Page: 8,398 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8142532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142532 NON-EXPEDITED Y US-
BAYER-201023372NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8142533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142533 NON-EXPEDITED Y US-
BAYER-201031113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8142534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142534 NON-EXPEDITED Y US-
BAYER-201027838NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S VAGINAL Daily dose 20 µg 43 DAY BAYER
DEVICE DISLOCATION  

8142535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142535 NON-EXPEDITED N US-
BAYER-201030987NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142536 NON-EXPEDITED Y US-
BAYER-201027836NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

MIRENA S replacement unit  BAYER
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Detailed Report
8142537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142537 NON-EXPEDITED Y US-
BAYER-201027314NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 43 DAY BAYER

8142538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142538 NON-EXPEDITED N US-
BAYER-201026154NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142539 NON-EXPEDITED N US-
BAYER-201027264NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S UNK  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
LIBIDO DECREASED  
MEDICAL DEVICE COMPLICATION  
VULVOVAGINAL DRYNESS  

8142541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142541 NON-EXPEDITED Y US-
BAYER-201028543NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
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Detailed Report
8142542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142542 NON-EXPEDITED N US-
BAYER-201024626NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
DYSPNOEA  

8142543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142543 NON-EXPEDITED N US-
BAYER-201030870NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, UNK  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8142547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142547 NON-EXPEDITED Y US-
BAYER-201034166NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8142548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142548 NON-EXPEDITED N US-
BAYER-201032206NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 386 DAY BAYER
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Detailed Report
8142549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142549 NON-EXPEDITED N US-
BAYER-201034676NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPERHIDROSIS  
PROCEDURAL HEADACHE  
WEIGHT INCREASED  

8142551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142551 NON-EXPEDITED N US-
BAYER-201036411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEPRESSION  
METRORRHAGIA  

8142552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142552 NON-EXPEDITED Y US-
BAYER-201036419NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142568 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-083774 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  
PROCEDURAL PAIN  
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Detailed Report
8142570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142570 EXPEDITED (15-DAY) Y OT US-BAYER-2011-083153 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
LOSS OF LIBIDO  

8142571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142571 NON-EXPEDITED Y HO HR-
BAYER-201047495GPV

40 YR Female HRV

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  

8142573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142573 NON-EXPEDITED Y US-BAYER-2011-083831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142575 NON-EXPEDITED Y OT US-BAYER-2011-083806 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8142576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142576 NON-EXPEDITED N OT US-BAYER-2011-083166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
SMEAR CERVIX ABNORMAL  

8142577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142577 NON-EXPEDITED N OT US-BAYER-2011-082833 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8142582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142582 NON-EXPEDITED N OT US-BAYER-2011-083433 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8142583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142583 NON-EXPEDITED N OT US-BAYER-2011-083070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
DEVICE DISLOCATION  
DISCOMFORT  
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Detailed Report
8142584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142584 NON-EXPEDITED N OT US-BAYER-2011-083101 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  

8142586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142586 NON-EXPEDITED N OT US-BAYER-2011-083102 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142603 NON-EXPEDITED N OT US-BAYER-2011-083768 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER  

8142604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142604 NON-EXPEDITED N HO US-BAYER-2011-084185 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142605 NON-EXPEDITED Y OT US-BAYER-2011-083776 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER
PELVIC PAIN  
PYREXIA  
VAGINAL DISCHARGE  
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Detailed Report
8142609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142609 NON-EXPEDITED Y OT US-BAYER-2011-084473 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8142610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142610 NON-EXPEDITED N OT US-BAYER-2011-083784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142616 NON-EXPEDITED N US-BAYER-2011-087111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER

8142782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142782 NON-EXPEDITED N US-
BAYER-201037695NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 326 DAY BAYER
GENITAL HAEMORRHAGE  
PROCEDURAL PAIN  

8142818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142818 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-083432 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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Detailed Report
8142819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8142819 NON-EXPEDITED Y US-BAYER-2011-080911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8143003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2011 8143003 NON-EXPEDITED Y US-
BAYER-201041172NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

7618288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 7618288 NON-EXPEDITED N US-
BAYER-201027483NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8143183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143183 NON-EXPEDITED N US-
BAYER-201025700NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8143184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143184 NON-EXPEDITED N US-
BAYER-201025723NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
8143185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143185 NON-EXPEDITED N US-
BAYER-201026550NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
RASH  

8143186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143186 NON-EXPEDITED N US-
BAYER-201025087NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143187 NON-EXPEDITED N US-
BAYER-201024650NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
NAUSEA  

8143188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143188 NON-EXPEDITED N US-
BAYER-201027145NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, used in

girlfriend
 BAYER
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Detailed Report
8143189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143189 NON-EXPEDITED N US-
BAYER-201025898NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143190 NON-EXPEDITED Y US-
BAYER-201025222NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8143191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143191 NON-EXPEDITED N US-
BAYER-201024860NA

38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PENILE INFECTION  

8143192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143192 NON-EXPEDITED N US-
BAYER-201026737NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143193 NON-EXPEDITED Y US-
BAYER-201026559NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
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Detailed Report
8143194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143194 NON-EXPEDITED N US-
BAYER-201025392NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
PENILE PAIN  

8143195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143195 NON-EXPEDITED N US-
BAYER-201026661NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MENSTRUATION DELAYED  

8143196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143196 NON-EXPEDITED Y US-
BAYER-201026560NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8143198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143198 NON-EXPEDITED N US-
BAYER-201025698NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Page: 8,410 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8143199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143199 NON-EXPEDITED N US-
BAYER-201022471NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, QOD 365 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143200 NON-EXPEDITED N US-
BAYER-201025260NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE MIRENA S  BAYER

8143201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143201 NON-EXPEDITED N US-
BAYER-201025472NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE PAIN  

8143202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143202 NON-EXPEDITED N US-
BAYER-201025886NA

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABNORMAL WITHDRAWAL BLEEDING  
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Detailed Report
8143203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143203 NON-EXPEDITED N US-
BAYER-201025251NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143204 NON-EXPEDITED N US-
BAYER-201030833NA

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER

8143205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143205 NON-EXPEDITED Y US-
BAYER-201032634NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S UNK 85 DAY BAYER

8143206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143206 NON-EXPEDITED N US-
BAYER-201032404NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143207 NON-EXPEDITED N US-
BAYER-201030849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
BACK PAIN  
BREAST PAIN  
DYSMENORRHOEA  
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Detailed Report
8143208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143208 NON-EXPEDITED N US-
BAYER-201027745NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143209 NON-EXPEDITED N US-
BAYER-201032214NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143210 NON-EXPEDITED N US-
BAYER-201028145NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143211 NON-EXPEDITED Y US-
BAYER-201032273NA

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  

8143212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143212 NON-EXPEDITED N US-
BAYER-201030942NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8143213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143213 NON-EXPEDITED Y US-
BAYER-201029462NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143214 NON-EXPEDITED N US-
BAYER-201030216NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER

8143215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143215 NON-EXPEDITED N US-
BAYER-201028866NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  

8143216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143216 NON-EXPEDITED Y US-
BAYER-201029242NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 101 DAY BAYER
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Detailed Report
8143217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143217 NON-EXPEDITED N US-
BAYER-201032912NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S UNK  BAYER
MENORRHAGIA SYNTHROID C  
DYSMENORRHOEA  

8143218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143218 NON-EXPEDITED N US-
BAYER-201027391NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143219 NON-EXPEDITED N US-
BAYER-201032929NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8143220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143220 NON-EXPEDITED N US-
BAYER-201027708NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143221 NON-EXPEDITED N US-
BAYER-201027468NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
COITAL BLEEDING  
NAUSEA  
VOMITING  

8143222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143222 NON-EXPEDITED N US-
BAYER-201033203NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8143223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143223 NON-EXPEDITED N US-
BAYER-201027222NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 191 DAY BAYER

8143224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143224 NON-EXPEDITED N US-
BAYER-201032193NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
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Detailed Report
8143225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143225 NON-EXPEDITED Y US-
BAYER-201028580NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PROLACTIN INCREASED MIRENA S UNK  BAYER

8143226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143226 NON-EXPEDITED N US-
BAYER-201033204NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143227 NON-EXPEDITED Y US-
BAYER-201027223NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143229 NON-EXPEDITED N US-
BAYER-201025168NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143230 NON-EXPEDITED N US-
BAYER-201027160NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYCYSTIC OVARIES  
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Detailed Report
8143231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143231 NON-EXPEDITED N US-
BAYER-201026165NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 µg/d, CONT  BAYER

8143232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143232 NON-EXPEDITED N US-
BAYER-201024979NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143234 NON-EXPEDITED N US-
BAYER-201033742NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GALACTORRHOEA  
WEIGHT INCREASED  

8143235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143235 NON-EXPEDITED N US-
BAYER-201036227NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143236 NON-EXPEDITED N US-
BAYER-201028613NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S UNK 171 DAY BAYER
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Detailed Report
8143237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143237 NON-EXPEDITED N US-
BAYER-201036379NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8143238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143238 NON-EXPEDITED N US-
BAYER-201035802NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST CYST  

8143239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143239 NON-EXPEDITED N US-
BAYER-201026803NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

8143240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143240 NON-EXPEDITED N US-
BAYER-201034076NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8143241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143241 NON-EXPEDITED N US-
BAYER-201035941NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

Page: 8,419 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8143242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143242 NON-EXPEDITED N US-
BAYER-201026549NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VAGINAL DISCHARGE  
VAGINAL ODOUR  

8143243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143243 NON-EXPEDITED N US-
BAYER-201033212NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FUNGAL INFECTION  

8143244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143244 NON-EXPEDITED N US-
BAYER-201034654NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8143245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143245 NON-EXPEDITED N US-
BAYER-201027691NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
NO ADVERSE EVENT  
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Detailed Report
8143246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143246 NON-EXPEDITED N US-
BAYER-201034516NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
MENOMETRORRHAGIA  

8143247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143247 NON-EXPEDITED N US-
BAYER-201027906NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143248 NON-EXPEDITED N US-
BAYER-201033205NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
UTERINE SPASM  

8143249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143249 NON-EXPEDITED N US-
BAYER-201038618NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8143250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143250 NON-EXPEDITED Y US-
BAYER-201039029NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S 20 mcg/day 140 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8143251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143251 NON-EXPEDITED N US-
BAYER-201037535NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8143252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143252 NON-EXPEDITED N US-BAYER-2011-087540 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER

8143253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143253 NON-EXPEDITED N US-
BAYER-201037784NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8143254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143254 NON-EXPEDITED Y US-
BAYER-201040368NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 34 DAY BAYER
DEVICE EXPULSION  

8143255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143255 NON-EXPEDITED N US-
BAYER-201037153NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8143256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143256 NON-EXPEDITED Y US-
BAYER-201037106NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER

8143257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143257 NON-EXPEDITED N US-
BAYER-201041121NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
PENILE ERYTHEMA  
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Detailed Report
8143258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143258 NON-EXPEDITED N US-
BAYER-201037093NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8143259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143259 NON-EXPEDITED N US-
BAYER-201037845NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8143260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143260 NON-EXPEDITED Y US-BAYER-2011-087155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS MIRENA S  BAYER
BLOOD PRESSURE INCREASED  
HEADACHE  

8143261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143261 NON-EXPEDITED Y US-
BAYER-201036172NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8143262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143262 NON-EXPEDITED N US-
BAYER-201036607NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8143263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143263 NON-EXPEDITED N US-
BAYER-201036278NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8143264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143264 NON-EXPEDITED N US-
BAYER-201036913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S  BAYER

8143265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143265 NON-EXPEDITED Y US-
BAYER-201037852NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143266 NON-EXPEDITED N US-
BAYER-201039997NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8143267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143267 NON-EXPEDITED Y US-
BAYER-201040023NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 MIN BAYER
ABDOMINAL PAIN  

8143268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143268 NON-EXPEDITED N US-BAYER-2011-042964 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8143269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143269 NON-EXPEDITED N US-
BAYER-201037294NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER

8143270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143270 NON-EXPEDITED Y US-
BAYER-201040138NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 8,426 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8143271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143271 NON-EXPEDITED Y US-
BAYER-201039317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 89 DAY BAYER
DEVICE EXPULSION  
FATIGUE  
MEDICAL DEVICE COMPLICATION  
NAUSEA  

8143272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143272 NON-EXPEDITED N US-BAYER-2011-086864 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 22 DAY BAYER

8143273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143273 NON-EXPEDITED N US-
BAYER-201037067NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8143275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143275 NON-EXPEDITED N US-
BAYER-201040629NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
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Detailed Report
8143276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143276 NON-EXPEDITED Y US-
BAYER-201037114NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
ABDOMINAL PAIN  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8143277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143277 NON-EXPEDITED N HO,OT US-BAYER-2011-083810 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8143278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143278 NON-EXPEDITED N US-
BAYER-201037502NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8143279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143279 NON-EXPEDITED Y US-BAYER-2011-081048 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 123 DAY BAYER
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8143280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143280 NON-EXPEDITED N US-
BAYER-201037365NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  

8143334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143334 NON-EXPEDITED N US-BAYER-2011-085577 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD ALTERED  
OEDEMA PERIPHERAL  

8143345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143345 NON-EXPEDITED N OT US-BAYER-2011-084251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8143524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143524 NON-EXPEDITED N US-TEVA-301142USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  
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8143562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143562 NON-EXPEDITED N US-TEVA-301092USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8143573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143573 NON-EXPEDITED N US-
BAYER-201029222NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER
DEVICE EXPULSION  

8143574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143574 NON-EXPEDITED N US-
BAYER-201027848NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EYE PAIN  
HYPOAESTHESIA  

8143575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143575 NON-EXPEDITED N US-
BAYER-201027855NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8143576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143576 NON-EXPEDITED N US-
BAYER-201028425NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8143577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143577 NON-EXPEDITED N US-
BAYER-201033639NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8143578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143578 NON-EXPEDITED N US-
BAYER-201027684NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8143579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143579 NON-EXPEDITED N US-
BAYER-201028576NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143580 NON-EXPEDITED N US-
BAYER-201027486NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8143581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143581 NON-EXPEDITED N US-
BAYER-201032286NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  
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8143582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143582 NON-EXPEDITED N US-
BAYER-201027540NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143583 NON-EXPEDITED N US-
BAYER-201027706NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143584 NON-EXPEDITED Y US-
BAYER-201033541NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8143585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143585 NON-EXPEDITED Y US-
BAYER-201030017NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8143586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143586 NON-EXPEDITED N US-
BAYER-201032389NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8143587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143587 NON-EXPEDITED N US-
BAYER-201028521NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENILE HAEMORRHAGE  

8143588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143588 NON-EXPEDITED Y US-
BAYER-201027837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

8143589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143589 NON-EXPEDITED N US-
BAYER-201033199NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20mcg/day  BAYER
RASH  

8143590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143590 NON-EXPEDITED N US-
BAYER-201027406NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
PAIN IN EXTREMITY  
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8143591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143591 NON-EXPEDITED N US-
BAYER-201028321NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143592 NON-EXPEDITED N US-
BAYER-201028430NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD ALKALINE PHOSPHATASE INCREASED MIRENA S 20 mcg/24hr, UNK  BAYER

8143593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143593 NON-EXPEDITED Y US-
BAYER-201025078NA

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8143594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143594 NON-EXPEDITED N US-
BAYER-201031805NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143595 NON-EXPEDITED Y US-
BAYER-201027834NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 154 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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8143596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143596 NON-EXPEDITED N US-
BAYER-201028128NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143597 NON-EXPEDITED N US-
BAYER-201032197NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 189 DAY BAYER
DEVICE EXPULSION  
FATIGUE  
PYREXIA  

8143599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143599 NON-EXPEDITED N US-
BAYER-201028393NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143600 NON-EXPEDITED Y US-
BAYER-201028478NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
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8143601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143601 NON-EXPEDITED N US-
BAYER-201023611NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8143602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143602 NON-EXPEDITED Y US-
BAYER-201029878NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WRONG TECHNIQUE IN DRUG USAGE
PROCESS

MIRENA S UNK 75 DAY BAYER

8143603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143603 NON-EXPEDITED N US-
BAYER-201029522NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143604 NON-EXPEDITED Y US-
BAYER-201032563NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 315 DAY BAYER

8143606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143606 NON-EXPEDITED N US-
BAYER-201035212NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8143607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143607 NON-EXPEDITED Y US-
BAYER-201034696NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8143608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143608 NON-EXPEDITED N US-
BAYER-201036359NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
NO ADVERSE EVENT  
UTERINE SPASM  

8143609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143609 NON-EXPEDITED Y US-
BAYER-201036357NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8143610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143610 NON-EXPEDITED N US-
BAYER-201036161NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 4 DAY BAYER

8143611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143611 NON-EXPEDITED N US-
BAYER-201036409NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143612 NON-EXPEDITED N US-
BAYER-201035365NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
ANXIETY  

8143613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143613 NON-EXPEDITED N US-
BAYER-201036136NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8143614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143614 NON-EXPEDITED N US-
BAYER-201035541NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143615 NON-EXPEDITED Y US-
BAYER-201034627NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 109 DAY BAYER

8143616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143616 NON-EXPEDITED N US-
BAYER-201034685NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 8,438 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8143617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143617 NON-EXPEDITED Y US-
BAYER-201036539NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

8143618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143618 NON-EXPEDITED N US-
BAYER-201034523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  

8143619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143619 NON-EXPEDITED N US-
BAYER-201034198NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  

8143620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143620 NON-EXPEDITED N US-
BAYER-201036687NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143621 NON-EXPEDITED Y US-
BAYER-201035116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK  BAYER

8143622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143622 NON-EXPEDITED Y US-
BAYER-201036984NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143625 NON-EXPEDITED N US-
BAYER-201028497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER

8143626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143626 NON-EXPEDITED N US-
BAYER-201027913NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
HEADACHE  

8143627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143627 NON-EXPEDITED N US-
BAYER-201027841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PALPITATIONS  
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Detailed Report
8143628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143628 NON-EXPEDITED N US-
BAYER-201027746NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 µg/d, CONT  BAYER

8143629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143629 NON-EXPEDITED Y US-
BAYER-201028995NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S  BAYER

8143647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143647 NON-EXPEDITED N US-
BAYER-201037174NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  BAYER

8143648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143648 NON-EXPEDITED N US-
BAYER-201037386NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8143649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143649 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-083454 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK  BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE  
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Detailed Report
8143650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143650 NON-EXPEDITED N US-
BAYER-201039321NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8143651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143651 NON-EXPEDITED N US-
BAYER-201037096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8143652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143652 NON-EXPEDITED Y US-
BAYER-201040506NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
COMPLICATION OF DEVICE REMOVAL  

8143653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143653 NON-EXPEDITED N US-
BAYER-201037288NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

TYLENOL WITH CODEINE C  

8143655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143655 EXPEDITED (15-DAY) Y OT US-BAYER-2011-083814 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143671 NON-EXPEDITED Y US-
BAYER-201032359NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 317 DAY BAYER

8143672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143672 NON-EXPEDITED N US-
BAYER-201029081NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143673 NON-EXPEDITED N US-
BAYER-201034658NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8143675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143675 NON-EXPEDITED N US-
BAYER-201028983NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 3 DAY BAYER
ARTHRALGIA  
GASTROINTESTINAL PAIN  
MEDICAL DEVICE PAIN  

Page: 8,443 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8143676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143676 NON-EXPEDITED N US-
BAYER-201029346NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143677 NON-EXPEDITED Y US-
BAYER-201025411NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8143678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143678 NON-EXPEDITED N US-
BAYER-201030102NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PARAESTHESIA  

8143679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143679 NON-EXPEDITED N US-
BAYER-201028325NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFECTION  
PAIN  
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Detailed Report
8143680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143680 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-007446 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT  BAYER
CAESAREAN SECTION  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8143682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143682 NON-EXPEDITED Y US-
BAYER-201040019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8143683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143683 NON-EXPEDITED N OT US-BAYER-2011-084131 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER

8143684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143684 NON-EXPEDITED N US-
BAYER-201036943NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8143685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143685 NON-EXPEDITED Y US-
BAYER-201041036NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 103 DAY BAYER
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8143686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143686 NON-EXPEDITED N US-
BAYER-201035540NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143687 NON-EXPEDITED N US-
BAYER-201035058NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
DIZZINESS  

8143702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143702 EXPEDITED (15-DAY) N OT US-BAYER-2011-083934 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143706 NON-EXPEDITED N OT US-BAYER-2011-084290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8143708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143708 NON-EXPEDITED Y OT US-BAYER-2011-084286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143709 NON-EXPEDITED Y OT US-BAYER-2011-084284 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143711 NON-EXPEDITED N OT US-BAYER-2011-084360 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8143885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143885 NON-EXPEDITED N US-TEVA-301122USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8143916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143916 NON-EXPEDITED N US-TEVA-301098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CONTRACEPTIVES C  

8143925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143925 NON-EXPEDITED N US-
BAYER-201029110NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 120 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8143926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143926 NON-EXPEDITED N US-
BAYER-201025937NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143927 NON-EXPEDITED Y US-
BAYER-201027060NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8143928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143928 NON-EXPEDITED N US-
BAYER-201024773NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MENSTRUAL DISORDER  

8143929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143929 NON-EXPEDITED N US-
BAYER-201029667NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8143930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143930 NON-EXPEDITED Y US-
BAYER-201029362NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
DEVICE EXPULSION  

8143931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143931 NON-EXPEDITED N US-
BAYER-201026430NA

21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENIS INJURY  

8143932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143932 NON-EXPEDITED N US-
BAYER-201029390NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143933 NON-EXPEDITED N US-
BAYER-201027645NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  
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Detailed Report
8143941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143941 NON-EXPEDITED Y US-
BAYER-201030831NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ANGER  
ANXIETY  
ERYTHEMA  
PROCEDURAL PAIN  

8143942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143942 NON-EXPEDITED N US-
BAYER-201028459NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143943 NON-EXPEDITED N US-
BAYER-201036934NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg, CONT 549 DAY BAYER
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
UTERINE SPASM  

8143944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143944 NON-EXPEDITED N US-
BAYER-201034495NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
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Detailed Report
8143945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143945 NON-EXPEDITED Y US-
BAYER-201031536NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 268 DAY BAYER

8143947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143947 NON-EXPEDITED N US-
BAYER-201037676NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TINNITUS MIRENA S INTRAUTERINE UNK  BAYER
MIGRAINE  

8143948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143948 NON-EXPEDITED Y US-
BAYER-201031877NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8143949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143949 NON-EXPEDITED Y US-
BAYER-201035930NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
DISCOMFORT  

8143951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143951 NON-EXPEDITED Y US-
BAYER-201031857NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
8143952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143952 NON-EXPEDITED N US-
BAYER-201031847NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S 20 µg/d, CONT  BAYER

8143953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143953 NON-EXPEDITED N US-
BAYER-201036773NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1847 DAY BAYER

8143954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143954 NON-EXPEDITED Y US-
BAYER-201041130NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
UTERINE SPASM  

8143955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143955 NON-EXPEDITED N US-
BAYER-201037273NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8143956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143956 NON-EXPEDITED N US-
BAYER-201031634NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
RASH PRURITIC  
VAGINAL HAEMORRHAGE  

8143957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143957 NON-EXPEDITED Y US-
BAYER-201036465NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8143958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143958 NON-EXPEDITED N US-
BAYER-201039871NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8143959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143959 NON-EXPEDITED N US-
BAYER-201033693NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER
PRESYNCOPE  
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Detailed Report
8143960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143960 NON-EXPEDITED N US-
BAYER-201029660NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
VAGINAL HAEMORRHAGE  

8143962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143962 NON-EXPEDITED Y US-
BAYER-201035363NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 83 DAY BAYER

8143963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143963 NON-EXPEDITED N US-TEVA-301087USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8143969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143969 NON-EXPEDITED N US-
BAYER-201032424NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8143976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8143976 NON-EXPEDITED N US-TEVA-301106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8144012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144012 NON-EXPEDITED Y US-
BAYER-201034680NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8144013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144013 NON-EXPEDITED N US-
BAYER-201035227NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8144014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144014 NON-EXPEDITED Y US-
BAYER-201034482NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8144015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144015 NON-EXPEDITED N US-
BAYER-201034480NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DYSMENORRHOEA  
PAIN IN EXTREMITY  
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Detailed Report
8144016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144016 NON-EXPEDITED N US-
BAYER-201032231NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8144129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144129 NON-EXPEDITED N US-
BAYER-201035210NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8144130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144130 NON-EXPEDITED N US-
BAYER-201034476NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
GROIN PAIN  

8144131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144131 NON-EXPEDITED N US-
BAYER-201036459NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL DISCHARGE  
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Detailed Report
8144132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144132 NON-EXPEDITED N US-
BAYER-201032660NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEAR OF PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8144133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144133 NON-EXPEDITED Y US-
BAYER-201034786NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 171 DAY BAYER

8144134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144134 NON-EXPEDITED Y US-
BAYER-201032211NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8144135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144135 NON-EXPEDITED Y US-
BAYER-201037299NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8144199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144199 NON-EXPEDITED N US-TEVA-301198USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8144224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144224 NON-EXPEDITED N US-TEVA-301206USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8144249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144249 NON-EXPEDITED N US-
BAYER-201037689NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8144250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144250 NON-EXPEDITED N US-
BAYER-201035349NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8144251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144251 NON-EXPEDITED N US-
BAYER-201037289NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8144252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144252 NON-EXPEDITED N US-
BAYER-201035364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8144253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144253 NON-EXPEDITED N US-
BAYER-201035099NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
MEDICAL DEVICE PAIN  

8144265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144265 NON-EXPEDITED N US-TEVA-301279USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8144298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144298 NON-EXPEDITED N US-
BAYER-201037246NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8144299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144299 NON-EXPEDITED N US-
BAYER-201036841NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RADICULOPATHY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8144311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144311 NON-EXPEDITED N US-TEVA-301272USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8144331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144331 NON-EXPEDITED N OT US-BAYER-2011-084157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S 30 mcg/24hr, CONT  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  

8144332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144332 NON-EXPEDITED N US-BAYER-2011-083954 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER

8144336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144336 NON-EXPEDITED Y US-BAYER-2011-087563 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8144365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144365 NON-EXPEDITED N US-
BAYER-201027993NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg (Daily Dose), QD,

intra-uterine
116 DAY BAYER
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Detailed Report
8144366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144366 NON-EXPEDITED Y US-
BAYER-201035384NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL NAUSEA  

8144367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144367 NON-EXPEDITED Y US-
BAYER-201034223NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 7 DAY BAYER

8144368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144368 NON-EXPEDITED N US-
BAYER-201033989NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
PROCEDURAL PAIN  

8144369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144369 NON-EXPEDITED Y US-
BAYER-201035121NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 213 DAY BAYER
ARTHRITIS REACTIVE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8144398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144398 NON-EXPEDITED N US-TEVA-301322USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8144410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144410 NON-EXPEDITED N US-
BAYER-201040233NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8144617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144617 NON-EXPEDITED N US-TEVA-301381USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA UNSPECIFIED INGREDIENT S  
BREAST PAIN  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VOMITING  

8144838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 8144838 NON-EXPEDITED N US-
BAYER-201035345NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7569298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 7569298 NON-EXPEDITED N US-
BAYER-201031546NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  
HEADACHE  
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Detailed Report
8056076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8056076 NON-EXPEDITED N US-BAYER-2011-064374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8058269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8058269 NON-EXPEDITED Y US-BAYER-2011-064315 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 555 DAY BAYER
DEVICE EXPULSION  
MENSTRUATION IRREGULAR  

8068249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8068249 NON-EXPEDITED Y US-BAYER-2011-019836 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 290 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
GENITAL HAEMORRHAGE  

8084534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8084534 NON-EXPEDITED N US-BAYER-2011-065993 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 27 DAY BAYER

8113158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8113158 NON-EXPEDITED Y US-BAYER-2011-069747 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 296 DAY BAYER
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Detailed Report
8116003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8116003 NON-EXPEDITED Y US-BAYER-2011-071469 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 308 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8145348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145348 NON-EXPEDITED N US-TEVA-301282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145351 NON-EXPEDITED N US-
BAYER-201027671NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8145356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145356 NON-EXPEDITED N US-TEVA-301304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145357 NON-EXPEDITED N US-
BAYER-201032038NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8145358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145358 NON-EXPEDITED N US-
BAYER-201031804NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CONTUSION  

8145359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145359 NON-EXPEDITED Y US-
BAYER-201032523NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8145360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145360 NON-EXPEDITED Y US-
BAYER-201029622NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8145361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145361 NON-EXPEDITED N US-
BAYER-201028317NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145362 NON-EXPEDITED Y US-
BAYER-201031139NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENTEROCOCCAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8145363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145363 NON-EXPEDITED Y US-
BAYER-201032406NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8145364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145364 NON-EXPEDITED N US-
BAYER-201032734NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145365 NON-EXPEDITED N US-
BAYER-201030699NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENSTRUAL DISORDER  

8145366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145366 NON-EXPEDITED N US-
BAYER-201030784NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8145367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145367 NON-EXPEDITED N US-
BAYER-201032591NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145368 NON-EXPEDITED N US-
BAYER-201032668NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

KEFLEX C  

8145369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145369 NON-EXPEDITED N US-
BAYER-201028330NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INJURY MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8145370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145370 NON-EXPEDITED N US-
BAYER-201031920NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE Daily dose 20 µg 273 DAY BAYER
PRODUCT QUALITY ISSUE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8145371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145371 NON-EXPEDITED N US-
BAYER-201030985NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DYSMENORRHOEA MIRENA S  BAYER
BACK PAIN  
MUSCULOSKELETAL STIFFNESS  

8145373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145373 NON-EXPEDITED N US-
BAYER-201034691NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145374 NON-EXPEDITED N US-
BAYER-201033932NA

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145375 NON-EXPEDITED N US-
BAYER-201034168NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 20 mcg/day  BAYER
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8145376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145376 NON-EXPEDITED N US-
BAYER-201034090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/day  BAYER

8145377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145377 NON-EXPEDITED N US-
BAYER-201032893NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

PELVIC PAIN  

8145378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145378 NON-EXPEDITED N US-
BAYER-201034079NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/day  BAYER
ABDOMINAL PAIN  

8145380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145380 NON-EXPEDITED N US-
BAYER-201034091NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S  BAYER
FUNGAL INFECTION  
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Detailed Report
8145381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145381 NON-EXPEDITED N US-
BAYER-201034471NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8145382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145382 NON-EXPEDITED N US-
BAYER-201034470NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER

8145383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145383 NON-EXPEDITED Y US-
BAYER-201033681NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

LAMICTAL C ORAL 650 mg, QD  
TRAZODONE HYDROCHLORIDE C UNK  

8145384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145384 NON-EXPEDITED Y US-
BAYER-201033976NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER
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Detailed Report
8145385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145385 NON-EXPEDITED N US-
BAYER-201033035NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  

8145386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145386 NON-EXPEDITED N US-
BAYER-201033534NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145387 NON-EXPEDITED N US-
BAYER-201034206NA

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145388 NON-EXPEDITED N US-
BAYER-201034683NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

IBUPROFEN C UNK  BAYER
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Detailed Report
8145389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145389 NON-EXPEDITED N US-
BAYER-201034196NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

8145390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145390 NON-EXPEDITED N US-
BAYER-201035387NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145391 NON-EXPEDITED N US-
BAYER-201035356NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE MIRENA S  BAYER

MIRENA S  BAYER

8145393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145393 NON-EXPEDITED N US-
BAYER-201035474NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
DEVICE EXPULSION  

8145394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145394 NON-EXPEDITED N US-
BAYER-201034645NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/day  BAYER
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Detailed Report
8145395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145395 NON-EXPEDITED N US-
BAYER-201035366NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S UNK  BAYER

8145396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145396 NON-EXPEDITED Y US-
BAYER-201036187NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8145397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145397 NON-EXPEDITED N US-
BAYER-201036313NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK  BAYER

8145398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145398 NON-EXPEDITED N US-
BAYER-201035064NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S UNK  BAYER
AMENORRHOEA  
LIBIDO DECREASED  
URINARY TRACT DISORDER  
UTERINE PAIN  
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Detailed Report
8145399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145399 NON-EXPEDITED N US-
BAYER-201036260NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S UNK  BAYER

8145400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145400 NON-EXPEDITED N US-
BAYER-201035378NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES ZOSTER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145401 NON-EXPEDITED N US-
BAYER-201036312NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
SEBORRHOEA  
WEIGHT INCREASED  

8145402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145402 NON-EXPEDITED N US-
BAYER-201035063NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
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Detailed Report
8145403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145403 NON-EXPEDITED N US-
BAYER-201033423NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
CYSTITIS  

8145404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145404 NON-EXPEDITED N US-
BAYER-201033896NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

COMPLICATION OF DEVICE REMOVAL  

8145405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145405 NON-EXPEDITED N US-
BAYER-201036690NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
METRORRHAGIA  

8145406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145406 NON-EXPEDITED N US-
BAYER-201036458NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S  BAYER
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Detailed Report
8145407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145407 NON-EXPEDITED N US-
BAYER-201037528NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145408 NON-EXPEDITED N US-
BAYER-201036415NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S  BAYER

8145409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145409 NON-EXPEDITED Y US-
BAYER-201036461NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8145410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145410 NON-EXPEDITED N US-
BAYER-201037110NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HYPOAESTHESIA  

8145411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145411 NON-EXPEDITED N US-
BAYER-201037115NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8145412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145412 NON-EXPEDITED Y US-
BAYER-201036983NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8145413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145413 NON-EXPEDITED Y US-
BAYER-201036511NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 153 DAY BAYER

8145414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145414 NON-EXPEDITED Y US-
BAYER-201037131NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145415 NON-EXPEDITED Y US-
BAYER-201036990NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED IMMUNE RESPONSIVENESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145416 NON-EXPEDITED N US-
BAYER-201037579NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8145417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145417 NON-EXPEDITED N US-
BAYER-201037561NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145418 NON-EXPEDITED N US-
BAYER-201037091NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

8145419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145419 NON-EXPEDITED N US-
BAYER-201038888NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145420 NON-EXPEDITED N US-
BAYER-201037692NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145421 NON-EXPEDITED N US-
BAYER-201037729NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8145422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145422 NON-EXPEDITED Y US-
BAYER-201037688NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE UNK  BAYER

8145423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145423 NON-EXPEDITED N US-
BAYER-201038093NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8145424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145424 NON-EXPEDITED N US-
BAYER-201039887NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

PARAGARD T380A C  

8145425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145425 NON-EXPEDITED Y US-
BAYER-201039849NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ATROPHIC VULVOVAGINITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145426 NON-EXPEDITED N US-
BAYER-201038094NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8145427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145427 NON-EXPEDITED N US-
BAYER-201036790NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 20 mg/d, CONT  BAYER
DEVICE EXPULSION  

8145428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145428 NON-EXPEDITED N US-
BAYER-201038614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE INSERTION  

8145429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145429 NON-EXPEDITED N US-
BAYER-201040673NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145430 NON-EXPEDITED Y US-
BAYER-201036816NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8145431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145431 NON-EXPEDITED Y US-
BAYER-201037116NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  

8145432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145432 NON-EXPEDITED N US-
BAYER-201037427NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
BACK PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  

8145433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145433 NON-EXPEDITED N US-
BAYER-201037089NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
POST PROCEDURAL DISCOMFORT  

8145435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145435 NON-EXPEDITED N US-
BAYER-201034682NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8145437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145437 NON-EXPEDITED Y US-
BAYER-201036365NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8145440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145440 NON-EXPEDITED N US-
BAYER-201036263NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8145441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145441 NON-EXPEDITED Y US-
BAYER-201037105NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  

8145443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145443 NON-EXPEDITED N US-
BAYER-201037141NA

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
8145445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145445 NON-EXPEDITED N US-TEVA-301327USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8145454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145454 NON-EXPEDITED N US-TEVA-301401USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8145470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145470 NON-EXPEDITED N US-TEVA-301307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145484 NON-EXPEDITED N US-
BAYER-201026865NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8145485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145485 NON-EXPEDITED N US-
BAYER-201037225NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROGESTERONE C TOPICAL UNK  
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Detailed Report
8145486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145486 NON-EXPEDITED Y US-
BAYER-201027849NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8145488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145488 NON-EXPEDITED N US-
BAYER-201034487NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S UNK  BAYER

8145489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145489 NON-EXPEDITED N US-
BAYER-201034382NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE  BAYER

8145490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145490 NON-EXPEDITED N US-
BAYER-201040159NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8145492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145492 NON-EXPEDITED N US-
BAYER-201035060NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8145493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145493 NON-EXPEDITED N US-
BAYER-201036253NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145499 NON-EXPEDITED Y US-BAYER-2011-088226 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145501 NON-EXPEDITED N OT US-BAYER-2011-085491 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8145508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145508 NON-EXPEDITED Y US-BAYER-2011-081916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION YASMIN S  BAYER
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
IRRITABILITY  

8145561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145561 NON-EXPEDITED N US-TEVA-301341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8145576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145576 NON-EXPEDITED N OT US-BAYER-2011-084292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DIZZINESS  
DYSMENORRHOEA  
GENITAL HAEMORRHAGE  
NAUSEA  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL DISCHARGE  

8145609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145609 NON-EXPEDITED N US-TEVA-301342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145610 NON-EXPEDITED Y US-
BAYER-201037019NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8145611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145611 NON-EXPEDITED N US-
BAYER-201025221NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8145612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145612 NON-EXPEDITED Y US-
BAYER-201028054NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8145613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145613 NON-EXPEDITED N US-
BAYER-201037090NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA MIRENA S  BAYER
VOMITING  

8145614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145614 NON-EXPEDITED N US-
BAYER-201031526NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8145615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145615 NON-EXPEDITED Y US-
BAYER-201031364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 128 DAY BAYER
PELVIC PAIN  
UTERINE SPASM  
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Detailed Report
8145653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145653 NON-EXPEDITED N US-TEVA-301590USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145741 NON-EXPEDITED N US-TEVA-301388USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8145742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145742 NON-EXPEDITED N US-TEVA-301455USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8145756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145756 NON-EXPEDITED N US-
BAYER-201024904NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145757 NON-EXPEDITED N US-
BAYER-201024494NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER

Page: 8,488 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8145758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145758 NON-EXPEDITED Y US-
BAYER-201025046NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  
PYREXIA  
VOMITING  

8145764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145764 NON-EXPEDITED N US-TEVA-301454USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C ORAL  

8145765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145765 NON-EXPEDITED N US-
BAYER-201035399NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  

8145766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145766 NON-EXPEDITED Y US-
BAYER-201031644NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER
COITAL BLEEDING  
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Detailed Report
8145767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145767 NON-EXPEDITED Y US-
BAYER-201032994NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8145768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145768 NON-EXPEDITED N US-
BAYER-201036625NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANOVULATORY CYCLE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POLYCYSTIC OVARIES  

8145769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145769 NON-EXPEDITED N US-
BAYER-201027852NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145770 NON-EXPEDITED N US-
BAYER-201029900NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145771 NON-EXPEDITED N US-
BAYER-201040771NA

152 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S TRANSAMMMARY  BAYER

MIRENA S TRANSAMMMARY  BAYER
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8145772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145772 NON-EXPEDITED N US-
BAYER-201036436NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8145773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145773 NON-EXPEDITED N US-
BAYER-201031384NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
MENORRHAGIA  
MOOD ALTERED  
PREMENSTRUAL SYNDROME  

8145774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145774 NON-EXPEDITED N US-
BAYER-201031212NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
MALAISE  
MOOD SWINGS  

8145797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145797 NON-EXPEDITED N US-TEVA-301409USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8145803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145803 NON-EXPEDITED N US-TEVA-301431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8145831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145831 NON-EXPEDITED N US-TEVA-301425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8145863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145863 NON-EXPEDITED N US-TEVA-301444USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

8145940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145940 NON-EXPEDITED N US-TEVA-301406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8145965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8145965 NON-EXPEDITED N US-TEVA-301434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8146053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146053 NON-EXPEDITED Y US-
BAYER-201026159NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8146054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146054 NON-EXPEDITED Y US-
BAYER-201032048NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PATIENT-DEVICE INCOMPATIBILITY  

8146056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146056 NON-EXPEDITED N US-
BAYER-201034473NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8146057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146057 NON-EXPEDITED N US-BAYER-2010-008398 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
AMENORRHOEA  
HIRSUTISM  

8146058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146058 NON-EXPEDITED N US-
BAYER-201037292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  

8146059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146059 NON-EXPEDITED Y US-
BAYER-201035355NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S UNK  BAYER

8146087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146087 NON-EXPEDITED N US-TEVA-301460USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146146 NON-EXPEDITED N US-TEVA-301459USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

Page: 8,494 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8146155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146155 NON-EXPEDITED N US-TEVA-301458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146181 NON-EXPEDITED Y HO,OT DE-BAYER-2011-068059 53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  

8146183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146183 NON-EXPEDITED N US-
BAYER-201021246NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

BACTRIM C  

8146188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146188 NON-EXPEDITED N US-TEVA-301456USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146232 NON-EXPEDITED N US-TEVA-301453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  
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Detailed Report
8146248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146248 NON-EXPEDITED N US-BAYER-2011-088113 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8146252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146252 NON-EXPEDITED Y US-BAYER-2011-088002 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8146257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146257 NON-EXPEDITED N US-TEVA-301670USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8146259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146259 NON-EXPEDITED Y US-BAYER-2011-088225 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8146260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146260 NON-EXPEDITED Y US-BAYER-2011-088253 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8146262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146262 NON-EXPEDITED Y US-BAYER-2011-088245 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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8146263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146263 NON-EXPEDITED N US-BAYER-2011-088189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8146264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146264 NON-EXPEDITED N US-BAYER-2011-088238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8146266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146266 NON-EXPEDITED N US-BAYER-2011-088234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8146267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146267 NON-EXPEDITED N US-BAYER-2011-088241 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8146268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146268 NON-EXPEDITED Y US-BAYER-2011-088173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8146269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146269 NON-EXPEDITED Y US-BAYER-2011-088239 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

8146270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146270 NON-EXPEDITED Y US-BAYER-2011-088218 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8146271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146271 NON-EXPEDITED N US-BAYER-2011-088220 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8146275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146275 NON-EXPEDITED N US-TEVA-301656USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146372 NON-EXPEDITED N US-TEVA-301646USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SEASONIQUE C  
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Detailed Report
8146373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146373 NON-EXPEDITED Y US-
BAYER-201034507NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8146374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146374 NON-EXPEDITED N OT US-BAYER-2011-084891 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
SINUSITIS  

8146378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146378 NON-EXPEDITED Y US-BAYER-2011-088194 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 175 DAY BAYER
ABDOMINAL DISCOMFORT  
BREAST PAIN  
MENSTRUAL DISORDER  
MUSCLE SPASMS  
PELVIC DISCOMFORT  

8146380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146380 NON-EXPEDITED N US-TEVA-301457USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

SEROQUEL C  
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8146387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146387 NON-EXPEDITED Y US-BAYER-2011-088275 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 117 DAY BAYER

8146389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146389 NON-EXPEDITED Y US-BAYER-2011-088317 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8146390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146390 NON-EXPEDITED N US-BAYER-2011-088415 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
MOOD SWINGS  
NIGHT SWEATS  
PARAESTHESIA  
WEIGHT INCREASED  

8146391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146391 NON-EXPEDITED N US-BAYER-2011-088404 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 64 DAY BAYER

8146392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146392 NON-EXPEDITED N US-TEVA-301631USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8146411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146411 NON-EXPEDITED N US-TEVA-301595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146430 NON-EXPEDITED N US-TEVA-301591USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8146456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146456 NON-EXPEDITED N US-TEVA-301429USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA XANAX C ORAL 3 Milligram;  

8146457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146457 NON-EXPEDITED N US-TEVA-301588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8146517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8146517 NON-EXPEDITED N US-
BAYER-201020211NA

21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ORAL PAIN MIRENA S 20 mcg/24hr, used in the

patient's wife
 BAYER

DERMATITIS BULLOUS  
GENITAL RASH  
LIP BLISTER  
PENILE BLISTER  
PENILE PAIN  

8744831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2011 8744831 DIRECT N DS,OT 1 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 MCG EACH DAY  BAYER

7238541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 7238541 EXPEDITED (15-DAY) Y HO,OT 2009-198567-NL 21 YR Female USA
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7238541
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM NUVARING S  
PYREXIA MIRENA S  
HEADACHE CEPHALEXIN C  
PARAESTHESIA AMITRIPTYLENE C  
ADNEXA UTERI CYST  
AMENORRHOEA  
BRONCHITIS  
BRONCHOSPASM  
DECREASED APPETITE  
DEEP VEIN THROMBOSIS  
DEPRESSED MOOD  
DYSMENORRHOEA  
DYSPAREUNIA  
FATIGUE  
GASTROENTERITIS  
HYPEREMESIS GRAVIDARUM  
MATERNAL EXPOSURE DURING PREGNANCY  
MIGRAINE  
MYOCARDIAL INFARCTION  
NAUSEA  
PELVIC PAIN  
PERITONEAL NEOPLASM  
PNEUMONIA  
PREGNANCY  
VAGINITIS BACTERIAL  
VIRAL INFECTION  
VIRAL UPPER RESPIRATORY TRACT
INFECTION

 

VOMITING  
WEIGHT DECREASED  
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7861761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 7861761 NON-EXPEDITED Y US-BAYER-2011-021602 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL UTERINE ANOMALY MIRENA S INTRAUTERINE UNK  BAYER

8048610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8048610 NON-EXPEDITED N US-
BAYER-201012674NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S  BAYER

8086559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8086559 NON-EXPEDITED Y US-BAYER-2011-064789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICATION ERROR MIRENA S  BAYER

8105511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8105511 EXPEDITED (15-DAY) Y HO GB-BAYER-2011-076582 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

 

PELVIC PAIN  
PYREXIA  
VAGINAL DISCHARGE  
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8108383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8108383 NON-EXPEDITED Y US-BAYER-2011-061411 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
PROCEDURAL PAIN  

8123111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8123111 NON-EXPEDITED N US-BAYER-2011-080549 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 331 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8123804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8123804 NON-EXPEDITED Y US-BAYER-2011-081039 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE First Mirena: 20 mcg/

24hr, CONT
29 DAY BAYER

MIRENA S INTRAUTERINE Second Mirena: 20 mcg/
24hr, CONT

 BAYER

8125063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8125063 EXPEDITED (15-DAY) Y HO,OT DE-PFIZER
INC-2011204157

43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BASAL GANGLIA INFARCTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S 1 DF, 1x/day  PFIZER
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8133386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8133386 EXPEDITED (15-DAY) N OT US-BAYER-2011-085040 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA  
PARAESTHESIA  
PLEURISY  

8147301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8147301 NON-EXPEDITED N US-TEVA-301594USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PRURITUS VITAMINS C  
DIZZINESS  
FATIGUE  
NAUSEA  
PELVIC PAIN  

8147322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8147322 NON-EXPEDITED N US-TEVA-301629USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA EFFEXOR C  
DIZZINESS  

8147345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8147345 NON-EXPEDITED N US-TEVA-301648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 8,506 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8147598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8147598 NON-EXPEDITED N US-TEVA-301659USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8148008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148008 NON-EXPEDITED N US-TEVA-301679USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR DISKUS C  

8148014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148014 EXPEDITED (15-DAY) N OT US-BAYER-2011-084749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S UNK 84 DAY BAYER
PSORIASIS  

8148015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148015 EXPEDITED (15-DAY) N OT US-BAYER-2011-084740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S 20 mcg/24hr, CONT  BAYER

8148016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148016 EXPEDITED (15-DAY) N OT US-BAYER-2011-084904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S UNK  BAYER
RASH METHYLPREDNISOLONE C UNK  
ERYTHEMA  
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8148019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148019 NON-EXPEDITED Y US-BAYER-2011-047053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S  BAYER

8148020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148020 NON-EXPEDITED N US-
BAYER-201037095NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8148021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148021 NON-EXPEDITED N US-
BAYER-201020202NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8148022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148022 NON-EXPEDITED Y US-BAYER-2011-020227 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8148026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148026 NON-EXPEDITED N US-BAYER-2011-016425 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8148028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148028 NON-EXPEDITED Y US-
BAYER-201036176NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8148029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148029 NON-EXPEDITED N US-BAYER-2011-017146 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  BAYER

8148106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148106 NON-EXPEDITED N US-TEVA-301753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148108 NON-EXPEDITED N OT CA-BAYER-2011-084924 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOGLOBIN DECREASED MIRENA S UNK  BAYER
DIZZINESS  
PALLOR  
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8148109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148109 NON-EXPEDITED N US-
BAYER-201025073NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8148121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148121 NON-EXPEDITED N US-TEVA-301864USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8148445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148445 NON-EXPEDITED N US-TEVA-301689USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148446 NON-EXPEDITED N US-TEVA-301743USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8148447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148447 NON-EXPEDITED N US-TEVA-301745USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148456 NON-EXPEDITED N US-TEVA-301714USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148465 NON-EXPEDITED N US-TEVA-301691USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148468 NON-EXPEDITED N US-TEVA-301741USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148575 NON-EXPEDITED N US-TEVA-301682USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8148576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148576 NON-EXPEDITED N US-TEVA-301712USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8148691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148691 NON-EXPEDITED N US-TEVA-301674USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8148888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148888 NON-EXPEDITED N US-TEVA-301663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

8148899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8148899 NON-EXPEDITED N US-TEVA-301758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8149097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149097 NON-EXPEDITED N US-TEVA-301930USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  

8149144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149144 NON-EXPEDITED N US-TEVA-301759USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8149458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149458 NON-EXPEDITED N US-TEVA-301754USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8149476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149476 NON-EXPEDITED N US-TEVA-301757USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS VALIUM C  

BACTRIM C  

8149480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149480 NON-EXPEDITED N US-TEVA-301739USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRAMADOL HYDROCHLORIDE C  
LAXATIVES C  

8149513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149513 NON-EXPEDITED N US-TEVA-301892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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8149932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8149932 NON-EXPEDITED N US-
ASTRAZENECA-2011SE
05106

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION SEROQUEL S ORAL  ZENECA
HOT FLUSH PLAN B ONE-STEP S 1 DAY
DIZZINESS  

8150551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8150551 NON-EXPEDITED N US-TEVA-301767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8150612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8150612 NON-EXPEDITED N US-TEVA-301760USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8150613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8150613 NON-EXPEDITED N US-TEVA-301766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8150624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8150624 NON-EXPEDITED N US-TEVA-301765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,514 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8150910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8150910 NON-EXPEDITED N US-TEVA-301764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8151040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8151040 NON-EXPEDITED N US-TEVA-301762USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  

8151151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8151151 NON-EXPEDITED N US-TEVA-301761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8151504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2011 8151504 NON-EXPEDITED N US-TEVA-301958USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS LEVONORGESTREL S ORAL 1.5 Milligram;  

8153101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153101 NON-EXPEDITED N US-TEVA-301989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153111 NON-EXPEDITED N US-TEVA-301991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8153390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153390 NON-EXPEDITED N US-TEVA-301962USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C ORAL 56 Microgram;  
NUVARING C  

8153553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153553 NON-EXPEDITED N US-TEVA-301972USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE WELLBUTRIN C ORAL 300 Milligram;  

WELLBUTRIN C  

8153585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153585 NON-EXPEDITED N US-TEVA-301987USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153587 NON-EXPEDITED N US-TEVA-301984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153606 NON-EXPEDITED N US-TEVA-301879USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8153618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153618 NON-EXPEDITED N US-TEVA-301982USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8153676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153676 NON-EXPEDITED N US-TEVA-301975USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153701 NON-EXPEDITED N US-TEVA-301893USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153716 NON-EXPEDITED N US-TEVA-301971USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8153873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153873 NON-EXPEDITED N US-TEVA-301919USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8153960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153960 NON-EXPEDITED N US-TEVA-301968USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8153968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8153968 NON-EXPEDITED N US-TEVA-301967USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8154003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154003 NON-EXPEDITED N US-TEVA-301960USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8154078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154078 NON-EXPEDITED N US-TEVA-301969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8154094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154094 NON-EXPEDITED N US-TEVA-301957USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8154184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154184 NON-EXPEDITED N US-TEVA-301976USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
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Detailed Report
8154193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154193 NON-EXPEDITED N US-TEVA-302121USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8154231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154231 NON-EXPEDITED N US-TEVA-301980USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  

8154289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154289 NON-EXPEDITED N US-TEVA-302110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8154321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154321 NON-EXPEDITED N US-TEVA-259627USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8154566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2011 8154566 NON-EXPEDITED N US-TEVA-302073USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
6598514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 6598514 NON-EXPEDITED N US-BAYER-
US-2007-034477

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7665449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7665449 NON-EXPEDITED N US-
BAYER-201015079NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  BAYER
AMENORRHOEA  
FATIGUE  
NAUSEA  

7820419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7820419 NON-EXPEDITED N US-BAYER-2010-006943 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

7855477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7855477 NON-EXPEDITED N OT US-BAYER-2011-020273 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
7970885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7970885 NON-EXPEDITED Y US-BAYER-2011-045947 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION ASCORBIC ACID\BIOTIN\RETINOL

\TOCOPHEROL
C  

7972994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7972994 NON-EXPEDITED N OT US-BAYER-2011-045803 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7985036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 7985036 EXPEDITED (15-DAY) Y OT US-BAYER-2011-029548 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
BACK PAIN  
DEPRESSION  
GENITAL HAEMORRHAGE  
PAIN  
PROCEDURAL PAIN  
SUICIDAL IDEATION  

8018320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8018320 NON-EXPEDITED N US-
BAYER-201036113NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
8029389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8029389 NON-EXPEDITED N US-
BAYER-201026551NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8032857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8032857 NON-EXPEDITED N OT US-BAYER-2011-059584 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER

LO LOESTRIN FE C ORAL UNK UNK, QD 61 DAY

8048614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8048614 NON-EXPEDITED N US-
BAYER-201012614NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DENTAL OPERATION MIRENA S  BAYER

8062240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8062240 NON-EXPEDITED N OT US-BAYER-2011-065326 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

MIRENA S  BAYER

8064409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8064409 NON-EXPEDITED N US-BAYER-2011-055947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S Daily dose 20 mcg/24hr  BAYER
PAIN  
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Detailed Report
8081982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8081982 NON-EXPEDITED N US-
BAYER-201032572NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
MENSTRUATION DELAYED  
NAUSEA  
UNEVALUABLE EVENT  

8085446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8085446 NON-EXPEDITED N OT US-BAYER-2011-069805 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8086146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8086146 NON-EXPEDITED Y US-BAYER-2011-007707 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8097786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8097786 NON-EXPEDITED Y US-BAYER-2011-052696 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSURIA  
PROCEDURAL PAIN  
RASH  
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Detailed Report
8098912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8098912 NON-EXPEDITED N US-BAYER-2011-056127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST DISCOMFORT  
HEADACHE  

8101207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8101207 NON-EXPEDITED Y US-BAYER-2011-018262 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
DISCOMFORT  

8102743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8102743 EXPEDITED (15-DAY) Y HO,LT FR-PFIZER
INC-2011191585

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS FULMINANT LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

LIVER TRANSPLANT MARSILID PHOSPHATE S ORAL 50 mg, 1x/day  
MARSILID PHOSPHATE S 25 mg, 1x/day 7 DAY
ACETAMINOPHEN S ORAL 6 g, 1x/day 12 DAY
HYDROXYZINE
HYDROCHLORIDE

S ORAL 1 DF, 3x/day  

RABEPRAZOLE SODIUM S 20 mg, 1x/day  
ALVERINE CITRATE S ORAL 1 DF, 3x/day  
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Detailed Report
8103739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8103739 NON-EXPEDITED N OT US-BAYER-2011-054846 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER
MIGRAINE  
VAGINAL HAEMORRHAGE  

8104526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8104526 NON-EXPEDITED N US-BAYER-2011-050388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA HYPNOTICS AND SEDATIVES C  
DIZZINESS ANALGESICS C  
ACNE CYSTIC ANTIEMETICS AND

ANTINAUSEANTS
C  

ALOPECIA  
BREAST PAIN  
DEPRESSION  
MUSCLE SPASMS  
ONYCHOMALACIA  

8104767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8104767 EXPEDITED (15-DAY) N OT US-BAYER-2011-073388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL CLIMARA PRO S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8106964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8106964 NON-EXPEDITED N US-BAYER-2011-052540 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8120388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8120388 NON-EXPEDITED N US-
BAYER-201019696NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8122034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8122034 NON-EXPEDITED N US-BAYER-2011-041222 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
BACK PAIN  
NAUSEA  
PAIN  
PELVIC PAIN  
UTERINE SPASM  
VOMITING  

8122262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8122262 NON-EXPEDITED Y US-BAYER-2011-081098 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
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Detailed Report
8124246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8124246 NON-EXPEDITED Y US-
BAYER-201023373NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER
MENORRHAGIA  

8124305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8124305 NON-EXPEDITED N US-BAYER-2011-080931 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8124997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8124997 NON-EXPEDITED Y US-BAYER-2011-039191 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8130653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8130653 NON-EXPEDITED Y US-BAYER-2011-084018 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8135347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8135347 EXPEDITED (15-DAY) Y OT MT-BAYER-2011-024734 Female MLT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARRHYTHMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
DYSPNOEA  
FATIGUE  
PANIC ATTACK  

8143739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8143739 NON-EXPEDITED N US-TEVA-301101USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8144204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8144204 NON-EXPEDITED N US-TEVA-301124USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
OVARIAN ENLARGEMENT  
PELVIC PAIN  
URINARY TRACT INFECTION  

8146249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8146249 NON-EXPEDITED Y OT US-BAYER-2011-084937 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 217 DAY BAYER
PELVIC PAIN  

Page: 8,528 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8146253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8146253 NON-EXPEDITED N US-BAYER-2011-085932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
METRORRHAGIA  

8146265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8146265 NON-EXPEDITED N US-
BAYER-201021665NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
AMENORRHOEA  
FATIGUE  
INSOMNIA  
IRRITABILITY  
LIBIDO DECREASED  
MOOD SWINGS  
WEIGHT INCREASED  

8155047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155047 NON-EXPEDITED N US-TEVA-302049USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

Page: 8,529 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8155070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155070 NON-EXPEDITED N US-TEVA-302060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155078 NON-EXPEDITED N US-TEVA-302100USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155104 NON-EXPEDITED N US-TEVA-302102USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155207 NON-EXPEDITED N US-TEVA-302127USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8155246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155246 NON-EXPEDITED N US-TEVA-302140USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155252 NON-EXPEDITED N US-
BAYER-201032569NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8155253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155253 NON-EXPEDITED Y US-
BAYER-201032635NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S UNK  BAYER

8155254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155254 NON-EXPEDITED N US-
BAYER-201033175NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
HYPOMENORRHOEA  

8155256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155256 NON-EXPEDITED N US-
BAYER-201017478NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK 43 DAY BAYER

8155257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155257 NON-EXPEDITED N US-
BAYER-201019907NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8155258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155258 NON-EXPEDITED N US-
BAYER-201019112NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  
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Detailed Report
8155259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155259 NON-EXPEDITED N US-
BAYER-201018360NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8155261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155261 NON-EXPEDITED Y US-
BAYER-201035306NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL PAIN  
BACK PAIN  
OVARIAN CYST  

8155262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155262 NON-EXPEDITED Y US-BAYER-2011-090159 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8155264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155264 NON-EXPEDITED N US-
BAYER-201035352NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE UNK  BAYER

8155266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155266 NON-EXPEDITED N US-BAYER-2011-005840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
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Detailed Report
8155268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155268 NON-EXPEDITED N US-BAYER-2011-015853 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
VAGINAL DISCHARGE  

8155274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155274 NON-EXPEDITED N US-BAYER-2011-011466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8155276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155276 NON-EXPEDITED N US-BAYER-2011-010237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8155277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155277 NON-EXPEDITED Y US-BAYER-2011-001627 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
DEVICE EXPULSION  
VULVOVAGINAL PAIN  

8155278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155278 NON-EXPEDITED Y US-BAYER-2010-006901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 28 DAY BAYER
MENORRHAGIA  
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Detailed Report
8155280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155280 NON-EXPEDITED N US-
BAYER-201041158NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155303 NON-EXPEDITED N US-BAYER-2011-019314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155306 NON-EXPEDITED Y US-BAYER-2011-023442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8155309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155309 NON-EXPEDITED N US-BAYER-2011-019742 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8155310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155310 NON-EXPEDITED Y US-BAYER-2011-020821 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK  BAYER
DEVICE EXPULSION  

8155315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155315 NON-EXPEDITED N US-BAYER-2011-023683 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
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Detailed Report
8155320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155320 NON-EXPEDITED N US-BAYER-2011-034371 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155321 NON-EXPEDITED N US-BAYER-2011-029281 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155323 NON-EXPEDITED Y US-BAYER-2011-026801 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

8155326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155326 NON-EXPEDITED N US-BAYER-2011-020836 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

8155327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155327 NON-EXPEDITED Y US-BAYER-2011-020822 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

MIRENA S  BAYER

8155329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155329 NON-EXPEDITED N US-BAYER-2011-020888 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

Page: 8,535 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8155332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155332 NON-EXPEDITED Y US-BAYER-2011-039197 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155345 EXPEDITED (15-DAY) Y OT DE-PFIZER
INC-2011223682

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPONTANEOUS HAEMATOMA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

8155349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155349 EXPEDITED (15-DAY) N OT US-BAYER-2011-049195 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
BREAST TENDERNESS  
COGNITIVE DISORDER  
FATIGUE  
HAIR GROWTH ABNORMAL  
HEADACHE  
IRRITABILITY  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MENTAL IMPAIRMENT  
PROCEDURAL PAIN  
WEIGHT INCREASED  
WEIGHT LOSS POOR  
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Detailed Report
8155353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155353 NON-EXPEDITED Y US-BAYER-2011-090092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8155355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155355 NON-EXPEDITED N US-BAYER-2011-090058 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8155357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155357 NON-EXPEDITED Y US-BAYER-2011-090061 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8155416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155416 NON-EXPEDITED N US-TEVA-302144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155457 NON-EXPEDITED N US-BAYER-2010-008052 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
ABDOMINAL PAIN UPPER  
DEVICE EXPULSION  
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Detailed Report
8155458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155458 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-071905 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
CIRCULATORY COLLAPSE  

8155593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155593 NON-EXPEDITED N US-TEVA-302146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155602 NON-EXPEDITED N US-TEVA-302037USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155610 NON-EXPEDITED N US-TEVA-302155USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155674 EXPEDITED (15-DAY) Y OT AR-BAYER-2011-086305 34 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8155675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155675 EXPEDITED (15-DAY) N OT NL-BAYER-2011-085670 19 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S INTRAUTERINE UNK  BAYER
PAIN  

8155678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155678 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-086113 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S  BAYER

8155679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155679 EXPEDITED (15-DAY) N OT US-BAYER-2011-086187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 mcg/24hr, CONT  BAYER

8155739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155739 NON-EXPEDITED N US-BAYER-2011-080918 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE RASH  

8155756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155756 NON-EXPEDITED Y US-BAYER-2011-053646 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8155763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155763 NON-EXPEDITED N US-TEVA-302154USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8155768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155768 EXPEDITED (15-DAY) N OT US-BAYER-2011-086515 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S TRANSDERMAL UNK  BAYER

8155771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155771 EXPEDITED (15-DAY) N OT US-BAYER-2011-086324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S UNK  BAYER
BREAST TENDERNESS  
NAUSEA  
WEIGHT INCREASED  

8155793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155793 NON-EXPEDITED N US-TEVA-302153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ABNORMALITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8155806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155806 EXPEDITED (15-DAY) Y OT US-BAYER-2011-085956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8155810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155810 NON-EXPEDITED N US-TEVA-302384USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8155861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155861 NON-EXPEDITED N US-TEVA-302145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8155876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155876 NON-EXPEDITED N US-TEVA-302129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8155897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155897 NON-EXPEDITED N US-TEVA-302386USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155900 NON-EXPEDITED N US-TEVA-302126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8155944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155944 NON-EXPEDITED N US-TEVA-302062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8155957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8155957 NON-EXPEDITED N US-TEVA-302390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8156255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156255 NON-EXPEDITED US-MUTUAL
PHARMACEUTICAL
COMPANY,
INC.-2010P1000655

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED BACTRIM S ORAL  MUTUAL
DRUG INTERACTION LEVONORGESTREL S ORAL  

8156282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156282 NON-EXPEDITED N US-TEVA-302311USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8156357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156357 NON-EXPEDITED N US-BAYER-2011-090073 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156361 NON-EXPEDITED Y US-BAYER-2011-089493 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 µg/d, CONT 460 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8156393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156393 NON-EXPEDITED Y HO US-BAYER-2011-085499 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 mcg/24hr, CONT  BAYER

8156394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156394 NON-EXPEDITED N OT US-BAYER-2011-085816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  

8156395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156395 NON-EXPEDITED Y OT US-BAYER-2011-085838 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 42 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8156396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156396 NON-EXPEDITED Y OT US-BAYER-2011-084881 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8156399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156399 NON-EXPEDITED N OT US-BAYER-2011-084743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8156400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156400 NON-EXPEDITED Y US-BAYER-2011-088281 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
POST PROCEDURAL DISCOMFORT  

8156403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156403 NON-EXPEDITED Y OT US-BAYER-2011-085395 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 6 DAY BAYER

8156406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156406 NON-EXPEDITED Y OT CA-BAYER-2011-085098 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

8156407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156407 NON-EXPEDITED N OT US-BAYER-2011-084619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
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Detailed Report
8156408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156408 NON-EXPEDITED N OT BE-BAYER-2011-085092 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

GENITAL HAEMORRHAGE  

8156410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156410 NON-EXPEDITED N OT US-BAYER-2011-086185 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DYSPAREUNIA  
HYPOMENORRHOEA  
INFERTILITY  

8156525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156525 NON-EXPEDITED Y OT US-BAYER-2011-085492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

8156527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156527 NON-EXPEDITED N OT US-BAYER-2011-085780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DYSPAREUNIA  
FATIGUE  
VAGINAL HAEMORRHAGE  
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8156534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156534 NON-EXPEDITED N OT US-BAYER-2011-085739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8156535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156535 NON-EXPEDITED Y OT US-BAYER-2011-085963 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 812 DAY BAYER
DEVICE EXPULSION  

8156537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156537 NON-EXPEDITED Y US-BAYER-2011-087021 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8156538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156538 NON-EXPEDITED N OT US-BAYER-2011-085778 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 µg, CONT  BAYER

8156539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156539 NON-EXPEDITED N US-BAYER-2011-086567 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8156541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156541 NON-EXPEDITED N OT US-BAYER-2011-085496 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
MUSCLE SPASMS  
PELVIC INFECTION  
UTERINE CONTRACTIONS ABNORMAL  
UTERINE PAIN  
VAGINAL HAEMORRHAGE  

8156543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156543 NON-EXPEDITED N OT US-BAYER-2011-086970 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8156544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156544 NON-EXPEDITED N US-BAYER-2011-089269 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8156552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156552 NON-EXPEDITED N US-BAYER-2011-087547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 143 DAY BAYER
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Detailed Report
8156553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156553 NON-EXPEDITED N OT US-BAYER-2011-085737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg/d, CONT 139 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
OVARIAN CYST  
POST PROCEDURAL HAEMORRHAGE  

8156554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156554 NON-EXPEDITED Y HO,OT US-BAYER-2011-086263 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1316 DAY BAYER

8156556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156556 NON-EXPEDITED N US-TEVA-302324USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8156570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156570 NON-EXPEDITED N OT US-BAYER-2011-085908 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8156572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156572 NON-EXPEDITED N OT US-BAYER-2011-086427 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
DEVICE EXPULSION  
PAIN  
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Detailed Report
8156573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156573 NON-EXPEDITED N US-BAYER-2011-088180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8156580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156580 NON-EXPEDITED N OT US-BAYER-2011-086542 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8156582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156582 NON-EXPEDITED Y US-BAYER-2011-086478 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8156583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156583 NON-EXPEDITED Y OT HU-BAYER-2011-086125 36 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
FATIGUE  
GENITAL HAEMORRHAGE  
HYPOAESTHESIA  
NAUSEA  
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Detailed Report
8156610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156610 NON-EXPEDITED N OT US-BAYER-2011-089477 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8156611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156611 NON-EXPEDITED N US-BAYER-2011-089503 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
DEVICE EXPULSION  

8156621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156621 NON-EXPEDITED N OT US-BAYER-2011-086898 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
ABDOMINAL PAIN  
NAUSEA  
PELVIC INFLAMMATORY DISEASE  
POST PROCEDURAL HAEMORRHAGE  

8156626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156626 NON-EXPEDITED Y OT US-BAYER-2011-087024 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
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Detailed Report
8156627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156627 NON-EXPEDITED Y OT US-BAYER-2011-086638 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK  BAYER
PROCEDURAL PAIN DEPO SHOT C UNK  
ABDOMINAL PAIN LOWER  

8156639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156639 NON-EXPEDITED N OT US-BAYER-2011-086315 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

8156660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156660 NON-EXPEDITED Y US-BAYER-2011-088932 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8156661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156661 NON-EXPEDITED Y US-BAYER-2011-088813 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156663 NON-EXPEDITED N US-BAYER-2011-088611 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8156665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156665 NON-EXPEDITED Y US-BAYER-2011-088569 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8156672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156672 NON-EXPEDITED Y US-BAYER-2011-088597 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8156673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156673 NON-EXPEDITED Y OT US-BAYER-2011-086793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8156676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156676 NON-EXPEDITED N US-BAYER-2011-089543 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8156677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156677 NON-EXPEDITED N US-BAYER-2011-088393 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ADVERSE DRUG REACTION  
UTERINE DISORDER  
WEIGHT INCREASED  

8156679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156679 NON-EXPEDITED N US-BAYER-2011-088193 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156680 NON-EXPEDITED Y US-BAYER-2011-089283 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8156681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156681 NON-EXPEDITED Y US-BAYER-2011-088781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156683 NON-EXPEDITED N US-BAYER-2011-089286 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8156684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156684 NON-EXPEDITED N US-BAYER-2011-088613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156685 NON-EXPEDITED Y US-BAYER-2011-088213 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER

8156686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156686 NON-EXPEDITED Y US-BAYER-2011-088898 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156687 NON-EXPEDITED N US-BAYER-2011-088181 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 52 DAY BAYER

MIRENA S  BAYER
MIRENA S 20 µg, CONT  BAYER

8156689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156689 NON-EXPEDITED Y US-BAYER-2011-088211 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 301 DAY BAYER

8156694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156694 NON-EXPEDITED N US-BAYER-2011-089808 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8156695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156695 NON-EXPEDITED N US-BAYER-2011-089591 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 33 DAY BAYER

8156696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156696 NON-EXPEDITED Y US-BAYER-2011-089521 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8156697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156697 NON-EXPEDITED N US-BAYER-2011-089635 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 12 DAY BAYER

8156699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156699 NON-EXPEDITED Y US-BAYER-2011-088879 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156700 NON-EXPEDITED N US-BAYER-2011-088163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8156701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156701 NON-EXPEDITED Y US-BAYER-2011-089291 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 60 DAY BAYER
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Detailed Report
8156702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156702 NON-EXPEDITED N US-BAYER-2011-088250 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8156705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156705 NON-EXPEDITED Y US-BAYER-2011-088839 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8156707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156707 NON-EXPEDITED Y US-BAYER-2011-089616 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 193 DAY BAYER

8156709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156709 NON-EXPEDITED N US-BAYER-2011-088411 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
MENOMETRORRHAGIA  

8156711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156711 NON-EXPEDITED N US-BAYER-2011-088612 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156712 NON-EXPEDITED N US-BAYER-2011-088919 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8156713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156713 NON-EXPEDITED N US-BAYER-2011-088790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER

8156716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156716 NON-EXPEDITED Y US-BAYER-2011-088135 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 134 DAY BAYER

8156722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156722 NON-EXPEDITED N US-BAYER-2011-089502 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8156723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156723 NON-EXPEDITED Y US-BAYER-2011-089317 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8156725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156725 NON-EXPEDITED N US-BAYER-2011-090053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20mcg/day  BAYER

8156726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156726 NON-EXPEDITED Y US-BAYER-2011-090118 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 908 DAY BAYER
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Detailed Report
8156728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156728 NON-EXPEDITED N US-BAYER-2011-089524 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

8156744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156744 NON-EXPEDITED N US-BAYER-2011-088617 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSION  

8156746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156746 NON-EXPEDITED N US-BAYER-2011-089241 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

8156747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156747 NON-EXPEDITED N US-BAYER-2011-089890 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8156748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156748 NON-EXPEDITED Y US-BAYER-2011-089277 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8156749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156749 NON-EXPEDITED Y US-BAYER-2011-088890 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
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Detailed Report
8156778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156778 NON-EXPEDITED N US-BAYER-2011-089600 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156779 NON-EXPEDITED N US-BAYER-2011-089840 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER

8156780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156780 NON-EXPEDITED Y US-BAYER-2011-089996 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 89 DAY BAYER

8156783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156783 NON-EXPEDITED N US-BAYER-2011-090033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156784 NON-EXPEDITED N US-BAYER-2011-089019 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 162 DAY BAYER

8156785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156785 NON-EXPEDITED Y US-BAYER-2011-089969 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S 20mcg/day  BAYER
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Detailed Report
8156786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156786 NON-EXPEDITED N US-BAYER-2011-089438 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8156787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156787 NON-EXPEDITED N US-BAYER-2011-089560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156788 NON-EXPEDITED N US-BAYER-2011-089310 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8156789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156789 NON-EXPEDITED Y US-BAYER-2011-089292 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK, CONT  BAYER

8156790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156790 NON-EXPEDITED Y US-BAYER-2011-021315 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 532 DAY BAYER

8156797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156797 NON-EXPEDITED Y US-BAYER-2011-090107 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8156798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156798 NON-EXPEDITED N US-BAYER-2011-090088 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8156799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156799 NON-EXPEDITED Y US-BAYER-2011-090040 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  

8156800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156800 NON-EXPEDITED Y US-BAYER-2011-090301 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

MIRENA S  BAYER

8156802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156802 NON-EXPEDITED Y US-BAYER-2011-090078 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER

8156805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156805 NON-EXPEDITED Y US-BAYER-2011-089846 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 81 DAY BAYER
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Detailed Report
8156806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156806 NON-EXPEDITED N US-BAYER-2011-089997 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8156807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156807 NON-EXPEDITED N US-BAYER-2011-089975 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20mcg/day 1 DAY BAYER

8156808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156808 NON-EXPEDITED Y US-BAYER-2011-089853 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8156809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156809 NON-EXPEDITED Y US-BAYER-2011-089974 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8156812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156812 NON-EXPEDITED Y US-BAYER-2011-089632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8156813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156813 NON-EXPEDITED N US-BAYER-2011-089031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8156816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156816 NON-EXPEDITED N US-BAYER-2011-089934 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8156822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156822 NON-EXPEDITED N US-TEVA-302409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8156863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156863 NON-EXPEDITED N US-TEVA-259122USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR XYZAL C ORAL  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8156881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156881 NON-EXPEDITED N US-TEVA-301927USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING HOT  
VOMITING  
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Detailed Report
8156883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8156883 NON-EXPEDITED N US-TEVA-302035USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HERBAL SUPPLEMENTS C  

8745099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8745099 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS SUPERFICIAL LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DAILY  WATSON

8745205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8745205 DIRECT N HO,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
HYPERTENSION  
MEDICAL DEVICE COMPLICATION  
MIGRAINE  

8745252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2011 8745252 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY PLAN B S  WATSON
RASH  
URTICARIA  
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Detailed Report
7941590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 7941590 NON-EXPEDITED N OT US-BAYER-2011-038233 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABORTION MISSED  

7992390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 7992390 EXPEDITED (15-DAY) N OT GB-TEVA-285459ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  DURAMED
Maternal exposure during pregnancy  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8093251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8093251 NON-EXPEDITED Y OT US-BAYER-2011-057009 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
8111403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8111403 NON-EXPEDITED N OT US-BAYER-2011-075929 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 161 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DISCOMFORT  
FUNGAL INFECTION  
HEADACHE  
IRRITABILITY  
LIBIDO DECREASED  
NAUSEA  

8116850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8116850 NON-EXPEDITED Y OT US-BAYER-2011-078696 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 116 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8123610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8123610 NON-EXPEDITED Y OT US-BAYER-2011-079865 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 319 DAY BAYER
ABORTION SPONTANEOUS  
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8123809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8123809 NON-EXPEDITED N OT US-BAYER-2011-081061 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ACNE CYSTIC  
ANXIETY  
DRY SKIN  
GENITAL HAEMORRHAGE  
MOOD SWINGS  
SKIN HYPERPIGMENTATION  

8133126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8133126 EXPEDITED (15-DAY) N OT AR-BAYER-2011-081365 44 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE LEVOTHYROXINE SODIUM C ORAL  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

8157233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157233 NON-EXPEDITED N US-BAYER-2011-090492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8157235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157235 NON-EXPEDITED Y US-BAYER-2011-088728 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
SCAR  
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Detailed Report
8157236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157236 NON-EXPEDITED Y US-BAYER-2011-090373 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8157237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157237 NON-EXPEDITED N US-BAYER-2011-090402 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8157240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157240 NON-EXPEDITED Y US-BAYER-2011-090303 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8157241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157241 NON-EXPEDITED N US-BAYER-2011-090420 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S UNK  BAYER

8157242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157242 NON-EXPEDITED N US-BAYER-2011-088937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8157243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157243 NON-EXPEDITED N US-BAYER-2011-088904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8157244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157244 NON-EXPEDITED N US-BAYER-2011-090499 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8157245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157245 NON-EXPEDITED Y US-BAYER-2011-090446 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FEELING OF BODY TEMPERATURE CHANGE  
HYPERHIDROSIS  

8157254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157254 NON-EXPEDITED N US-BAYER-2011-089520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
METRORRHAGIA  

8157268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157268 NON-EXPEDITED N US-BAYER-2011-090621 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S UNK  BAYER
DYSPAREUNIA  

8157269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157269 NON-EXPEDITED N US-BAYER-2011-090543 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8157272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157272 NON-EXPEDITED N US-BAYER-2011-090631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
MOOD SWINGS  

8157274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157274 NON-EXPEDITED N OT US-BAYER-2011-086590 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8157276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157276 NON-EXPEDITED N OT US-BAYER-2011-086560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BREAST PAIN  

8157299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157299 NON-EXPEDITED Y US-BAYER-2011-090642 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE UNK  BAYER

8157300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157300 NON-EXPEDITED N US-BAYER-2011-086591 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK 1372 DAY BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8157302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157302 NON-EXPEDITED N US-BAYER-2011-090377 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8157303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157303 NON-EXPEDITED Y OT US-BAYER-2011-087042 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOWER EXTREMITY MASS MIRENA S  BAYER

8157316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157316 NON-EXPEDITED N US-
BAYER-201030939NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8157317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157317 EXPEDITED (15-DAY) Y OT US-BAYER-2011-086605 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8157320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157320 NON-EXPEDITED Y US-BAYER-2011-090649 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 0.02 mg, QD  BAYER
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Detailed Report
8157387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157387 NON-EXPEDITED N US-TEVA-302459USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157458 NON-EXPEDITED N US-TEVA-302389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157557 NON-EXPEDITED N US-TEVA-302410USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157589 NON-EXPEDITED N US-TEVA-302418USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157603 NON-EXPEDITED N OT US-BAYER-2011-087599 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AGGRESSION  
AMENORRHOEA  
FEELING COLD  
FEELING OF BODY TEMPERATURE CHANGE  
GENITAL HAEMORRHAGE  
HYPERHIDROSIS  
MENOPAUSE  
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Detailed Report
8157604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157604 NON-EXPEDITED Y OT US-BAYER-2011-087995 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 7 DAY BAYER

8157610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157610 NON-EXPEDITED N US-TEVA-302328USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157628 NON-EXPEDITED N US-TEVA-302571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8157634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157634 NON-EXPEDITED N US-TEVA-302442USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157692 NON-EXPEDITED N US-TEVA-302331USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157759 NON-EXPEDITED N US-TEVA-302465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8157769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157769 NON-EXPEDITED N US-TEVA-302473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157776 NON-EXPEDITED N US-TEVA-302469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157783 NON-EXPEDITED N US-BAYER-2011-088025 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8157785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157785 NON-EXPEDITED N OT US-BAYER-2011-087616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8157786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157786 NON-EXPEDITED N US-BAYER-2011-090787 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 0.02 mg, QD 89 DAY BAYER
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Detailed Report
8157788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157788 NON-EXPEDITED Y OT US-BAYER-2011-087634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8157789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157789 NON-EXPEDITED N US-BAYER-2011-090302 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8157792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157792 NON-EXPEDITED N US-BAYER-2011-087960 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8157820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157820 NON-EXPEDITED N US-TEVA-302457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  

8157851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157851 NON-EXPEDITED N US-TEVA-302580USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
8157855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157855 NON-EXPEDITED N US-BAYER-2011-087121 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8157856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157856 NON-EXPEDITED N OT US-BAYER-2011-087629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MENORRHAGIA  

8157874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157874 NON-EXPEDITED Y OT US-BAYER-2011-087138 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8157882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157882 NON-EXPEDITED N US-TEVA-302543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8157893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8157893 NON-EXPEDITED N US-TEVA-302537USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8158280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8158280 NON-EXPEDITED N OT US-BAYER-2011-087158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8158337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8158337 NON-EXPEDITED N US-TEVA-302414USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CYMBALTA C  
CONCERTA C  
MULTI-VITAMIN C  

8158532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8158532 EXPEDITED (15-DAY) N OT US-BAYER-2011-088167 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE DISORDER  

8158533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8158533 EXPEDITED (15-DAY) N OT US-BAYER-2011-087133 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEPRESSION SUICIDAL  
POST PROCEDURAL HAEMORRHAGE  
SUICIDAL IDEATION  
VAGINITIS BACTERIAL  
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Detailed Report
8158627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8158627 NON-EXPEDITED N US-TEVA-302560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8745048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8745048 DIRECT N LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S  BAYER
MIGRAINE .. C  
ALOPECIA  
ARTHRALGIA  
CONFUSIONAL STATE  
DIARRHOEA  
DIZZINESS  
DYSPNOEA  
EATING DISORDER  
HAEMORRHAGIC ANAEMIA  
LIP SWELLING  
NAUSEA  
OEDEMA MOUTH  
OROPHARYNGEAL SWELLING  
SYNCOPE  
VOMITING  

8745072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2011 8745072 DIRECT N OT,RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
6823230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 6823230 EXPEDITED (15-DAY) Y OT GB-B.I.
PHARMACEUTICALS,IN
C./RIDGEFIELD-2008-
DE-06699GD

29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA NEVIRAPINE S 400 mg  BOEHRINGER INGELHEIM
ANAEMIA NORDETTE S ORAL  
DRUG INTERACTION NORDETTE S  

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL  

COMBIVIR C 600 mg zidovudine/300
mg lamivudine

 

FERROUS SULFATE C ORAL  
TRANEXAMIC ACID C 3 g  
TRANEXAMIC ACID C  
MEFENAMIC ACID C 1500 mg  
MEFENAMIC ACID C  
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Detailed Report
7803374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 7803374 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-010475 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg, CONT 560 DAY BAYER
ABDOMINAL PAIN  
ACNE  
BACK PAIN  
CHILLS  
DIZZINESS  
GASTRIC DISORDER  
HAEMORRHAGIC OVARIAN CYST  
HYPERHIDROSIS  
INSOMNIA  
NAUSEA  
PELVIC PAIN  
PROCEDURAL PAIN  
SYNCOPE  
VAGINAL HAEMORRHAGE  

8062230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8062230 NON-EXPEDITED N OT US-BAYER-2011-065346 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8066661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8066661 NON-EXPEDITED N US-BAYER-2011-067047 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DEVICE EXPULSION  
PROCEDURAL PAIN  

8083987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8083987 NON-EXPEDITED Y OT US-BAYER-2011-068573 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 26 DAY BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8088673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8088673 NON-EXPEDITED Y OT US-BAYER-2011-069879 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
VAGINAL HAEMORRHAGE ALBUTEROL C UNK UNK, PRN  

ZOLOFT C ORAL 50 mg, QD  

8088866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8088866 NON-EXPEDITED Y OT US-BAYER-2011-071696 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 697 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8138094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8138094 EXPEDITED (15-DAY) N OT US-TEVA-300564USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PLACENTA PRAEVIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AMNIOTIC FLUID VOLUME DECREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LIVE BIRTH  
Maternal exposure during pregnancy  

8138098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8138098 EXPEDITED (15-DAY) N CA,OT US-TEVA-300581USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL HEART RATE DISORDER PLAN B ONE-STEP S UNKNOWN  DURAMED
CONGENITAL ORAL MALFORMATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
Maternal exposure during pregnancy  

8159228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159228 NON-EXPEDITED N US-TEVA-302670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159244 NON-EXPEDITED N US-TEVA-302673USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159248 NON-EXPEDITED N US-TEVA-302676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8159260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159260 NON-EXPEDITED N US-TEVA-302680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8159440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159440 NON-EXPEDITED N US-
BAYER-201021198NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER

8159441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159441 NON-EXPEDITED N US-BAYER-2011-048616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8159442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159442 NON-EXPEDITED N US-BAYER-2011-010845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
ABDOMINAL PAIN  
PAIN  

8159449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159449 NON-EXPEDITED N US-TEVA-302664USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8159539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159539 NON-EXPEDITED N US-TEVA-302615USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8159547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159547 NON-EXPEDITED N US-PFIZER
INC-2011227915

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POOR QUALITY DRUG ADMINISTERED ALESSE 28 S ORAL UNK, 1x/day  PFIZER
DYSMENORRHOEA  
METRORRHAGIA  

8159708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159708 NON-EXPEDITED N US-TEVA-302700USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159713 NON-EXPEDITED N US-BAYER-2011-091351 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 397 DAY BAYER

8159738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159738 NON-EXPEDITED N US-TEVA-302701USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8159752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159752 NON-EXPEDITED N US-TEVA-302623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159907 NON-EXPEDITED N US-TEVA-302694USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159926 NON-EXPEDITED N US-TEVA-302688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159940 NON-EXPEDITED N US-TEVA-302683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159963 NON-EXPEDITED N US-TEVA-302661USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALPRAZOLAM C  
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Detailed Report
8159982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159982 NON-EXPEDITED N US-TEVA-302677USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

THYROID MEDICATION C ORAL  

8159999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8159999 NON-EXPEDITED N US-TEVA-302675USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NAPROXEN C ORAL  

8160011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160011 NON-EXPEDITED N US-TEVA-302674USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8160084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160084 NON-EXPEDITED N OT US-BAYER-2011-088236 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 82 DAY BAYER

8160087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160087 NON-EXPEDITED Y US-
BAYER-201040397NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 235 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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Detailed Report
8160096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160096 NON-EXPEDITED N US-TEVA-302665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160097 NON-EXPEDITED N US-TEVA-302699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8160108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160108 NON-EXPEDITED N US-TEVA-302668USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  

8160169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160169 EXPEDITED (15-DAY) Y CA,OT DE-
GLAXOSMITHKLINE-
D0072840A

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT MALFORMATION LAMICTAL S TRANSPLACENTAL 275 DAY GLAXOSMITHKLINE
SMALL FOR DATES BABY VALPROIC ACID S TRANSPLACENTAL 275 DAY
PYELOCALIECTASIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S TRANSPLACENTAL 40 DAY

HEAD DEFORMITY FOLIC ACID S TRANSPLACENTAL 5MG per day 44 DAY GLAXOSMITHKLINE
FOETAL GROWTH RESTRICTION  
Maternal exposure during pregnancy  
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Detailed Report
8160251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160251 NON-EXPEDITED N US-TEVA-302671USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8160300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160300 NON-EXPEDITED N US-TEVA-302733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160328 NON-EXPEDITED N US-TEVA-302730USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8160362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160362 NON-EXPEDITED N US-TEVA-302729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160367 NON-EXPEDITED N US-TEVA-302797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BIRTH CONTROL PILLS C ORAL  
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Detailed Report
8160627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160627 NON-EXPEDITED N US-TEVA-302758USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CLONAZEPAM C  

8160668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160668 NON-EXPEDITED N US-TEVA-302735USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160682 NON-EXPEDITED N US-TEVA-302728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160757 NON-EXPEDITED N US-TEVA-302696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160774 NON-EXPEDITED N US-TEVA-302693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160800 NON-EXPEDITED N US-TEVA-302759USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8160810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160810 NON-EXPEDITED N US-TEVA-302695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160900 NON-EXPEDITED N OT US-
BAYER-201035376NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
CRYING  
DEPRESSION  
DYSFUNCTIONAL UTERINE BLEEDING  
DYSPAREUNIA  
FEAR  
FEELING ABNORMAL  
HEADACHE  
LOSS OF LIBIDO  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
NAUSEA  
OVARIAN CYST  
PANIC REACTION  
RETCHING  
VULVOVAGINAL DISORDER  
VULVOVAGINAL INJURY  

Page: 8,590 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8160902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160902 NON-EXPEDITED Y US-BAYER-2011-091312 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8160903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160903 NON-EXPEDITED Y US-BAYER-2011-091549 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8160904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160904 NON-EXPEDITED Y US-BAYER-2011-091179 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8160905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160905 NON-EXPEDITED Y US-BAYER-2011-091061 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 16 DAY BAYER

8160906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160906 NON-EXPEDITED Y US-BAYER-2011-091538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8160908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160908 NON-EXPEDITED N US-BAYER-2011-091508 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 117 DAY BAYER
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Detailed Report
8160921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160921 NON-EXPEDITED N OT US-BAYER-2011-088119 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8160922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160922 NON-EXPEDITED N OT US-BAYER-2011-088196 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8160923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160923 NON-EXPEDITED N OT US-BAYER-2011-088182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8160926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160926 NON-EXPEDITED N US-BAYER-2011-088465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8160927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160927 NON-EXPEDITED N US-BAYER-2011-090801 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8160928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160928 NON-EXPEDITED N OT US-BAYER-2011-088098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST  

8160929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160929 NON-EXPEDITED Y US-BAYER-2011-088043 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/day  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
MENSTRUAL DISORDER  
VOMITING IN PREGNANCY  

8160930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160930 NON-EXPEDITED Y OT US-BAYER-2011-087987 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8160931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160931 NON-EXPEDITED Y OT US-BAYER-2011-088047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8160932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160932 NON-EXPEDITED N OT US-BAYER-2011-087984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8160933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160933 NON-EXPEDITED N OT US-BAYER-2011-087983 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  
PAIN  

8160934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160934 NON-EXPEDITED N OT US-BAYER-2011-088080 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
EMOTIONAL DISORDER  
VAGINAL HAEMORRHAGE  

8160942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8160942 NON-EXPEDITED Y OT US-BAYER-2011-088399 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIARRHOEA  
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Detailed Report
8745520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2011 8745520 DIRECT N DS 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S HORMONE IS IN IUD

INSERTED
 BAYER

ANXIETY  
ASTHENIA  
FEELING ABNORMAL  
HORMONE LEVEL ABNORMAL  
INFLUENZA LIKE ILLNESS  
PARAESTHESIA  
VISION BLURRED  

8017165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8017165 NON-EXPEDITED Y HO US-BAYER-2011-053597 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, UNK 129 DAY BAYER
PAIN  

8116814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8116814 NON-EXPEDITED N US-BAYER-2011-076640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S UNK  BAYER
PAIN  
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Detailed Report
8138673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8138673 NON-EXPEDITED N US-TEVA-300609USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8139640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8139640 NON-EXPEDITED N US-TEVA-300879USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
INCREASED APPETITE  
WEIGHT INCREASED  

8145628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8145628 NON-EXPEDITED N US-TEVA-301378USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SYNTHROID C  

8158841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8158841 EXPEDITED (15-DAY) Y GB-BAYER-2011-089923 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER
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Detailed Report
8161103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161103 NON-EXPEDITED N US-TEVA-302816USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161114 NON-EXPEDITED N US-TEVA-302826USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161203 EXPEDITED (15-DAY) Y OT BE-BAYER-2011-087276 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 701 DAY BAYER
CYST  
ECTOPIC PREGNANCY  
GASTROINTESTINAL DISORDER  
PERITONEAL HAEMORRHAGE  
RUPTURED ECTOPIC PREGNANCY  
UNEVALUABLE EVENT  

8161204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161204 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-088930 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MATERIAL ISSUE MIRENA S INTRAUTERINE  BAYER

8161252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161252 NON-EXPEDITED N OT US-BAYER-2011-088838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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Detailed Report
8161258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161258 NON-EXPEDITED N OT US-BAYER-2011-089204 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

8161280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161280 NON-EXPEDITED N US-TEVA-302829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161294 NON-EXPEDITED Y OT US-BAYER-2011-089228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8161295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161295 NON-EXPEDITED N OT US-BAYER-2011-088824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8161296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161296 NON-EXPEDITED Y US-BAYER-2011-090063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 128 DAY BAYER
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Detailed Report
8161297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161297 NON-EXPEDITED N OT US-BAYER-2011-091535 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
DEVICE EXPULSION  

8161298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161298 NON-EXPEDITED N OT US-BAYER-2011-089284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 50 DAY BAYER

8161365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161365 NON-EXPEDITED N US-TEVA-302830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161428 NON-EXPEDITED N US-TEVA-302831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161444 NON-EXPEDITED N OT US-BAYER-2011-089453 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 323 DAY BAYER
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8161475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161475 NON-EXPEDITED N US-BAYER-2011-091629 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 27 DAY BAYER

8161494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161494 NON-EXPEDITED N US-TEVA-302798USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161556 NON-EXPEDITED N US-TEVA-302843USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8161558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161558 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-074563 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
INTESTINAL PERFORATION MIRENA S  BAYER
DEVICE EXPULSION  

8161582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161582 NON-EXPEDITED N US-TEVA-302841USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  
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Detailed Report
8161593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161593 NON-EXPEDITED N US-TEVA-302832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161594 NON-EXPEDITED N US-TEVA-302837USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161624 NON-EXPEDITED N US-TEVA-302833USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE C  

8161628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161628 NON-EXPEDITED N US-TEVA-302828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLD SWEAT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SKIN BURNING SENSATION  

8161693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161693 NON-EXPEDITED Y US-TEVA-302777USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8161698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161698 NON-EXPEDITED N US-TEVA-302825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161772 NON-EXPEDITED N US-TEVA-302821USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161781 NON-EXPEDITED N US-TEVA-302819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8161881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161881 NON-EXPEDITED N US-TEVA-302840USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8161945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8161945 NON-EXPEDITED N US-TEVA-302835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8162159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162159 NON-EXPEDITED N OT US-BAYER-2011-089017 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8162160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162160 EXPEDITED (15-DAY) N OT CA-BAYER-2011-088277 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
POLLAKIURIA  
STAPHYLOCOCCAL INFECTION  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  

8162185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162185 NON-EXPEDITED Y OT US-BAYER-2011-089011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8162201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162201 NON-EXPEDITED N US-TEVA-302868USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8162215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162215 NON-EXPEDITED N OT US-BAYER-2011-089447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8162250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162250 NON-EXPEDITED Y US-BAYER-2011-089526 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 205 DAY BAYER

8162276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162276 NON-EXPEDITED N US-TEVA-302870USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8162469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162469 NON-EXPEDITED N US-TEVA-302846USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
NAUSEA  

8162494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8162494 NON-EXPEDITED N US-TEVA-302842USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8745311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2011 8745311 DIRECT Y OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANDROGENETIC ALOPECIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 TABLET DAILY PO  

HAIR DISORDER SERTRALINE HYDROCHLORIDE C ORAL  
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8086937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8086937 NON-EXPEDITED Y US-BAYER-2011-069605 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
POST PROCEDURAL COMPLICATION MARCAINE C UNK  
PROCEDURAL NAUSEA ZESTRIL C UNK  
BRADYCARDIA  
HEART RATE DECREASED  
HYPOTENSION  

8117779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8117779 NON-EXPEDITED Y OT US-BAYER-2011-079898 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8145694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8145694 NON-EXPEDITED N US-TEVA-301383USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8154550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8154550 NON-EXPEDITED N US-TEVA-302081USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8157462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8157462 NON-EXPEDITED N US-TEVA-302437USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C ORAL  

8158448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8158448 NON-EXPEDITED N US-TEVA-302420USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8159854 NON-EXPEDITED N US-TEVA-302658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8160321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8160321 NON-EXPEDITED N US-TEVA-302754USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8162889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162889 NON-EXPEDITED N US-BAYER-2011-083962 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S TRANSDERMAL UNK  BAYER
ALOPECIA  
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Detailed Report
8162890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162890 NON-EXPEDITED Y US-BAYER-2011-092320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8162893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162893 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-085224 51 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
CONVULSION  
DYSKINESIA  
SYNCOPE  

8162897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162897 NON-EXPEDITED Y US-BAYER-2011-091669 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8162898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162898 NON-EXPEDITED Y OT US-BAYER-2011-089626 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE DISLOCATION  

8162900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162900 NON-EXPEDITED N US-TEVA-302962USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,607 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8162940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8162940 NON-EXPEDITED N US-TEVA-302906USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LEXAPRO C  

8163137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163137 NON-EXPEDITED N US-TEVA-302953USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8163138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163138 NON-EXPEDITED N US-BAYER-2011-090008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8163139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163139 NON-EXPEDITED Y US-BAYER-2011-092497 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 677 DAY BAYER

8163140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163140 NON-EXPEDITED Y OT US-BAYER-2011-089511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE UNK  BAYER
DEVICE BREAKAGE  
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Detailed Report
8163141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163141 NON-EXPEDITED N US-BAYER-2011-092361 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER

MIRENA S  BAYER

8163143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163143 NON-EXPEDITED N US-BAYER-2011-091908 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8163144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163144 NON-EXPEDITED Y US-BAYER-2011-092318 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8163230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163230 NON-EXPEDITED N US-TEVA-302867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8163231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163231 NON-EXPEDITED N US-TEVA-302960USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8163287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163287 NON-EXPEDITED N US-TEVA-302957USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BACTRIM C ORAL  

VALIUM C ORAL  

8163317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163317 NON-EXPEDITED N US-TEVA-302954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8163318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163318 NON-EXPEDITED N US-TEVA-302959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8163361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163361 NON-EXPEDITED N US-TEVA-302948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8163419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163419 NON-EXPEDITED N US-TEVA-302961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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8163647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163647 NON-EXPEDITED Y OT US-BAYER-2011-089449 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8163649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163649 NON-EXPEDITED N OT US-BAYER-2011-088871 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8163650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163650 NON-EXPEDITED N US-BAYER-2011-089440 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
COITAL BLEEDING  

8163651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163651 NON-EXPEDITED N US-BAYER-2011-091801 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8163652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163652 NON-EXPEDITED N US-BAYER-2011-091757 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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8163670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163670 NON-EXPEDITED Y US-TEVA-302949USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
SECRETION DISCHARGE  

8163825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163825 EXPEDITED (15-DAY) N OT US-BAYER-2011-089238 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE UNK 552 DAY BAYER

DEVICE EXPULSION  

8163831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8163831 NON-EXPEDITED N OT US-BAYER-2011-089426 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE MIRENA S  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
MALAISE  
RASH  

8164353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164353 NON-EXPEDITED N US-TEVA-302956USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8164378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164378 NON-EXPEDITED N US-TEVA-261841USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8164439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164439 NON-EXPEDITED N US-TEVA-303028USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PROTONIX C  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8164454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164454 NON-EXPEDITED N US-TEVA-303090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8164487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164487 NON-EXPEDITED N US-TEVA-303084USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

Page: 8,613 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8164525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164525 NON-EXPEDITED N US-TEVA-303083USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUSHING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCULOSKELETAL STIFFNESS  

8164547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164547 NON-EXPEDITED N US-TEVA-303032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8164561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164561 NON-EXPEDITED N US-TEVA-303011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8164568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164568 NON-EXPEDITED N US-TEVA-302999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE TIGHTNESS  

8164780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164780 NON-EXPEDITED N OT US-BAYER-2011-088957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS MIRENA S INTRAUTERINE UNK  BAYER
MENORRHAGIA PENICILLIN S  
VAGINAL HAEMORRHAGE  
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Detailed Report
8164782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164782 NON-EXPEDITED Y US-BAYER-2011-092049 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 500 DAY BAYER
DEVICE EXPULSION  

8164783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164783 NON-EXPEDITED N OT US-BAYER-2011-092592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE DISLOCATION  

8164784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164784 NON-EXPEDITED Y OT US-BAYER-2011-090027 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8164785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2011 8164785 EXPEDITED (15-DAY) N OT BE-BAYER-2011-088669 36 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 7 DAY BAYER
DEVICE DISLOCATION  
SMALL INTESTINAL RESECTION  
UTERINE PERFORATION  
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Detailed Report
7958161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 7958161 NON-EXPEDITED N OT US-BAYER-2011-041787 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ABDOMINAL PAIN  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  

8085425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8085425 NON-EXPEDITED Y US-BAYER-2011-066334 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
DEVICE BREAKAGE  
MEDICAL DEVICE COMPLICATION  

8115549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8115549 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-076498 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRAOCULAR PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8138369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8138369 NON-EXPEDITED N US-TEVA-300566USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

INSULIN NOS C  
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Detailed Report
8143292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8143292 NON-EXPEDITED N US-TEVA-301130USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8144515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8144515 NON-EXPEDITED N US-TEVA-301280USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8157705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8157705 NON-EXPEDITED N US-TEVA-302365USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION IRREGULAR  
NAUSEA  

8159388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8159388 NON-EXPEDITED N US-TEVA-302653USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8159471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8159471 NON-EXPEDITED N US-TEVA-302660USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8165239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165239 NON-EXPEDITED N US-TEVA-303094USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8165288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165288 NON-EXPEDITED N US-TEVA-303095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8165406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165406 NON-EXPEDITED N US-TEVA-303097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8165458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165458 NON-EXPEDITED N US-PFIZER
INC-2011231099

38 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA LYBREL S UNK  PFIZER

8165479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165479 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-064002 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXOPHTHALMOS MIRENA S INTRAUTERINE UNK 800 DAY BAYER
MIGRAINE WITH AURA PYOSTACINE C ORAL UNK UNK, BID 7 DAY
HEADACHE MOXIFLOXACIN

HYDROCHLORIDE
C UNK 10 DAY BAYER

EYE DISORDER  
VISUAL IMPAIRMENT  
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Detailed Report
8165519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165519 NON-EXPEDITED Y OT US-BAYER-2011-089999 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
METRORRHAGIA  

8165521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165521 NON-EXPEDITED N OT US-BAYER-2011-089966 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 194 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8165528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165528 NON-EXPEDITED N US-TEVA-303096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8165572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165572 NON-EXPEDITED Y OT US-BAYER-2011-089954 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 16 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  
UTERINE INFLAMMATION  
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Detailed Report
8165573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165573 NON-EXPEDITED Y OT US-BAYER-2011-089864 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DYSPAREUNIA  
HEADACHE  
MEDICAL DEVICE DISCOMFORT  
MICTURITION URGENCY  
MUSCULAR WEAKNESS  
PALPITATIONS  
PARAESTHESIA  
PELVIC PAIN  
SMEAR CERVIX ABNORMAL  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL SWELLING  

8165575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165575 NON-EXPEDITED N OT US-BAYER-2011-089874 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  

8165576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165576 NON-EXPEDITED N OT US-BAYER-2011-089620 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8165577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165577 NON-EXPEDITED N OT US-BAYER-2011-089641 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
DEVICE EXPULSION  

8165620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165620 EXPEDITED (15-DAY) Y OT GB-
BAYER-200832210GPV

29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA NORDETTE S ORAL As used dose: UNK  BAYER
ANAEMIA COMBIVIR C UNKNOWN 1/12 HOURS  

MEFENAMIC ACID C UNKNOWN  
MEFENAMIC ACID C  
TRANEXAMIC ACID C UNKNOWN  
TRANEXAMIC ACID C  
NORDETTE S  BAYER
LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL  BAYER

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  BAYER

NEVIRAPINE S UNKNOWN 1/12 HOURS  

8165878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165878 NON-EXPEDITED Y US-BAYER-2011-091815 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 404 DAY BAYER

8165974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165974 NON-EXPEDITED N US-TEVA-303288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8165993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8165993 NON-EXPEDITED N US-TEVA-303252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8166000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166000 NON-EXPEDITED N US-BAYER-2011-089541 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, QD  BAYER

8166021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166021 NON-EXPEDITED N US-TEVA-303227USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8166064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166064 NON-EXPEDITED N US-TEVA-303221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8166086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166086 NON-EXPEDITED N US-TEVA-303206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8166185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166185 NON-EXPEDITED Y OT US-BAYER-2011-089919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  

8166327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166327 NON-EXPEDITED N OT US-BAYER-2011-089935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8166423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166423 NON-EXPEDITED N OT US-BAYER-2011-089955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE COMPLICATION  

8166468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166468 NON-EXPEDITED N US-TEVA-303311USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8166504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166504 NON-EXPEDITED N US-TEVA-303308USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8166541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166541 NON-EXPEDITED N US-TEVA-303329USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8166565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166565 NON-EXPEDITED N US-TEVA-303327USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8166581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166581 NON-EXPEDITED N OT US-BAYER-2011-090102 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8166603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2011 8166603 NON-EXPEDITED N US-TEVA-303324USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8085439 NON-EXPEDITED Y HO,OT US-BAYER-2011-069422 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 494 DAY BAYER
PAIN MIRENA S  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
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Detailed Report
8096993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8096993 NON-EXPEDITED Y OT US-BAYER-2011-072120 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC INFLAMMATORY DISEASE  
POST PROCEDURAL HAEMORRHAGE  

8116326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8116326 NON-EXPEDITED N US-BAYER-2011-032552 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8130635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8130635 EXPEDITED (15-DAY) Y OT NL-BAYER-2011-079798 39 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
CHEST PAIN  
DYSPNOEA  
HEADACHE  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  

8135278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8135278 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-082232 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE UNK  BAYER
RED BLOOD CELL SEDIMENTATION RATE
INCREASED

MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8137955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8137955 NON-EXPEDITED Y HO,OT US-BAYER-2011-081987 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8146052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8146052 NON-EXPEDITED N US-
BAYER-201029824NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8155583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8155583 EXPEDITED (15-DAY) N OT US-BAYER-2011-084624 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORPHYRIA NON-ACUTE MIRENA S 20 mcg/24hr, CONT 54 DAY BAYER
BACK PAIN  
BLISTER  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
HYPERTRICHOSIS  
LOSS OF LIBIDO  
PAIN IN EXTREMITY  
PRURITUS  
SWELLING  
VAGINAL DISCHARGE  
VISUAL IMPAIRMENT  
WEIGHT DECREASED  
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Detailed Report
8160410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8160410 EXPEDITED (15-DAY) N OT US-TEVA-302778USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLINDNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HYPOAESTHESIA  
MENSTRUATION IRREGULAR  

8167062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167062 NON-EXPEDITED N US-TEVA-303254USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167147 NON-EXPEDITED N US-TEVA-303337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167238 NON-EXPEDITED N US-TEVA-303325USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8167275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167275 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-089247 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8167276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167276 NON-EXPEDITED Y US-BAYER-2011-093005 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 939 DAY BAYER

MIRENA S  BAYER

8167279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167279 NON-EXPEDITED N OT US-BAYER-2011-089592 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH GENERALISED  

8167285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167285 NON-EXPEDITED N OT US-BAYER-2011-089596 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8167286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167286 NON-EXPEDITED Y OT US-BAYER-2011-089945 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
POST PROCEDURAL DISCOMFORT  

8167367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167367 NON-EXPEDITED Y OT US-BAYER-2011-090382 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 257 DAY BAYER
PELVIC PAIN  
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Detailed Report
8167370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167370 NON-EXPEDITED N US-BAYER-2011-090079 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8167382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167382 NON-EXPEDITED Y OT US-BAYER-2011-090871 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8167403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167403 NON-EXPEDITED N US-TEVA-303401USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167406 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2011-090271 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1730 DAY BAYER

ABDOMINAL PAIN  
BREAST SWELLING  
COAGULOPATHY  
GENITAL HAEMORRHAGE  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8167409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167409 NON-EXPEDITED N US-BAYER-2011-093456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 91 DAY BAYER

8167411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167411 NON-EXPEDITED N US-BAYER-2011-092213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8167412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167412 NON-EXPEDITED Y US-BAYER-2011-089601 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8167426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167426 NON-EXPEDITED N US-TEVA-303323USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167474 NON-EXPEDITED N US-TEVA-303332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  

8167476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167476 NON-EXPEDITED N US-TEVA-303335USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8167649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167649 NON-EXPEDITED N US-TEVA-303333USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167650 NON-EXPEDITED N US-TEVA-303338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167746 NON-EXPEDITED N US-TEVA-303339USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8167751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167751 NON-EXPEDITED N US-TEVA-303336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167782 NON-EXPEDITED N US-TEVA-303341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8167813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167813 NON-EXPEDITED N US-TEVA-303407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8167852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167852 NON-EXPEDITED N US-TEVA-303423USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167858 NON-EXPEDITED N US-TEVA-303477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167874 NON-EXPEDITED N US-TEVA-303468USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8167885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167885 NON-EXPEDITED N US-TEVA-303334USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8167958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167958 NON-EXPEDITED N US-TEVA-303515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8167987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8167987 NON-EXPEDITED N US-TEVA-303411USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8168009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168009 NON-EXPEDITED N US-TEVA-303511USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8168071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168071 NON-EXPEDITED N US-TEVA-303484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DIZZINESS  
NAUSEA  

8168237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168237 NON-EXPEDITED N OT US-BAYER-2011-093924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S  BAYER
AMENORRHOEA  
OVARIAN CYST  
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Detailed Report
8168239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168239 NON-EXPEDITED Y US-BAYER-2011-093411 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8168240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168240 NON-EXPEDITED Y OT US-BAYER-2011-093943 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8168241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168241 NON-EXPEDITED N OT NO-BAYER-2011-090127 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
UTERINE POLYP  

8168251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168251 NON-EXPEDITED N US-TEVA-303461USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8168318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168318 NON-EXPEDITED N OT US-BAYER-2011-093045 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER
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Detailed Report
8168545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8168545 NON-EXPEDITED N US-BAYER-2011-094301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8749610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2011 8749610 DIRECT N DS,LT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 1 5 YR
ANGIOEDEMA  

8046211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8046211 NON-EXPEDITED N OT US-BAYER-2011-062174 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
NAUSEA  

8096721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8096721 NON-EXPEDITED N OT US-BAYER-2011-073359 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S UNK  BAYER
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Detailed Report
8118630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8118630 EXPEDITED (15-DAY) Y DS GXKR2008GB02596 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME AMITRIPTYLINE

HYDROCHLORIDE
S UNKNOWN 150 mg, QD  

RASH ERYTHEMATOUS VITAMINS NOS C  
ARTHRALGIA NIFEDIPINE S UNKNOWN 5 mg, BID  
SWELLING NIFEDIPINE S  
TENDERNESS AMITRIPTYLINE

HYDROCHLORIDE
S  

MUSCULOSKELETAL STIFFNESS CALCIUM CARBONATE S UNKNOWN 1 DF, QID  
SKIN LESION NORDETTE S UNKNOWN 30 mg, QD  
RASH PROVIGIL S ORAL 200 mg, QD  
DRUG INTERACTION PROVIGIL S 200 mg, QD  

8145964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8145964 NON-EXPEDITED N US-TEVA-301440USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8168912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168912 NON-EXPEDITED Y OT US-BAYER-2011-091253 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8168914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168914 NON-EXPEDITED N OT US-BAYER-2011-091507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
COITAL BLEEDING  
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Detailed Report
8168916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168916 NON-EXPEDITED N OT US-BAYER-2011-091006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8168917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168917 NON-EXPEDITED N OT US-BAYER-2011-091488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S UNK  BAYER
BREAST TENDERNESS  
DEVICE DISLOCATION  
FATIGUE  
MIGRAINE  
POLLAKIURIA  

8168919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168919 EXPEDITED (15-DAY) Y OT BE-BAYER-2011-077042 39 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 2555 DAY BAYER
BREECH PRESENTATION  
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Detailed Report
8168920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168920 EXPEDITED (15-DAY) N OT US-BAYER-2011-091486 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
BACK PAIN  
DECREASED APPETITE  
FATIGUE  
HEADACHE  
HYPERSOMNIA  
NAUSEA  
PYREXIA  
VOMITING  

8168943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168943 NON-EXPEDITED Y US-BAYER-2011-091825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8168944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168944 NON-EXPEDITED Y OT US-BAYER-2011-092970 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8168945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168945 NON-EXPEDITED N OT US-BAYER-2011-091878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
UTERINE PAIN  
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Detailed Report
8168946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168946 NON-EXPEDITED N OT US-BAYER-2011-091664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
MENSTRUATION IRREGULAR  

8168949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168949 NON-EXPEDITED N OT US-BAYER-2011-091974 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 2 DAY BAYER

MIRENA S  BAYER

8168950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168950 NON-EXPEDITED N US-BAYER-2011-092540 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 36 DAY BAYER

8168951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168951 NON-EXPEDITED N US-BAYER-2011-092884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER

8168952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168952 NON-EXPEDITED Y OT US-BAYER-2011-091938 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  
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Detailed Report
8168953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8168953 NON-EXPEDITED N OT US-BAYER-2011-092559 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8169147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169147 NON-EXPEDITED N US-TEVA-303525USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8169153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169153 NON-EXPEDITED N US-TEVA-303527USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C  
MULTI-VITAMIN C  

8169199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169199 NON-EXPEDITED N US-TEVA-303542USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8169261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169261 NON-EXPEDITED N US-TEVA-303528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8169307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169307 NON-EXPEDITED N OT US-BAYER-2011-092487 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8169308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169308 NON-EXPEDITED Y OT US-BAYER-2011-091881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8169309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169309 NON-EXPEDITED N OT US-BAYER-2011-092570 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 15 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8169337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169337 NON-EXPEDITED N US-TEVA-303526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8169366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169366 NON-EXPEDITED N US-TEVA-303523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8169470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169470 NON-EXPEDITED N US-TEVA-303643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8169479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169479 NON-EXPEDITED N US-TEVA-303544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

ABDOMINAL PAIN UPPER  
FATIGUE  

8169485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169485 NON-EXPEDITED N US-TEVA-303682USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8169498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169498 NON-EXPEDITED N US-TEVA-303644USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
NAUSEA  
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Detailed Report
8169508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169508 NON-EXPEDITED N US-TEVA-303634USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  

8169589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169589 NON-EXPEDITED N US-TEVA-303694USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
HYPERHIDROSIS  
PAIN  
PHARYNGEAL OEDEMA  
PYREXIA  
URTICARIA  

8169606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169606 NON-EXPEDITED N US-TEVA-303618USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8169639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169639 NON-EXPEDITED N US-TEVA-303689USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8169738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169738 NON-EXPEDITED N US-TEVA-303723USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LOESTRIN 1.5/30 21 DAY C  

8169752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169752 NON-EXPEDITED N US-TEVA-303628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8169790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169790 NON-EXPEDITED N US-TEVA-303746USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

GLUCOPHAGE C  

8169804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169804 NON-EXPEDITED N US-TEVA-303718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8169826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2011 8169826 NON-EXPEDITED N US-TEVA-303743USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8098936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8098936 NON-EXPEDITED N OT US-BAYER-2011-070603 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8117786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8117786 NON-EXPEDITED N US-BAYER-2011-046674 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
ABDOMINAL PAIN  
DISCOMFORT  
MENORRHAGIA  

8129361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8129361 NON-EXPEDITED N US-BAYER-2011-036923 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DERMAL CYST  
HEADACHE  
HYPOAESTHESIA  
PAIN  
PARAESTHESIA  
POST PROCEDURAL HAEMORRHAGE  
SKIN DISCOLOURATION  
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8170688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170688 NON-EXPEDITED N US-TEVA-303695USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA LEVONORGESTREL S ORAL  
NIPPLE PAIN ANTIBIOTICS C  
MENSTRUATION IRREGULAR  

8170815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170815 NON-EXPEDITED N US-TEVA-303737USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8170827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170827 NON-EXPEDITED N US-TEVA-303739USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8170845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170845 NON-EXPEDITED N US-TEVA-303753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8170872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170872 NON-EXPEDITED N US-TEVA-303752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8170890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170890 NON-EXPEDITED N US-BAYER-2011-093953 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/day 414 DAY BAYER

8170892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170892 NON-EXPEDITED Y US-BAYER-2011-094080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 210 DAY BAYER

8170907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170907 NON-EXPEDITED N US-TEVA-303745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8170910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170910 NON-EXPEDITED N US-TEVA-303748USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8170915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170915 NON-EXPEDITED N US-BAYER-2011-093455 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8170916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170916 NON-EXPEDITED N US-BAYER-2011-092985 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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8170917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170917 NON-EXPEDITED Y OT US-BAYER-2011-092924 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8170918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170918 NON-EXPEDITED Y US-BAYER-2011-092963 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER

8170919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170919 NON-EXPEDITED Y US-BAYER-2011-093105 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 32 DAY BAYER

8170920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170920 NON-EXPEDITED Y US-BAYER-2011-092848 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20mcg/day 195 DAY BAYER

8170921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170921 NON-EXPEDITED N US-BAYER-2011-093443 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 512 DAY BAYER

8170922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170922 NON-EXPEDITED Y US-BAYER-2011-093422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER
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Detailed Report
8170923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170923 NON-EXPEDITED N US-BAYER-2011-092973 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

8170924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170924 NON-EXPEDITED N OT US-BAYER-2011-094451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8170943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170943 NON-EXPEDITED Y US-BAYER-2011-091852 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
MUSCLE SPASMS  

8170945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170945 NON-EXPEDITED Y US-BAYER-2011-092266 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8170946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170946 NON-EXPEDITED N US-BAYER-2011-091887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8170947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170947 NON-EXPEDITED N US-BAYER-2011-092210 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8170948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170948 NON-EXPEDITED N US-BAYER-2011-091547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8170949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170949 NON-EXPEDITED N US-BAYER-2011-091627 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEURALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8170950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170950 NON-EXPEDITED N US-BAYER-2011-091621 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8170951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170951 NON-EXPEDITED Y US-BAYER-2011-092685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20mcg/day  BAYER

8170952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170952 NON-EXPEDITED Y US-BAYER-2011-091732 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S  BAYER
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8170953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170953 NON-EXPEDITED N OT US-BAYER-2011-092565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN LOWER  
DIARRHOEA  
NAUSEA  
VOMITING  

8170954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170954 NON-EXPEDITED N OT US-BAYER-2011-092206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8170955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170955 NON-EXPEDITED Y OT US-BAYER-2011-092203 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8170956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170956 NON-EXPEDITED N OT US-BAYER-2011-092545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT 20 DAY BAYER

8170957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170957 NON-EXPEDITED N OT US-BAYER-2011-092585 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
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8170958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170958 NON-EXPEDITED N OT US-BAYER-2011-091552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8170959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170959 NON-EXPEDITED Y OT US-BAYER-2011-091313 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK 280 DAY BAYER

8170960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170960 NON-EXPEDITED N OT US-BAYER-2011-092484 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8170962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170962 NON-EXPEDITED N OT US-BAYER-2011-092264 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8170969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170969 NON-EXPEDITED N US-TEVA-303740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8170990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8170990 NON-EXPEDITED N US-TEVA-303877USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8171006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171006 NON-EXPEDITED N US-TEVA-303857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8171011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171011 NON-EXPEDITED N US-TEVA-303714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8171070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171070 NON-EXPEDITED N US-TEVA-303856USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRILOSEC C  

8171081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171081 NON-EXPEDITED N US-TEVA-303852USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8171165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171165 NON-EXPEDITED N US-TEVA-303831USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8171218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171218 NON-EXPEDITED N US-TEVA-303825USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8171398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171398 NON-EXPEDITED N US-TEVA-303855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL C  

8171435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171435 NON-EXPEDITED N US-TEVA-303879USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8171555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8171555 NON-EXPEDITED N US-TEVA-303949USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8750366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2011 8750366 DIRECT Y HO,DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S ENDOCERVICAL  
DIZZINESS  
FALL  
HEADACHE  
PALPITATIONS  
SYNCOPE  
TREMOR  

7855462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 7855462 EXPEDITED (15-DAY) Y HO,DS,LT,OT ES-BAYER-2011-019986 36 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACUTE MYOCARDIAL INFARCTION MIRENA S INTRAUTERINE UNK 1398 DAY BAYER

MIRENA S  BAYER

7944262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 7944262 EXPEDITED (15-DAY) Y OT US-BAYER-2011-038368 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MENORRHAGIA ACYCLOVIR C ORAL 400 mg, PRN  
OVARIAN ENLARGEMENT IBUPROFEN C ORAL 200 mg, UNK  BAYER
ABORTION SPONTANEOUS  
ECTOPIC PREGNANCY  
HAEMORRHAGIC CYST  
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Detailed Report
8108042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8108042 NON-EXPEDITED Y OT US-BAYER-2011-074717 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE DISLOCATION  

8132698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8132698 EXPEDITED (15-DAY) N OT US-BAYER-2011-081867 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 183 DAY BAYER
DEPRESSION  
SYNCOPE  
VAGINAL HAEMORRHAGE  

8132699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8132699 EXPEDITED (15-DAY) Y CA-BAYER-2011-080776 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE UNK 181 DAY BAYER
COITAL BLEEDING  
DEVICE EXPULSION  

8136198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8136198 EXPEDITED (15-DAY) Y CA-BAYER-2011-008697 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASHERMAN'S SYNDROME MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8146855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8146855 EXPEDITED (15-DAY) N US-BAYER-2011-084978 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOCALISED INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8156387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8156387 EXPEDITED (15-DAY) Y US-BAYER-2011-084940 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
PELVIC PAIN  

8167040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8167040 NON-EXPEDITED N US-TEVA-303226USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR GLUCOPHAGE C ORAL 2000 Milligram;  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8167193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8167193 NON-EXPEDITED N US-TEVA-303317USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8167585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8167585 NON-EXPEDITED N US-TEVA-303328USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,657 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8167957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8167957 NON-EXPEDITED N US-TEVA-303414USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8172014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172014 NON-EXPEDITED N OT US-BAYER-2011-095695 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 146 DAY BAYER
DEVICE EXPULSION  

8172015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172015 EXPEDITED (15-DAY) N OT US-BAYER-2011-093930 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THINKING ABNORMAL MIRENA S 20 µg, CONT  BAYER
ABNORMAL WEIGHT GAIN  
ARTHRALGIA  
DEPRESSION  
GENERALISED ANXIETY DISORDER  
INCREASED APPETITE  
INSOMNIA  
LOSS OF LIBIDO  
MEMORY IMPAIRMENT  
MIGRAINE  
MOOD SWINGS  
PELVIC PAIN  
SWELLING  
VISION BLURRED  
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Detailed Report
8172019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172019 NON-EXPEDITED N OT US-BAYER-2011-092885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8172395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172395 NON-EXPEDITED N US-TEVA-304014USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8172618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172618 NON-EXPEDITED N US-TEVA-303886USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8172643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172643 NON-EXPEDITED N US-TEVA-303903USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8172656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172656 NON-EXPEDITED N US-TEVA-303931USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8172670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172670 NON-EXPEDITED N US-TEVA-303935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8172692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8172692 NON-EXPEDITED N US-TEVA-303936USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173000 NON-EXPEDITED Y US-BAYER-2011-094524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 40 DAY BAYER

8173004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173004 NON-EXPEDITED Y US-BAYER-2011-094509 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8173037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173037 NON-EXPEDITED Y US-BAYER-2011-092886 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8173038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173038 NON-EXPEDITED Y US-BAYER-2011-095006 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
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Detailed Report
8173137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173137 NON-EXPEDITED N US-TEVA-304011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173177 NON-EXPEDITED N US-TEVA-304005USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173193 NON-EXPEDITED N US-TEVA-304004USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173275 NON-EXPEDITED N US-TEVA-304025USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA IRON C  

8173284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173284 NON-EXPEDITED N US-TEVA-303999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173287 NON-EXPEDITED N US-TEVA-304013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8173291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173291 NON-EXPEDITED N US-TEVA-304038USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8173296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2011 8173296 NON-EXPEDITED N US-TEVA-304076USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7657487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 7657487 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201038654NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

ABORTION INFECTED  
AMNIOTIC CAVITY INFECTION  

8066545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8066545 EXPEDITED (15-DAY) Y HO RU-BAYER-2011-066757 53 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ANXIETY  
ASTHENIA  
GENERALISED OEDEMA  
PRURITUS  
RASH GENERALISED  
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Detailed Report
8066648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8066648 EXPEDITED (15-DAY) N OT US-BAYER-2011-067022 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 711 DAY BAYER

SYNTHROID C  

8097634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8097634 NON-EXPEDITED Y OT US-BAYER-2011-071471 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
VAGINAL HAEMORRHAGE  

8129163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8129163 EXPEDITED (15-DAY) N OT FI-BAYER-2011-079698 34 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE 20 µg, CONT 24 DAY BAYER
PRODUCT QUALITY ISSUE ATENOLOL C 50 mg, PRN  

ZOLOFT C 50 g, QD  

8135089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8135089 NON-EXPEDITED N US-
BAYER-201020687NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER
DEVICE EXPULSION  

8173002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8173002 NON-EXPEDITED Y US-BAYER-2011-091947 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S TOPICAL  BAYER
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Detailed Report
8173003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8173003 NON-EXPEDITED N US-BAYER-2011-094523 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
VULVOVAGINAL DISCOMFORT  

8173954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8173954 NON-EXPEDITED Y OT US-BAYER-2011-094369 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 333 DAY BAYER

8173955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8173955 NON-EXPEDITED N OT US-BAYER-2011-093395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  

8174066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174066 EXPEDITED (15-DAY) N OT US-BAYER-2011-092783 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VISUAL ACUITY REDUCED  
VISUAL IMPAIRMENT  
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Detailed Report
8174067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174067 NON-EXPEDITED N OT US-BAYER-2011-092435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
ANAEMIA  
PAIN  
VAGINAL HAEMORRHAGE  

8174071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174071 NON-EXPEDITED N OT US-BAYER-2011-092966 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8174072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174072 NON-EXPEDITED Y OT US-BAYER-2011-092958 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 53 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8174074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174074 NON-EXPEDITED N OT US-BAYER-2011-092941 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
AMENORRHOEA  
CRYING  
DYSPAREUNIA  
HEADACHE  
HOT FLUSH  
INSOMNIA  
IRRITABILITY  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  
WEIGHT LOSS POOR  

8174102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174102 NON-EXPEDITED N US-BAYER-2011-093376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8174103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174103 NON-EXPEDITED Y OT US-BAYER-2011-093265 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8174104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2011 8174104 NON-EXPEDITED N OT US-BAYER-2011-093300 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 189 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8098944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8098944 NON-EXPEDITED Y OT US-BAYER-2011-071367 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 483 DAY BAYER

8108043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8108043 NON-EXPEDITED N OT US-BAYER-2011-074753 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 388 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8108241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8108241 NON-EXPEDITED N OT US-BAYER-2011-062161 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION  

8174039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8174039 EXPEDITED (15-DAY) Y HO US-BAYER-2011-092433 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
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Detailed Report
8175119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175119 NON-EXPEDITED N US-PFIZER
INC-2011238144

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR LYBREL S UNK  PFIZER

8175486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175486 NON-EXPEDITED N US-TEVA-304443USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8175560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175560 NON-EXPEDITED N US-TEVA-304105USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING JITTERY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8175591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175591 NON-EXPEDITED N US-TEVA-304498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8175656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175656 NON-EXPEDITED N US-TEVA-304509USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8175688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175688 NON-EXPEDITED N US-TEVA-303993USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8175746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175746 NON-EXPEDITED N US-TEVA-303995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8175847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175847 NON-EXPEDITED Y US-BAYER-2011-095487 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8175871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175871 NON-EXPEDITED Y US-BAYER-2011-096716 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8175931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175931 NON-EXPEDITED N US-TEVA-304103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8175932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8175932 NON-EXPEDITED N US-TEVA-303996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8176021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176021 NON-EXPEDITED N US-TEVA-304102USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176052 NON-EXPEDITED N US-TEVA-304101USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
DIZZINESS  
HYPERTENSION  
MENSTRUATION IRREGULAR  
NAUSEA  

8176121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176121 NON-EXPEDITED N US-TEVA-304090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176132 NON-EXPEDITED N US-TEVA-304100USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  

8176142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176142 NON-EXPEDITED N US-TEVA-304089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8176149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176149 NON-EXPEDITED N US-TEVA-304104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176170 NON-EXPEDITED N US-TEVA-304106USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2011 8176180 NON-EXPEDITED N US-TEVA-304107USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8021363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8021363 NON-EXPEDITED Y HO,OT US-BAYER-2011-055282 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 173 DAY BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

8100594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8100594 NON-EXPEDITED Y OT US-BAYER-2011-073706 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 42 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8167112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8167112 NON-EXPEDITED N US-TEVA-303205USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLANK PAIN HYDROCHLOROTHIAZIDE C  
BACK PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PYREXIA  

8176899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8176899 NON-EXPEDITED N US-TEVA-304536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8176971 NON-EXPEDITED N US-TEVA-304556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  

8176990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8176990 NON-EXPEDITED N US-TEVA-304553USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA ALBUTEROL C  
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Detailed Report
8176997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8176997 NON-EXPEDITED N US-TEVA-304537USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8176999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8176999 NON-EXPEDITED N US-TEVA-304549USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8177002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177002 NON-EXPEDITED N US-BAYER-2011-095590 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8177003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177003 NON-EXPEDITED N US-BAYER-2011-096295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8177004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177004 NON-EXPEDITED N US-BAYER-2011-095735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DYSMENORRHOEA  

8177012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177012 NON-EXPEDITED N US-TEVA-304544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8177050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177050 NON-EXPEDITED Y US-BAYER-2011-097031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 556 DAY BAYER

8177051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177051 NON-EXPEDITED N US-BAYER-2011-097312 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL LESION MIRENA S  BAYER

8177097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177097 NON-EXPEDITED N US-TEVA-304540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8177101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177101 NON-EXPEDITED N OT US-BAYER-2011-094030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, UNK  BAYER

8177102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177102 NON-EXPEDITED N US-BAYER-2011-093816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8177103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177103 NON-EXPEDITED N OT US-BAYER-2011-094008 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8177112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177112 NON-EXPEDITED N US-TEVA-304543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8177174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177174 NON-EXPEDITED N US-TEVA-304636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8177199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177199 NON-EXPEDITED N OT US-BAYER-2011-095380 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 198 DAY BAYER
DEVICE EXPULSION  
FEELING ABNORMAL  
VAGINAL HAEMORRHAGE  

8177244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177244 NON-EXPEDITED N US-TEVA-304590USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8177274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177274 NON-EXPEDITED N US-TEVA-304585USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8177309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177309 NON-EXPEDITED N US-TEVA-304531USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8177389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177389 NON-EXPEDITED N US-TEVA-304592USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  

8177457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177457 NON-EXPEDITED N US-TEVA-304637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8177497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177497 NON-EXPEDITED N US-TEVA-304644USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8177594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177594 NON-EXPEDITED N US-TEVA-304623USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8177670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177670 NON-EXPEDITED N US-TEVA-304662USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8177848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177848 NON-EXPEDITED N US-TEVA-304640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8177895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177895 NON-EXPEDITED N US-TEVA-304675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8177973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8177973 NON-EXPEDITED N US-TEVA-304670USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8178013 NON-EXPEDITED N US-TEVA-304691USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  
NAUSEA  
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Detailed Report
8178052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2011 8178052 NON-EXPEDITED N US-TEVA-304643USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SOMNOLENCE  

6464514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 6464514 EXPEDITED (15-DAY) N OT US-BAYER-
US-2007-042219

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg/day, cont  BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  

8128272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8128272 NON-EXPEDITED N US-TEVA-299776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BACK PAIN  
VULVOVAGINAL BURNING SENSATION  

8160924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8160924 NON-EXPEDITED Y US-BAYER-2011-088168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8178474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178474 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-095414 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VESSEL PERFORATION  

8178475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178475 NON-EXPEDITED Y US-BAYER-2011-097850 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8178476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178476 NON-EXPEDITED Y US-BAYER-2011-095664 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8178477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178477 NON-EXPEDITED N US-BAYER-2011-097848 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8178478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178478 NON-EXPEDITED N US-TEVA-304665USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178511 NON-EXPEDITED N US-TEVA-304705USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,679 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8178527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178527 NON-EXPEDITED N US-TEVA-304700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178640 NON-EXPEDITED N OT US-BAYER-2011-094506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
PELVIC PAIN  

8178643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178643 NON-EXPEDITED Y OT US-BAYER-2011-094833 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8178651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178651 NON-EXPEDITED Y OT US-BAYER-2011-095340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8178674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178674 NON-EXPEDITED N US-TEVA-304683USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE SWELLING NEXIUM C ORAL 40 Milligram;  
ABDOMINAL PAIN  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
NASOPHARYNGITIS  

8178677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178677 NON-EXPEDITED N OT US-BAYER-2011-094921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 43 DAY BAYER
ABDOMINAL PAIN  

8178705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178705 NON-EXPEDITED N US-TEVA-304677USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8178790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178790 NON-EXPEDITED N US-TEVA-304684USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178812 NON-EXPEDITED Y US-BAYER-2011-092923 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 49 DAY BAYER
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Detailed Report
8178817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178817 NON-EXPEDITED Y US-BAYER-2011-092951 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 107 DAY BAYER

8178820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178820 NON-EXPEDITED Y OT US-BAYER-2011-093024 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8178831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178831 NON-EXPEDITED Y OT US-BAYER-2011-093473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 256 DAY BAYER
DEVICE DISLOCATION  
PELVIC PAIN  

8178834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178834 NON-EXPEDITED N OT US-BAYER-2011-093442 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8178837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178837 NON-EXPEDITED Y US-BAYER-2011-093399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8178840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178840 NON-EXPEDITED Y US-BAYER-2011-092962 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 5 DAY BAYER
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Detailed Report
8178849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178849 NON-EXPEDITED Y US-BAYER-2011-093366 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 17 DAY BAYER

8178851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178851 NON-EXPEDITED N OT US-BAYER-2011-095622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
PAIN  

8178862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178862 NON-EXPEDITED N US-TEVA-304688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8178905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178905 NON-EXPEDITED N US-TEVA-304678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8178972 NON-EXPEDITED N US-TEVA-304680USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8179004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179004 NON-EXPEDITED N US-TEVA-304702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8179018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179018 NON-EXPEDITED N US-TEVA-304760USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179066 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLELITHIASIS SEASONIQUE S ORAL 1 PILL  
BILE DUCT OBSTRUCTION  
DEEP VEIN THROMBOSIS  
GALLBLADDER DISORDER  
GASTROOESOPHAGEAL REFLUX DISEASE  
PALPITATIONS  
PULMONARY EMBOLISM  

8179161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179161 NON-EXPEDITED N US-TEVA-304761USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS XANAX C  
ABDOMINAL PAIN LOWER KLONOPIN C  
NAUSEA CYMBALTA C  
HEADACHE AMBIEN C  
FATIGUE  
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Detailed Report
8179224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179224 NON-EXPEDITED N US-TEVA-304706USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179251 NON-EXPEDITED N US-TEVA-304789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179275 NON-EXPEDITED N US-TEVA-304711USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8179501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179501 EXPEDITED (15-DAY) N OT US-TEVA-304489USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179554 NON-EXPEDITED N US-TEVA-304742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179555 NON-EXPEDITED N US-TEVA-304694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8179571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179571 NON-EXPEDITED N US-TEVA-304746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179592 NON-EXPEDITED N US-TEVA-304740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179604 NON-EXPEDITED N US-TEVA-304751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179632 NON-EXPEDITED N US-TEVA-304699USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179717 NON-EXPEDITED N US-TEVA-304858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179728 NON-EXPEDITED N US-BAYER-2011-092271 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8179730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179730 NON-EXPEDITED N OT US-BAYER-2011-093515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8179731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179731 NON-EXPEDITED N US-BAYER-2011-092789 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8179776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179776 NON-EXPEDITED N US-TEVA-304852USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  

8179810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179810 NON-EXPEDITED N OT US-BAYER-2011-094507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
DEVICE DISLOCATION  

8179811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179811 NON-EXPEDITED Y OT US-BAYER-2011-095362 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PAIN  
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Detailed Report
8179813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179813 NON-EXPEDITED Y OT US-BAYER-2011-095481 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  
INJURY  
MUSCLE SPASMS  
PROCEDURAL PAIN  
PRODUCT SHAPE ISSUE  

8179862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179862 EXPEDITED (15-DAY) N OT US-BAYER-2011-094515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
KIDNEY INFECTION  

8179868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179868 NON-EXPEDITED Y OT US-BAYER-2011-095438 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  

8179980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8179980 NON-EXPEDITED N OT US-BAYER-2011-098114 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S 20 mcg/24hr, CONT 84 DAY BAYER
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8180358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8180358 NON-EXPEDITED N US-BAYER-2011-092690 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8180362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2011 8180362 NON-EXPEDITED N US-BAYER-2011-097010 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
DYSMENORRHOEA  
MENSTRUAL DISORDER  
PELVIC PAIN  

8017161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8017161 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-052078 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8032034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8032034 EXPEDITED (15-DAY) Y HU-
BAYER-201046999GPV

35 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
29 DAY BAYER

ABDOMINAL PAIN LOWER  
DEPRESSED MOOD  
DEVICE INTOLERANCE  
MALAISE  
MOOD ALTERED  
VERTIGO  
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Detailed Report
8167274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8167274 EXPEDITED (15-DAY) N US-BAYER-2011-090070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER
DEVICE EXPULSION  
DYSPAREUNIA  

8180630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180630 NON-EXPEDITED N OT US-BAYER-2011-095532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
UTERINE PERFORATION  

8180631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180631 NON-EXPEDITED Y OT US-BAYER-2011-095482 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8180637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180637 NON-EXPEDITED Y OT US-BAYER-2011-096283 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8180645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180645 NON-EXPEDITED Y OT US-BAYER-2011-094962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
ABDOMINAL PAIN  
HAEMORRHOIDS  
MEDICAL DEVICE COMPLICATION  
UTERINE PERFORATION  

8180657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180657 NON-EXPEDITED N US-BAYER-2011-098585 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 86 DAY BAYER

MIRENA S  BAYER

8180660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180660 NON-EXPEDITED Y US-BAYER-2011-092528 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8180663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180663 NON-EXPEDITED N US-BAYER-2011-091727 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER
MUSCLE SPASMS MIRENA S  BAYER

8180665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180665 NON-EXPEDITED N US-BAYER-2011-091603 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8180667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180667 NON-EXPEDITED N OT US-BAYER-2011-095807 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 33 DAY BAYER

8180668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180668 NON-EXPEDITED N OT US-BAYER-2011-095360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  

8180714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180714 NON-EXPEDITED N US-TEVA-304885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8180716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180716 NON-EXPEDITED Y US-BAYER-2011-093320 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 184 DAY BAYER

8180733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180733 NON-EXPEDITED Y US-BAYER-2011-093351 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 30 DAY BAYER

8180734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180734 NON-EXPEDITED N US-BAYER-2011-093364 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8180735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180735 NON-EXPEDITED N US-BAYER-2011-093578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8180751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180751 NON-EXPEDITED N US-TEVA-304886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8180795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180795 NON-EXPEDITED Y OT US-BAYER-2011-093815 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8180796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180796 NON-EXPEDITED N OT US-BAYER-2011-093750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8180802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180802 NON-EXPEDITED N US-TEVA-304755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8180882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8180882 NON-EXPEDITED Y OT US-BAYER-2011-095722 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
COMPLICATION OF PREGNANCY  
ENDOMETRITIS  

8181002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181002 NON-EXPEDITED N US-TEVA-304758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8181064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181064 NON-EXPEDITED N US-TEVA-304783USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8181103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181103 NON-EXPEDITED N US-TEVA-304875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8181119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181119 EXPEDITED (15-DAY) N OT US-BAYER-2011-095985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
CYSTITIS INTERSTITIAL  
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Detailed Report
8181121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181121 EXPEDITED (15-DAY) N OT US-BAYER-2011-095979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS INTERSTITIAL MIRENA S 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
COITAL BLEEDING  

8181125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181125 NON-EXPEDITED N US-TEVA-304867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HUNGER  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8181129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181129 NON-EXPEDITED N US-TEVA-304863USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8181157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181157 NON-EXPEDITED N US-TEVA-304880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8181172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181172 NON-EXPEDITED N US-BAYER-2011-096282 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 74 DAY BAYER
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Detailed Report
8181201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181201 NON-EXPEDITED N US-BAYER-2011-096379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S 20 mcg/24hr, CONT  BAYER

8181291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181291 NON-EXPEDITED N US-TEVA-304859USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8181320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181320 NON-EXPEDITED N US-TEVA-304849USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8181333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181333 NON-EXPEDITED N US-TEVA-304831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
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Detailed Report
8181344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181344 EXPEDITED (15-DAY) N OT US-BAYER-2011-095548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED MIRENA S UNK  BAYER
AMENORRHOEA  
BLOOD MAGNESIUM DECREASED  
BLOOD POTASSIUM DECREASED  
BREAST PAIN  
HYPERHIDROSIS  
HYPERTENSION  
PALPITATIONS  

8181360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181360 NON-EXPEDITED N US-BAYER-2011-094529 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

MIRENA S  BAYER

8181371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181371 NON-EXPEDITED Y US-BAYER-2011-094530 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 432 DAY BAYER

8181372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181372 NON-EXPEDITED N OT US-BAYER-2011-093951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8181375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181375 NON-EXPEDITED Y US-BAYER-2011-094084 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8181377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181377 NON-EXPEDITED Y US-BAYER-2011-095191 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 454 DAY BAYER

8181384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181384 NON-EXPEDITED Y US-BAYER-2011-094216 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 123 DAY BAYER

8181385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181385 NON-EXPEDITED N US-BAYER-2011-094368 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK 989 DAY BAYER
DEVICE EXPULSION  

8181387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181387 NON-EXPEDITED Y OT US-BAYER-2011-095453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8181388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181388 NON-EXPEDITED Y US-BAYER-2011-095730 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8181392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181392 NON-EXPEDITED N US-TEVA-304883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  

8181411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181411 NON-EXPEDITED N US-TEVA-304786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8181546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181546 NON-EXPEDITED N US-BAYER-2011-093829 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 24 DAY BAYER

8181695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181695 NON-EXPEDITED N US-BAYER-2011-095439 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST MIRENA S  BAYER
ALOPECIA  

8181815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181815 NON-EXPEDITED Y OT US-BAYER-2011-096369 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8181817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181817 NON-EXPEDITED Y OT US-BAYER-2011-096909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8181840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181840 NON-EXPEDITED N US-TEVA-304793USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ADVAIR DISKUS C INHALATION  
PELVIC PAIN SINGULAIR C ORAL  

8181842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181842 NON-EXPEDITED N US-TEVA-304957USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS LEVONORGESTREL S  
NAUSEA ZOLOFT C  

8181850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181850 NON-EXPEDITED N US-TEVA-304924USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8181853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8181853 NON-EXPEDITED N US-TEVA-304920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8182006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2011 8182006 NON-EXPEDITED Y OT US-BAYER-2011-095805 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 192 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8182513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2011 8182513 NON-EXPEDITED Y OT US-BAYER-2011-096268 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

7328312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 7328312 NON-EXPEDITED N OT US-
BAYER-201016827NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE CONTINUOUS 1918 DAY BAYER
DEVICE BREAKAGE MIRENA S INTRAUTERINE CONTINUOUS  BAYER

8067321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8067321 NON-EXPEDITED N OT US-BAYER-2011-068013 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  
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Detailed Report
8097633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8097633 NON-EXPEDITED N OT US-BAYER-2011-071500 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8161811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8161811 NON-EXPEDITED N US-TEVA-302814USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR OMEPRAZOLE C  

8167985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8167985 NON-EXPEDITED N US-TEVA-303516USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8168913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8168913 NON-EXPEDITED Y OT US-BAYER-2011-091284 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8172708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8172708 NON-EXPEDITED N US-TEVA-303932USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8177428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8177428 NON-EXPEDITED N US-TEVA-304641USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8179136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8179136 NON-EXPEDITED N US-TEVA-304695USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8179192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8179192 NON-EXPEDITED N US-TEVA-304709USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8182811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8182811 NON-EXPEDITED N US-TEVA-305006USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
POLLAKIURIA  

8182814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8182814 NON-EXPEDITED N US-TEVA-304984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8183032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183032 NON-EXPEDITED N US-TEVA-304967USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PHENTERMINE C ORAL 37.5 Milligram;  
BREAST PAIN  
NAUSEA  

8183033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183033 NON-EXPEDITED N US-TEVA-305014USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183034 NON-EXPEDITED N US-TEVA-305020USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183035 NON-EXPEDITED N US-TEVA-305019USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183058 NON-EXPEDITED N US-TEVA-305018USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8183062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183062 NON-EXPEDITED N US-TEVA-305010USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183084 NON-EXPEDITED N US-TEVA-305016USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183110 NON-EXPEDITED N US-TEVA-305015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183244 DIRECT N DS,OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S  
ABNORMAL BEHAVIOUR  
ANHEDONIA  
APATHY  
FEELING ABNORMAL  
HEADACHE  
MENORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
POSTPARTUM DEPRESSION  
VAGINAL DISCHARGE  
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Detailed Report
8183288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183288 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S  
AMENORRHOEA  
HAEMORRHAGE  
NEOPLASM MALIGNANT  
NO THERAPEUTIC RESPONSE  
PAIN  

8183368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183368 NON-EXPEDITED N US-TEVA-305226USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8183620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183620 NON-EXPEDITED N US-BAYER-2011-099100 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8183658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183658 NON-EXPEDITED N US-TEVA-305232USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CAFFEINE PILLS C  
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Detailed Report
8183697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183697 NON-EXPEDITED N US-BAYER-2011-099165 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
ABDOMINAL PAIN LOWER  

8183698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183698 NON-EXPEDITED Y US-BAYER-2011-092305 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8183702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183702 NON-EXPEDITED Y US-BAYER-2011-091548 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 328 DAY BAYER

MIRENA S  BAYER

8183717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183717 NON-EXPEDITED Y US-TEVA-305239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8183718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183718 NON-EXPEDITED N OT US-BAYER-2011-096311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  
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Detailed Report
8183719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183719 NON-EXPEDITED N OT US-BAYER-2011-096099 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8183720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183720 NON-EXPEDITED N OT US-BAYER-2011-095672 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8183721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183721 NON-EXPEDITED Y US-BAYER-2011-099170 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER

8183723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183723 NON-EXPEDITED N US-BAYER-2011-097394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER

8183724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183724 NON-EXPEDITED N OT US-BAYER-2011-099424 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8183725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183725 NON-EXPEDITED Y OT US-BAYER-2011-096256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 152 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8183726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183726 NON-EXPEDITED N US-BAYER-2011-097902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8183727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183727 NON-EXPEDITED Y OT US-BAYER-2011-097888 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 41 DAY BAYER
DEVICE EXPULSION  

8183728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183728 NON-EXPEDITED N OT US-BAYER-2011-096041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8183763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183763 NON-EXPEDITED N OT US-BAYER-2011-096356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
ABORTION SPONTANEOUS  
FEELING ABNORMAL  
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Detailed Report
8183765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183765 NON-EXPEDITED Y OT US-BAYER-2011-096368 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8183766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183766 NON-EXPEDITED N US-BAYER-2011-096378 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  

8183767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183767 NON-EXPEDITED Y OT US-BAYER-2011-096316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE LEIOMYOMA  

8183768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183768 NON-EXPEDITED N OT US-BAYER-2011-096329 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8183824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183824 NON-EXPEDITED N US-TEVA-305196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8183837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183837 NON-EXPEDITED Y US-BAYER-2011-097029 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
DEVICE EXPULSION  

8183838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183838 NON-EXPEDITED N OT US-BAYER-2011-097003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
FEELING ABNORMAL  
FOLLICULITIS  
POLYMENORRHOEA  

8183839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183839 NON-EXPEDITED N OT US-BAYER-2011-097021 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8183840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183840 NON-EXPEDITED Y US-BAYER-2011-096775 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PRESYNCOPE  

8183841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183841 NON-EXPEDITED N US-BAYER-2011-096665 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8183842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183842 NON-EXPEDITED Y OT US-BAYER-2011-096881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

8183843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8183843 NON-EXPEDITED Y US-BAYER-2011-096448 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8184009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8184009 NON-EXPEDITED N US-TEVA-305179USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8184145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2011 8184145 NON-EXPEDITED N US-TEVA-305308USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OFF LABEL USE NAPROXEN C  

7920115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 7920115 NON-EXPEDITED N US-BAYER-2011-033093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
POLLAKIURIA PENICILLIN C UNK 10 DAY
BREAST TENDERNESS  
FATIGUE  
NAUSEA  
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Detailed Report
8104914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8104914 EXPEDITED (15-DAY) N DE,HO,LT US-
WATSON-2011-12873

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS LEVONORGESTREL S ORAL UNK  WATSON

8134136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8134136 NON-EXPEDITED N US-TEVA-300256USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
NAUSEA  

8142585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8142585 NON-EXPEDITED Y OT US-BAYER-2011-083141 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8184695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184695 NON-EXPEDITED N US-TEVA-305296USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8184710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184710 NON-EXPEDITED N US-TEVA-305199USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8184723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184723 NON-EXPEDITED N US-TEVA-305204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8184740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184740 NON-EXPEDITED N US-TEVA-305236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8184788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184788 NON-EXPEDITED N US-TEVA-305294USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8184862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184862 NON-EXPEDITED N US-TEVA-305203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8184904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8184904 NON-EXPEDITED N US-TEVA-305189USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8185003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185003 NON-EXPEDITED N US-TEVA-305181USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LACTATION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8185315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185315 NON-EXPEDITED N US-TEVA-305314USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185401 NON-EXPEDITED N US-TEVA-305323USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8185425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185425 NON-EXPEDITED N US-TEVA-305331USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
8185739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185739 NON-EXPEDITED N US-TEVA-305326USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
PAXIL C  

8185771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185771 NON-EXPEDITED N US-TEVA-305325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8185773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185773 NON-EXPEDITED N US-TEVA-305324USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185822 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011245907

40 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  PFIZER

ANXIETY LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER

FLUOXETINE C  
ALPRAZOLAM C  
CLONAZEPAM C  
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Detailed Report
8185863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185863 NON-EXPEDITED N US-TEVA-305322USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185899 NON-EXPEDITED N US-TEVA-305317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185920 NON-EXPEDITED N US-TEVA-305406USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185925 NON-EXPEDITED N US-TEVA-305312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185934 NON-EXPEDITED N US-TEVA-305298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8185960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185960 NON-EXPEDITED N US-BAYER-2011-099064 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

Page: 8,717 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8185961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185961 NON-EXPEDITED N US-BAYER-2011-099050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8185962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185962 NON-EXPEDITED Y US-BAYER-2011-098266 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
DEVICE EXPULSION  

8185963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185963 NON-EXPEDITED N US-BAYER-2011-099197 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8185964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185964 NON-EXPEDITED Y US-BAYER-2011-099746 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8185965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185965 NON-EXPEDITED Y US-BAYER-2011-098606 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
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Detailed Report
8185971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185971 NON-EXPEDITED N US-TEVA-305329USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
VOMITING  

8185980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185980 NON-EXPEDITED N US-BAYER-2011-096853 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8185981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185981 NON-EXPEDITED Y US-BAYER-2011-096377 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 202 DAY BAYER

8185983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185983 NON-EXPEDITED N US-BAYER-2011-092350 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8185984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185984 NON-EXPEDITED N US-BAYER-2011-094341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8185985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185985 NON-EXPEDITED N OT US-BAYER-2011-096652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8185986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185986 NON-EXPEDITED N OT US-BAYER-2011-096876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8185988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185988 NON-EXPEDITED N US-BAYER-2011-093255 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8185989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8185989 NON-EXPEDITED N US-BAYER-2011-093947 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

MIRENA S  BAYER

8186011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186011 NON-EXPEDITED N US-TEVA-305418USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8186019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186019 EXPEDITED (15-DAY) Y HO,DS PL-BAYER-2011-096200 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OPTIC NEUROPATHY MIRENA S INTRAUTERINE UNK  BAYER
BLINDNESS UNILATERAL  
OPTIC NERVE DISORDER  
VISUAL IMPAIRMENT  
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Detailed Report
8186043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186043 NON-EXPEDITED N OT US-BAYER-2011-096678 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE EXPULSION  

8186214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186214 NON-EXPEDITED N US-TEVA-305413USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8186306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186306 NON-EXPEDITED N US-TEVA-305467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8186479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186479 NON-EXPEDITED N US-TEVA-305459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8186519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186519 NON-EXPEDITED N US-PFIZER
INC-2011246557

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S UNK,daily  PFIZER

LITHIUM CITRATE S 300 mg, 2x/day  
LITHIUM CITRATE S one 300 mg tablet in the

morning and two 300 mg
tablets at night

 

KLONOPIN S splitting 1 mg tablet into
six pieces and taking
two or three pieces as
needed

 

PROZAC S 40 mg, 1x/day  

8186575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8186575 NON-EXPEDITED N US-TEVA-305432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8749766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2011 8749766 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S VAGINAL 5 YEARS, VAG  
ABDOMINAL DISTENSION  
ACNE CYSTIC  
ALOPECIA  
ARTHRALGIA  
ASTHENIA  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
HYPOAESTHESIA  
IRRITABILITY  
LIBIDO DECREASED  
MEMORY IMPAIRMENT  
METRORRHAGIA  
MOOD SWINGS  
URTICARIA  
WEIGHT INCREASED  

7416666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 7416666 NON-EXPEDITED N US-
BAYER-201024481NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  
SCAR  
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Detailed Report
7531385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 7531385 NON-EXPEDITED N US-
BAYER-201029695NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST FALSE POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8120942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8120942 EXPEDITED (15-DAY) Y HO,LT FR-SANOFI-
AVENTIS-2011SA05586
3

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHILIC PNEUMONIA ZOLPIDEM S ORAL 13 DAY
DYSPNOEA DEPAKOTE S ORAL 5 DAY
ACUTE RESPIRATORY DISTRESS SYNDROME ESCITALOPRAM OXALATE S ORAL 18 DAY

FERROUS SULFATE S ORAL  
XANAX S ORAL  
TRIPHASIL-21 S ORAL  

8123617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8123617 NON-EXPEDITED Y US-BAYER-2011-080897 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
PATIENT-DEVICE INCOMPATIBILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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Detailed Report
8170513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8170513 EXPEDITED (15-DAY) N HO,LT,OT FR-PFIZER
INC-2011234641

20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS NORDETTE S ORAL 1 DF, 1x/day  PFIZER
CEREBROVASCULAR ACCIDENT  
ECCHYMOSIS  
HYDROCEPHALUS  
MEMORY IMPAIRMENT  
MUSCULOSKELETAL STIFFNESS  

8171411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8171411 EXPEDITED (15-DAY) Y LT,OT CA-BAYER-2011-091227 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALIGNANT MELANOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8188423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188423 NON-EXPEDITED N US-TEVA-305512USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188428 NON-EXPEDITED N US-TEVA-305461USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188437 NON-EXPEDITED N US-TEVA-305410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8188454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188454 NON-EXPEDITED N US-TEVA-305464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188468 NON-EXPEDITED N US-TEVA-305485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188556 NON-EXPEDITED N US-TEVA-305491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188804 NON-EXPEDITED N US-TEVA-305559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188845 NON-EXPEDITED N US-TEVA-305560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8188870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188870 NON-EXPEDITED N US-TEVA-305556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  
VOMITING  

8188925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188925 NON-EXPEDITED N US-TEVA-305426USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
POLLAKIURIA  

8188974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188974 NON-EXPEDITED N US-TEVA-305544USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8188976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188976 NON-EXPEDITED Y US-BAYER-2011-097509 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
INSERTION

MIRENA S UNK  BAYER
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Detailed Report
8188988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8188988 NON-EXPEDITED N US-TEVA-305429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AFFECT LABILITY  
BREAST PAIN  
INCREASED APPETITE  
MENORRHAGIA  

8189015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189015 NON-EXPEDITED N US-TEVA-305563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8189160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189160 NON-EXPEDITED N US-TEVA-305554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8189167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189167 NON-EXPEDITED N US-TEVA-305564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8189253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189253 NON-EXPEDITED N US-TEVA-305651USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8189286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189286 NON-EXPEDITED N US-TEVA-305632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8189298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189298 EXPEDITED (15-DAY) Y LT,OT FR-SANOFI-
AVENTIS-2011SA05419
2

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHILIC PNEUMONIA ZOLPIDEM S ORAL  
ACUTE RESPIRATORY DISTRESS SYNDROME DEPAKOTE S ORAL  
DYSPNOEA ESCITALOPRAM OXALATE S ORAL  

FERROUS SULFATE S  
XANAX S  
TRIPHASIL-21 S  

8189310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189310 NON-EXPEDITED N US-TEVA-305553USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8189706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189706 NON-EXPEDITED N US-TEVA-305549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8189756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189756 NON-EXPEDITED N US-TEVA-305534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8189961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189961 EXPEDITED (15-DAY) N OT US-BAYER-2011-097069 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
HEADACHE  
OVARIAN CYST  
PYREXIA  

8189998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2011 8189998 EXPEDITED (15-DAY) Y HO,OT IL-BAYER-2011-096851 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S  BAYER

7883355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 7883355 NON-EXPEDITED Y OT US-BAYER-2011-026166 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
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7883358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 7883358 NON-EXPEDITED N OT US-BAYER-2011-026095 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 2042 DAY BAYER
DEVICE DISLOCATION MULTI-VITAMIN C  
AMENORRHOEA  
Procedural haemorrhage  
VULVITIS  
VULVOVAGINAL PRURITUS  

7893436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 7893436 NON-EXPEDITED N OT US-BAYER-2010-006021 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT 223 DAY BAYER

7924354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 7924354 NON-EXPEDITED N OT US-BAYER-2011-034979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BACK PAIN  
BREAST TENDERNESS  
HEADACHE  
MIGRAINE  
MUSCLE SPASMS  
PELVIC PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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8042374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8042374 EXPEDITED (15-DAY) Y OT US-BAYER-2011-051382 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 395 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ADVERSE EVENT  
DISCOMFORT  
DYSPAREUNIA  
FATIGUE  
GENITAL DISCHARGE  
HEADACHE  
LOSS OF LIBIDO  
MENORRHAGIA  
OLIGOMENORRHOEA  
OVARIAN CYST  
PAIN  
PELVIC PAIN  
SWELLING  
TONSILLECTOMY  
UTERINE CERVICAL PAIN  
UTERINE DISORDER  
UTERINE PAIN  
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Detailed Report
8046761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8046761 NON-EXPEDITED N OT US-BAYER-2011-061910 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
COITAL BLEEDING  
MENSTRUAL DISORDER  
PROCEDURAL PAIN  

8096972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8096972 NON-EXPEDITED N OT US-BAYER-2011-071665 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8098905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8098905 NON-EXPEDITED N US-BAYER-2011-047948 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
FRUSTRATION  
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Detailed Report
8113515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8113515 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-075997 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TONGUE NEOPLASM BENIGN MIRENA S INTRAUTERINE UNK  BAYER
DYSPNOEA  
HYPOAESTHESIA ORAL  
PANIC ATTACK  
PHARYNGEAL HYPOAESTHESIA  
TONGUE BLISTERING  

8121075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8121075 EXPEDITED (15-DAY) N OT DE-BAYER-2011-078241 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S UNK  BAYER

8128493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8128493 NON-EXPEDITED N US-BAYER-2011-016218 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER
ABDOMINAL PAIN  
ACNE  
OVARIAN CYST  
SCAR  
SMEAR CERVIX ABNORMAL  
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Detailed Report
8131479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8131479 NON-EXPEDITED N OT US-BAYER-2011-080858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8142587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8142587 NON-EXPEDITED N OT US-BAYER-2011-083111 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8168242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8168242 NON-EXPEDITED Y OT US-BAYER-2011-090421 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  

8168867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8168867 NON-EXPEDITED N US-TEVA-303524USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8178693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8178693 NON-EXPEDITED Y OT US-BAYER-2011-094503 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 14 DAY BAYER
ENDOMETRIOSIS  
PAIN  
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Detailed Report
8190621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190621 NON-EXPEDITED N US-TEVA-305627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8190644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190644 NON-EXPEDITED N US-TEVA-305634USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8190679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190679 NON-EXPEDITED N US-TEVA-305652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8190761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190761 NON-EXPEDITED N US-TEVA-305654USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8190779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190779 NON-EXPEDITED N US-TEVA-305596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8190805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190805 NON-EXPEDITED N US-TEVA-305599USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8190873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190873 NON-EXPEDITED N US-BAYER-2011-099162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8190926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190926 NON-EXPEDITED N US-TEVA-305604USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  

8190928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190928 EXPEDITED (15-DAY) N OT US-BAYER-2011-097756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
URINARY TRACT INFECTION  

8190929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190929 EXPEDITED (15-DAY) N OT CA-BAYER-2011-097516 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
ANGINA PECTORIS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8190931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190931 EXPEDITED (15-DAY) N OT US-BAYER-2011-098313 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
TOOTH INFECTION  

8190932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190932 EXPEDITED (15-DAY) Y OT US-BAYER-2011-098316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
CONVULSION ANXIOLYTICS C  

UNKNOWN DRUG C  

8190934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190934 EXPEDITED (15-DAY) Y OT US-BAYER-2011-099002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA MIRENA S  BAYER

8190935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8190935 NON-EXPEDITED N US-TEVA-305624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8191000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191000 NON-EXPEDITED N US-TEVA-305606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8191134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191134 NON-EXPEDITED N US-BAYER-2011-092048 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8191135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191135 NON-EXPEDITED N US-BAYER-2011-092801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8191137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191137 NON-EXPEDITED Y US-BAYER-2011-092287 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 476 DAY BAYER

8191138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191138 NON-EXPEDITED Y US-BAYER-2011-092511 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8191375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191375 NON-EXPEDITED N US-BAYER-2011-092887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8191887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8191887 NON-EXPEDITED Y US-BAYER-2011-096429 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
RASH ERYTHEMATOUS  
RASH PRURITIC  
SKIN DISORDER  

8192020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192020 NON-EXPEDITED Y OT US-BAYER-2011-097736 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
ANAEMIA  
GENITAL HAEMORRHAGE  

8192028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192028 NON-EXPEDITED Y HO AU-BAYER-2011-096389 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
PROCEDURAL NAUSEA  
PROCEDURAL PAIN  
SYNCOPE  

8192131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192131 NON-EXPEDITED N US-TEVA-305696USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8192132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192132 NON-EXPEDITED N US-TEVA-305818USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192133 NON-EXPEDITED N US-TEVA-305597USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8192134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192134 NON-EXPEDITED N US-TEVA-305601USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8192141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192141 NON-EXPEDITED N US-TEVA-305747USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HYDROCHLOROTHIAZIDE C  

8192142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192142 NON-EXPEDITED N US-TEVA-305752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,741 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8192145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192145 NON-EXPEDITED N US-TEVA-305743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ALLEGRA C  
BREAST TENDERNESS FLONASE C  

ACCOLATE C  

8192146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192146 NON-EXPEDITED N US-TEVA-305629USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8192148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192148 NON-EXPEDITED N US-TEVA-305773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ULTRAM C ORAL  

SOMA C ORAL  
PRILOSEC C ORAL  
MOTRIN C ORAL  

8192149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192149 NON-EXPEDITED N US-TEVA-305593USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPAKOTE C ORAL 500 Milligram;  
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Detailed Report
8192157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192157 NON-EXPEDITED N US-TEVA-305838USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8192193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192193 NON-EXPEDITED N US-TEVA-305834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192299 NON-EXPEDITED N US-TEVA-305764USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST DISORDER  
BREAST ENLARGEMENT  
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  

8192408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8192408 EXPEDITED (15-DAY) Y HO US-
WATSON-2011-12231

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS LEVONORGESTREL S UNKNOWN UNK  WATSON
ABDOMINAL PAIN  
HEADACHE  
VOMITING  
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Detailed Report
8745469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2011 8745469 DIRECT HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B S  

ABORTION SPONTANEOUS  
OVARIAN CYST  

8155848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8155848 NON-EXPEDITED N US-TEVA-302150USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LAMICTAL C ORAL  

8157267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8157267 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-086694 52 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC CIRRHOSIS MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER

8157270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8157270 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-086264 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK  BAYER

8163864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8163864 NON-EXPEDITED N US-TEVA-303046USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
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Detailed Report
8171351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8171351 NON-EXPEDITED N US-TEVA-303828USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHILLS SEASONIQUE C ORAL  
NAUSEA  
PELVIC PAIN  
PYREXIA  

8176900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8176900 NON-EXPEDITED N US-TEVA-304460USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8177176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8177176 NON-EXPEDITED N US-TEVA-304440USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VISION BLURRED  

8179107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8179107 NON-EXPEDITED N US-TEVA-304697USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8181843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8181843 NON-EXPEDITED N US-TEVA-304931USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8188984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8188984 NON-EXPEDITED N US-TEVA-305527USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8191376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8191376 EXPEDITED (15-DAY) Y OT US-BAYER-2011-093809 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK 1 DAY BAYER

8192603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192603 NON-EXPEDITED N US-TEVA-305845USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192623 NON-EXPEDITED N US-TEVA-305839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192654 NON-EXPEDITED N US-TEVA-305860USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192694 NON-EXPEDITED N US-TEVA-305861USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,746 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8192713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192713 EXPEDITED (15-DAY) N OT BR-BAYER-2011-004877 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
CAESAREAN SECTION  

8192733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192733 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-090267 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 365 DAY BAYER

8192734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192734 NON-EXPEDITED Y US-BAYER-2011-092516 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER

8192752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192752 NON-EXPEDITED N OT US-BAYER-2011-094517 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
COITAL BLEEDING  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8192753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192753 EXPEDITED (15-DAY) Y OT US-BAYER-2011-093055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8192754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192754 NON-EXPEDITED N OT US-BAYER-2011-094521 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
MENSTRUAL DISCOMFORT  

8192795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192795 NON-EXPEDITED N US-TEVA-305862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192899 NON-EXPEDITED N US-TEVA-305871USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192924 NON-EXPEDITED N US-TEVA-305840USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8192988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8192988 NON-EXPEDITED N US-TEVA-305841USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8193244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193244 NON-EXPEDITED N US-TEVA-305843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8193709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193709 NON-EXPEDITED N US-TEVA-305856USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8193711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193711 NON-EXPEDITED N US-TEVA-305909USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE SYNTHROID C ORAL  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8193712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193712 NON-EXPEDITED N US-TEVA-305836USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
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Detailed Report
8193726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193726 NON-EXPEDITED N US-TEVA-305902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8193767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193767 NON-EXPEDITED N US-TEVA-305896USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8193784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193784 NON-EXPEDITED N US-TEVA-305466USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL  DURAMED
METRORRHAGIA NUVARING S VAGINAL  
DYSMENORRHOEA  

8193915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8193915 EXPEDITED (15-DAY) N OT CA-TEVA-305550USA 18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROAT TIGHTNESS PLAN B S ORAL 2 tb (2 x 0.75mg)  DURAMED
DIZZINESS  
SWELLING FACE  

8749834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2011 8749834 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
8102012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8102012 NON-EXPEDITED Y OT US-BAYER-2011-073646 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8118927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8118927 NON-EXPEDITED N OT US-BAYER-2011-076244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, UNK 243 DAY BAYER
ABDOMINAL PAIN  
ANORECTAL DISCOMFORT  
BLADDER DISCOMFORT  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8168915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8168915 NON-EXPEDITED N OT US-BAYER-2011-090818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 707 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8185982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8185982 NON-EXPEDITED N OT US-BAYER-2011-096380 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8192751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8192751 NON-EXPEDITED N OT US-BAYER-2011-096198 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8194200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194200 NON-EXPEDITED N OT US-BAYER-2011-098490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
NAUSEA  

8194201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194201 NON-EXPEDITED N OT US-BAYER-2011-097751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
MENSTRUATION DELAYED  

8194210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194210 NON-EXPEDITED Y OT US-BAYER-2011-099223 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8194211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194211 NON-EXPEDITED Y OT PL-BAYER-2011-099608 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
8194217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194217 NON-EXPEDITED Y OT US-BAYER-2011-098573 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8194220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194220 NON-EXPEDITED Y OT US-BAYER-2011-098523 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infectious peritonitis MIRENA S INTRAUTERINE UNK 53 DAY BAYER

8194227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194227 NON-EXPEDITED N US-BAYER-2011-093004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ALOPECIA  
ANXIETY  
FATIGUE  
LOSS OF LIBIDO  
MOOD SWINGS  
NIGHT SWEATS  

8194228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194228 NON-EXPEDITED N OT US-BAYER-2011-098475 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8194229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194229 NON-EXPEDITED N OT US-BAYER-2011-099271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194235 NON-EXPEDITED N US-BAYER-2011-097970 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION  

8194244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194244 NON-EXPEDITED N OT US-BAYER-2011-099269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8194245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194245 NON-EXPEDITED N OT US-BAYER-2011-097740 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194249 NON-EXPEDITED N US-BAYER-2011-092306 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
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Detailed Report
8194255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194255 NON-EXPEDITED N OT US-BAYER-2011-099071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 29 DAY BAYER
DEVICE EXPULSION  

8194259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194259 NON-EXPEDITED N OT US-BAYER-2011-100507 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8194263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194263 NON-EXPEDITED Y OT US-BAYER-2011-097749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 337 DAY BAYER
DEVICE EXPULSION  

8194275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194275 NON-EXPEDITED N OT US-BAYER-2011-098557 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8194279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194279 NON-EXPEDITED N US-BAYER-2011-092894 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 82 DAY BAYER
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Detailed Report
8194282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194282 NON-EXPEDITED Y OT US-BAYER-2011-099871 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER
DEVICE EXPULSION  
UTERINE SPASM  

8194286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194286 NON-EXPEDITED N US-BAYER-2011-095687 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8194294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194294 NON-EXPEDITED N US-BAYER-2011-099272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLPOSCOPY ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194300 NON-EXPEDITED Y US-BAYER-2011-093342 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8194301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194301 NON-EXPEDITED N OT US-BAYER-2011-099001 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8194303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194303 NON-EXPEDITED Y US-BAYER-2011-094172 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8194305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194305 NON-EXPEDITED N US-BAYER-2011-100092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
BACK PAIN  

8194307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194307 NON-EXPEDITED Y US-BAYER-2011-099111 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 665 DAY BAYER

8194310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194310 NON-EXPEDITED Y US-BAYER-2011-099806 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8194312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194312 NON-EXPEDITED N OT US-BAYER-2011-099029 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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Detailed Report
8194313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194313 NON-EXPEDITED N OT US-BAYER-2011-098106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

8194314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194314 NON-EXPEDITED N OT US-BAYER-2011-099280 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 36 DAY BAYER
DEVICE EXPULSION  
UTERINE SPASM  

8194327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194327 NON-EXPEDITED Y US-BAYER-2011-099511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194328 EXPEDITED (15-DAY) N OT US-BAYER-2011-099960 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICECTOMY MIRENA S INTRAUTERINE UNK 357 DAY BAYER
DEVICE EXPULSION  
UTERINE PERFORATION  

8194335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194335 NON-EXPEDITED N US-BAYER-2011-092898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8194341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194341 NON-EXPEDITED Y OT US-BAYER-2011-097737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 28 DAY BAYER
DEVICE EXPULSION  

8194342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194342 NON-EXPEDITED Y US-BAYER-2011-099477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194350 NON-EXPEDITED N US-BAYER-2011-100079 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194358 NON-EXPEDITED N OT US-BAYER-2011-098666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8194359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194359 NON-EXPEDITED Y US-BAYER-2011-099875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8194372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194372 NON-EXPEDITED N OT US-BAYER-2011-099011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8194375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194375 NON-EXPEDITED N OT US-BAYER-2011-102019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8194376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194376 NON-EXPEDITED Y OT US-BAYER-2011-099274 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8194380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194380 NON-EXPEDITED N US-BAYER-2011-099727 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 mcg/24hr, CONT 2190 DAY BAYER
WEIGHT INCREASED MIRENA S 20 mcg/24hr, CONT  BAYER
ASTHENIA  
FATIGUE  
MYALGIA  

8194381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194381 NON-EXPEDITED Y OT US-BAYER-2011-099905 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8194382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194382 NON-EXPEDITED Y US-BAYER-2011-094845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 46 DAY BAYER
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Detailed Report
8194383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2011 8194383 NON-EXPEDITED N US-BAYER-2011-099720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 mcg/24hr, CONT  BAYER
ASTHENIA  
FATIGUE  
MYALGIA  
WEIGHT INCREASED  

8112759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8112759 EXPEDITED (15-DAY) Y HO,LT FR-
ABBOTT-11P-056-08496
67-00

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EOSINOPHILIC PNEUMONIA DEPAKOTE S ORAL 750mg daily  
DYSPNOEA ESCITALOPRAM OXALATE S ORAL 20 mg daily  
ACUTE RESPIRATORY DISTRESS SYNDROME ZOLPIDEM S ORAL  

FERROUS SULFATE S ORAL  
XANAX S ORAL  
TRIPHASIL-21 S ORAL  
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Detailed Report
8115609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8115609 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-077444 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
ANXIETY  
CRYING  
DEPRESSION  
INFECTION  
MEDICAL DEVICE PAIN  
MUSCLE SPASMS  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
SINUSITIS  

8145502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8145502 NON-EXPEDITED Y OT US-BAYER-2011-085783 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8169583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8169583 NON-EXPEDITED N US-TEVA-303621USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LUTERA C  
PELVIC PAIN  
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Detailed Report
8182812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8182812 NON-EXPEDITED N US-TEVA-304928USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8194346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8194346 NON-EXPEDITED Y OT US-BAYER-2011-099053 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
VAGINAL HAEMORRHAGE  

8195235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195235 NON-EXPEDITED N US-TEVA-305892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195272 NON-EXPEDITED N US-TEVA-305887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195284 NON-EXPEDITED N US-TEVA-305921USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195298 NON-EXPEDITED N US-TEVA-305920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8195327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195327 NON-EXPEDITED N US-TEVA-305918USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195358 NON-EXPEDITED Y OT US-BAYER-2011-102370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8195381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195381 NON-EXPEDITED N US-TEVA-305907USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195532 NON-EXPEDITED N US-TEVA-305977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195648 EXPEDITED (15-DAY) Y OT IE-TEVA-305389ISR 21 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HENOCH-SCHONLEIN PURPURA LEVONORGESTREL S ORAL  DURAMED

8195796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195796 NON-EXPEDITED N US-TEVA-305964USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  
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Detailed Report
8195860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195860 NON-EXPEDITED N US-TEVA-305949USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8195922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8195922 NON-EXPEDITED N US-TEVA-305882USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8196043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196043 NON-EXPEDITED N US-TEVA-305985USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8196090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196090 NON-EXPEDITED N US-TEVA-305983USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8196126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196126 NON-EXPEDITED N US-TEVA-306136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8196268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196268 NON-EXPEDITED N US-TEVA-306127USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8196322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196322 NON-EXPEDITED N US-TEVA-306124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8196334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196334 NON-EXPEDITED N US-TEVA-306121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8196469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196469 NON-EXPEDITED N US-TEVA-306109USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8196672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8196672 NON-EXPEDITED N US-TEVA-306195USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PAROSMIA CHORIONIC GONADOTROPIN C  
BREAST TENDERNESS PHENTERMINE C  
NAUSEA  

8202421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2011 8202421 DIRECT N HO,OT,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADENOMYOSIS MIRENA S  
HAEMORRHAGE  
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Detailed Report
7904558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 7904558 EXPEDITED (15-DAY) N HO,LT,OT DE-BAYER-2011-013424 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE UNK  BAYER
SUICIDE ATTEMPT MIRENA S 20 mcg/24hr, CONT  BAYER
SUICIDAL IDEATION VITAMIN B12 C  
ALOPECIA  
ANHEDONIA  
ANXIETY  
APHASIA  
BACK PAIN  
CRYING  
EMOTIONAL DISTRESS  
HORMONE LEVEL ABNORMAL  
HYPERHIDROSIS  
INFERIORITY COMPLEX  
LIBIDO DECREASED  
MINERAL METABOLISM DISORDER  
MOOD ALTERED  
MUSCLE TIGHTNESS  
NERVOUSNESS  
PANIC ATTACK  
PERSONALITY CHANGE  
SKIN DISORDER  
SLEEP DISORDER  
TERMINAL INSOMNIA  
WEIGHT INCREASED  
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Detailed Report
8145442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8145442 NON-EXPEDITED N US-
BAYER-201036258NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
AMENORRHOEA  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8192755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8192755 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-095428 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S 20 µg/d, CONT  BAYER
CHEST PAIN COUMADIN C  
DEVICE DIFFICULT TO USE  
DYSPNOEA  

8197969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8197969 NON-EXPEDITED N US-TEVA-306159USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LORAZEPAM C ORAL  

8198118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198118 NON-EXPEDITED N US-TEVA-306219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8198159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198159 NON-EXPEDITED N US-TEVA-306235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8198186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198186 NON-EXPEDITED N US-TEVA-306123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8198205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198205 NON-EXPEDITED N US-TEVA-306233USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8198754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198754 EXPEDITED (15-DAY) N OT US-BAYER-2011-100271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S 20 mcg/24hr, CONT  BAYER

8198756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198756 NON-EXPEDITED Y US-BAYER-2011-093016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8198757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198757 NON-EXPEDITED N US-BAYER-2011-093047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8198758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198758 EXPEDITED (15-DAY) N OT US-BAYER-2011-099706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER

8198759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198759 NON-EXPEDITED N US-BAYER-2011-093370 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8198761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198761 EXPEDITED (15-DAY) N OT US-BAYER-2011-099579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEPHROLITHIASIS MIRENA S 20 mcg/24hr, CONT  BAYER
RENAL COLIC  

8198762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198762 NON-EXPEDITED N US-BAYER-2011-098625 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8198763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198763 NON-EXPEDITED Y US-BAYER-2011-093354 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER

8198765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198765 NON-EXPEDITED N US-BAYER-2011-099193 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

Page: 8,770 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8198767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198767 NON-EXPEDITED N US-BAYER-2011-097070 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8198770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198770 NON-EXPEDITED Y US-BAYER-2011-093934 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  
PAIN  
PANIC ATTACK  
VOMITING  

8198771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198771 NON-EXPEDITED Y US-BAYER-2011-093337 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 129 DAY BAYER
DEVICE EXPULSION  

8198912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198912 NON-EXPEDITED Y US-BAYER-2011-093413 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  
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Detailed Report
8198913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198913 NON-EXPEDITED N US-BAYER-2011-093407 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK  BAYER
DEVICE MALFUNCTION  

8198922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198922 NON-EXPEDITED Y US-BAYER-2011-092821 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 397 DAY BAYER

8198923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198923 NON-EXPEDITED N US-BAYER-2011-092919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1460 DAY BAYER

8198925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198925 NON-EXPEDITED Y US-BAYER-2011-093007 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 192 DAY BAYER

8198948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198948 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-100826 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S  BAYER
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Detailed Report
8198950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198950 EXPEDITED (15-DAY) Y HO UA-BAYER-2011-100058 38 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S UNK 4 DAY BAYER
DIZZINESS  
TREMOR  

8198952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8198952 NON-EXPEDITED Y US-BAYER-2011-096204 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
DISCOMFORT  

8199083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199083 NON-EXPEDITED Y US-BAYER-2011-092875 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DIFFICULT TO USE  

8199087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199087 NON-EXPEDITED N US-BAYER-2011-092948 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8199090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199090 NON-EXPEDITED N US-BAYER-2011-092896 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8199091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199091 NON-EXPEDITED N US-BAYER-2011-092819 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8199101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199101 EXPEDITED (15-DAY) N OT CA-BAYER-2011-099879 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
MENORRHAGIA MIRENA S  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
UTERINE LEIOMYOMA  

8199272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199272 NON-EXPEDITED N US-TEVA-306234USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8199275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199275 NON-EXPEDITED N US-TEVA-306355USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8199278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199278 NON-EXPEDITED N US-TEVA-306228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8199280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199280 NON-EXPEDITED N US-TEVA-306218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8199283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199283 NON-EXPEDITED N US-TEVA-306240USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MERCAPTOPURINE C  

8199284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199284 NON-EXPEDITED N US-TEVA-306108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8199285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199285 NON-EXPEDITED N US-TEVA-306345USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
8199286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199286 NON-EXPEDITED N US-TEVA-306115USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C  
AMOXICILLIN C  

8199287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199287 NON-EXPEDITED N US-TEVA-306238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8199290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199290 NON-EXPEDITED N US-TEVA-306351USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8199296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199296 NON-EXPEDITED N US-TEVA-306227USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8199297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199297 NON-EXPEDITED N US-TEVA-306236USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8199298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199298 NON-EXPEDITED N US-TEVA-306357USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8199299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199299 NON-EXPEDITED N US-TEVA-306360USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPO-PROVERA C  
HYDROCODONE BITARTRATE C ORAL 30 Milligram;  

8199300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199300 NON-EXPEDITED N US-TEVA-306225USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZANTAC C  

8199305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199305 NON-EXPEDITED N US-TEVA-306436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8199308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199308 NON-EXPEDITED N US-TEVA-306325USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8199503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199503 DIRECT N HO,DS,LT,OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S  
ACNE  
ANXIETY  
ASTHENIA  
BALANCE DISORDER  
COORDINATION ABNORMAL  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DYSPNOEA  
FATIGUE  
HEADACHE  
JOINT STIFFNESS  
MUSCLE ATROPHY  
MUSCULOSKELETAL STIFFNESS  
PALPITATIONS  
POLLAKIURIA  
SKIN DISCOLOURATION  
SKIN DISORDER  
TREMOR  
VISION BLURRED  
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Detailed Report
8199533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199533 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S  
ABDOMINAL PAIN LOWER  
APATHY  
DEPRESSION  
IRRITABILITY  
MOOD SWINGS  
OVARIAN CYST  
PELVIC PAIN  
SUICIDAL IDEATION  

8199536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2011 8199536 DIRECT N DS 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1  

8113258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8113258 NON-EXPEDITED N OT US-BAYER-2011-076575 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 736 DAY BAYER
ABDOMINAL PAIN  

8115067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8115067 NON-EXPEDITED Y OT US-BAYER-2011-076711 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 534 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8118923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8118923 NON-EXPEDITED Y OT US-BAYER-2011-077987 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER

8125951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8125951 NON-EXPEDITED N OT US-BAYER-2011-080986 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8133889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8133889 NON-EXPEDITED N OT US-BAYER-2011-081920 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8161256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8161256 NON-EXPEDITED N OT US-BAYER-2011-089496 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 100 DAY BAYER

PELVIC PAIN  

8161257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8161257 NON-EXPEDITED Y OT US-BAYER-2011-088943 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
8186262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8186262 NON-EXPEDITED N US-TEVA-305479USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8192150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8192150 NON-EXPEDITED N US-TEVA-305741USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
NAUSEA  

8199742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199742 NON-EXPEDITED N US-TEVA-306330USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8199934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199934 EXPEDITED (15-DAY) Y OT US-BAYER-2011-100851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER

8199936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199936 NON-EXPEDITED Y US-BAYER-2011-095671 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8199937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199937 EXPEDITED (15-DAY) N OT IT-BAYER-2011-100728 46 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BORDERLINE GLAUCOMA MIRENA S INTRAUTERINE UNK  BAYER
INTRAOCULAR PRESSURE INCREASED ACETAMINOPHEN C UNK UNK, PRN  

8199997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199997 NON-EXPEDITED N US-BAYER-2011-094896 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 4 DAY BAYER

MIRENA S  BAYER

8199998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199998 NON-EXPEDITED Y US-BAYER-2011-093352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8199999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8199999 NON-EXPEDITED Y US-BAYER-2011-094803 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 182 DAY BAYER

8200000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200000 NON-EXPEDITED Y US-BAYER-2011-095806 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER

8200001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200001 NON-EXPEDITED Y US-BAYER-2011-097072 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 139 DAY BAYER
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Detailed Report
8200003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200003 NON-EXPEDITED Y US-BAYER-2011-094443 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  

8200004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200004 NON-EXPEDITED N US-BAYER-2011-094799 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8200005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200005 NON-EXPEDITED N US-BAYER-2011-095016 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 252 DAY BAYER

8200006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200006 NON-EXPEDITED N US-BAYER-2011-094904 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 5 DAY BAYER

8200007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200007 NON-EXPEDITED N US-BAYER-2011-094779 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8200008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200008 EXPEDITED (15-DAY) Y OT US-BAYER-2011-101048 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
GENITAL HAEMORRHAGE  
UTERINE PAIN  

8200019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200019 NON-EXPEDITED N US-TEVA-306418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING COLD  
NAUSEA  

8200020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200020 NON-EXPEDITED N US-TEVA-306420USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200021 NON-EXPEDITED N US-TEVA-306425USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA DEPO C  

8200023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200023 NON-EXPEDITED N US-TEVA-306431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8200024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200024 NON-EXPEDITED N US-TEVA-306458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8200025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200025 NON-EXPEDITED N US-TEVA-306449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200026 NON-EXPEDITED N US-TEVA-306432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8200030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200030 NON-EXPEDITED N US-TEVA-306447USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200035 NON-EXPEDITED N OT US-BAYER-2011-099587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8200037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200037 NON-EXPEDITED N OT US-BAYER-2011-099475 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8200039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200039 NON-EXPEDITED N US-TEVA-306452USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200040 NON-EXPEDITED Y OT US-BAYER-2011-100297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8200041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200041 NON-EXPEDITED N US-BAYER-2011-100294 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8200043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200043 NON-EXPEDITED N OT US-BAYER-2011-100405 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE SYSTOLIC INCREASED  
HEART RATE DECREASED  
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Detailed Report
8200044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200044 NON-EXPEDITED N US-BAYER-2011-099749 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8200045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200045 NON-EXPEDITED Y US-BAYER-2011-100999 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 46 DAY BAYER

8200047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200047 NON-EXPEDITED Y OT US-BAYER-2011-099606 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

8200051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200051 NON-EXPEDITED N OT US-BAYER-2011-100658 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8200053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200053 NON-EXPEDITED N US-BAYER-2011-100663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8200054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200054 NON-EXPEDITED N OT US-BAYER-2011-100320 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8200071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200071 NON-EXPEDITED N US-TEVA-306446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200075 NON-EXPEDITED Y US-BAYER-2011-101732 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE EXPULSION  

8200076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200076 NON-EXPEDITED Y US-BAYER-2011-101476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8200078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200078 NON-EXPEDITED N OT US-BAYER-2011-101444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE DISLOCATION  

8200079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200079 NON-EXPEDITED Y US-BAYER-2011-102052 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 15 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8200116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200116 NON-EXPEDITED N US-TEVA-306448USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  
PANTOPRAZOLE C  

8200219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200219 NON-EXPEDITED N US-TEVA-306450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200246 NON-EXPEDITED N US-TEVA-306451USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8200488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200488 NON-EXPEDITED N US-TEVA-306459USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  
ZOLOFT C  
VALIUM C  

8200519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200519 NON-EXPEDITED N US-TEVA-306461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8200630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200630 NON-EXPEDITED N US-TEVA-306444USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8200690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200690 NON-EXPEDITED N US-TEVA-306535USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C ORAL  

8200753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200753 NON-EXPEDITED N US-TEVA-306532USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL 25 Milligram;  

8200754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200754 NON-EXPEDITED N US-BAYER-2011-093641 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
DYSURIA  

8200859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200859 NON-EXPEDITED N US-TEVA-306638USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8200882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8200882 NON-EXPEDITED N US-TEVA-306542USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  
NAUSEA  

8201141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201141 NON-EXPEDITED N US-TEVA-306460USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8201187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201187 NON-EXPEDITED N US-TEVA-306600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

8201196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201196 NON-EXPEDITED N US-TEVA-306568USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8201209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201209 NON-EXPEDITED N US-TEVA-306564USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8201279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201279 NON-EXPEDITED N US-TEVA-306545USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SLEEP DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DECREASED APPETITE  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8201286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201286 NON-EXPEDITED N US-TEVA-306602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8201297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2011 8201297 NON-EXPEDITED N US-TEVA-306572USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7773829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 7773829 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2010177552

27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION NORDETTE S ORAL [Levonorgestrel 0.15mg /

Ethinylestradiol 0.03mg],
once daily

 PFIZER

GESTATIONAL HYPERTENSION NORDETTE S [Levonorgestrel 0.15mg /
Ethinylestradiol 0.03mg],
(one tablet) once daily

 PFIZER

THROMBOSIS ASPIRIN C UNK  
DRUG ADMINISTRATION ERROR ATENOLOL C 25 mg  
CHILLS  
ERYTHEMA  
IRRITABILITY  
MENOMETRORRHAGIA  
MENSTRUATION DELAYED  
POOR QUALITY DRUG ADMINISTERED  
PRURITUS  
SWELLING  
UNINTENDED PREGNANCY  

7828923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 7828923 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-009932 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROTOXIC PERIODIC PARALYSIS MIRENA S Daily dose 20 µg/d 892 DAY BAYER
FATIGUE  
PLATELET COUNT DECREASED  
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Detailed Report
8028035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8028035 NON-EXPEDITED Y OT US-BAYER-2011-056939 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 724 DAY BAYER
ABORTION SPONTANEOUS  

8061087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8061087 NON-EXPEDITED Y HO,OT US-BAYER-2011-064808 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8083976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8083976 NON-EXPEDITED N HO,OT US-BAYER-2011-068820 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8086101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8086101 EXPEDITED (15-DAY) Y OT US-BAYER-2011-069608 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHLAMYDIA TEST POSITIVE  

8101321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8101321 NON-EXPEDITED Y HO,OT US-BAYER-2011-073689 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
DEVICE DISLOCATION  
PAIN  
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Detailed Report
8131673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8131673 NON-EXPEDITED N OT US-BAYER-2011-026478 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8161771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8161771 NON-EXPEDITED N US-TEVA-302779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8178835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8178835 NON-EXPEDITED N OT US-BAYER-2011-093017 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
ABDOMINAL DISTENSION  
ADVERSE EVENT  
ALOPECIA  
ARTHRALGIA  
DECREASED APPETITE  
DEPRESSED MOOD  
DIARRHOEA  
DISTURBANCE IN ATTENTION  
DIZZINESS  
FACE OEDEMA  
FALL  
HYPERTRICHOSIS  
MUSCULOSKELETAL PAIN  
NAUSEA  
URTICARIA  
VISION BLURRED  
VOMITING  
WEIGHT INCREASED  

8192139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8192139 NON-EXPEDITED N US-TEVA-305694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN BACTRIM C  
HEADACHE  
NAUSEA  
PELVIC PAIN  
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Detailed Report
8195576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8195576 NON-EXPEDITED N US-TEVA-305975USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8196361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8196361 NON-EXPEDITED N US-TEVA-306111USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ARTHRALGIA CLARITIN C  
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8198152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8198152 NON-EXPEDITED N US-TEVA-306237USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8201715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201715 NON-EXPEDITED N US-BAYER-2011-094180 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8201722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201722 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-100868 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S  BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE  
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Detailed Report
8201733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201733 NON-EXPEDITED N US-BAYER-2011-095187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8201734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201734 NON-EXPEDITED N US-BAYER-2011-095808 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 118 DAY BAYER

8201735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201735 NON-EXPEDITED N US-BAYER-2011-094866 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  

8201736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201736 NON-EXPEDITED N US-BAYER-2011-094350 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8201759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201759 NON-EXPEDITED N US-TEVA-306643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8201775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201775 NON-EXPEDITED N US-TEVA-306653USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8201808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201808 NON-EXPEDITED N US-BAYER-2011-000031 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S UNK  BAYER

8201821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201821 NON-EXPEDITED Y OT US-BAYER-2010-001448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN  

8201862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201862 NON-EXPEDITED N US-TEVA-306555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8201889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201889 NON-EXPEDITED N US-TEVA-306562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  

8201950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8201950 NON-EXPEDITED N US-TEVA-306566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 8,799 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8202008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202008 NON-EXPEDITED N US-BAYER-2011-093831 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8202009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202009 NON-EXPEDITED N US-BAYER-2011-093828 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8202011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202011 NON-EXPEDITED N US-TEVA-306662USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8202012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202012 NON-EXPEDITED Y US-BAYER-2011-094099 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIA TEST POSITIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8202025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202025 EXPEDITED (15-DAY) N HO US-BAYER-2011-102681 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8202047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202047 NON-EXPEDITED Y OT US-BAYER-2011-103943 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S  BAYER

8202077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202077 NON-EXPEDITED N US-BAYER-2011-102312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8202081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202081 NON-EXPEDITED N US-BAYER-2011-104024 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 30 DAY BAYER

8202084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202084 NON-EXPEDITED N US-BAYER-2011-102917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8202085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202085 NON-EXPEDITED Y OT US-BAYER-2011-102977 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 98 DAY BAYER
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Detailed Report
8202107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202107 NON-EXPEDITED N US-TEVA-306657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8202125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202125 NON-EXPEDITED N US-TEVA-306652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR XANAX C ORAL  

8202128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202128 NON-EXPEDITED Y US-BAYER-2011-103955 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8202485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202485 NON-EXPEDITED N US-TEVA-306644USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8202505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202505 NON-EXPEDITED N OT DE-BAYER-2011-088710 30 YR Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
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Detailed Report
8202509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202509 NON-EXPEDITED Y US-TEVA-306663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8202561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202561 NON-EXPEDITED N US-BAYER-2011-104143 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 115 DAY BAYER

8202563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202563 NON-EXPEDITED N US-BAYER-2011-094951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S UNK  BAYER

8202582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202582 NON-EXPEDITED N US-BAYER-2011-099792 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8202596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202596 NON-EXPEDITED N US-TEVA-306805USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8202599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202599 NON-EXPEDITED Y OT US-BAYER-2011-101494 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 305 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8202600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202600 NON-EXPEDITED N OT US-BAYER-2011-102232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8202602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202602 NON-EXPEDITED Y OT US-BAYER-2011-101473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 337 DAY BAYER

8202603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202603 NON-EXPEDITED N OT US-BAYER-2011-101564 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8202604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202604 NON-EXPEDITED Y US-BAYER-2011-102296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 175 DAY BAYER

8202605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202605 NON-EXPEDITED N OT US-BAYER-2011-101470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8202628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202628 NON-EXPEDITED Y US-BAYER-2011-096831 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 39 DAY BAYER
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Detailed Report
8202631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202631 NON-EXPEDITED N US-TEVA-306745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8202801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202801 NON-EXPEDITED Y OT US-BAYER-2011-103476 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 232 DAY BAYER

MIRENA S  BAYER

8202802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202802 NON-EXPEDITED N US-BAYER-2011-103118 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DIZZINESS  

8202804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202804 NON-EXPEDITED Y OT US-BAYER-2011-102765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8202805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202805 NON-EXPEDITED N US-BAYER-2011-102509 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
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Detailed Report
8202806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202806 NON-EXPEDITED Y US-BAYER-2011-103620 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 99 DAY BAYER

8202807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202807 NON-EXPEDITED Y US-BAYER-2011-101472 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 47 DAY BAYER

8202817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202817 NON-EXPEDITED N OT US-BAYER-2011-100971 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BLADDER DISORDER  
CERVIX INFLAMMATION  
VAGINAL DISCHARGE  

8202830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202830 NON-EXPEDITED Y OT US-BAYER-2011-100847 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8202883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202883 NON-EXPEDITED N US-BAYER-2011-099864 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER
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Detailed Report
8202913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202913 NON-EXPEDITED N US-TEVA-306806USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ADDERALL C  

8202941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8202941 NON-EXPEDITED N US-TEVA-306779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8203105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8203105 NON-EXPEDITED N US-TEVA-306744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8203160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8203160 NON-EXPEDITED N US-TEVA-306739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8203170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8203170 NON-EXPEDITED Y US-BAYER-2011-101596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 454 DAY BAYER
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Detailed Report
8203172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2011 8203172 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-029601 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
DEVICE DISLOCATION  
INTESTINAL PERFORATION  

7778208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 7778208 NON-EXPEDITED Y OT US-BAYER-2010-004361 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8058273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8058273 NON-EXPEDITED N OT US-BAYER-2011-064358 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
ABDOMINAL PAIN  
DIZZINESS  

8122010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8122010 NON-EXPEDITED N OT US-BAYER-2011-015963 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  
VAGINAL DISCHARGE  
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Detailed Report
8129160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8129160 EXPEDITED (15-DAY) N OT NO-BAYER-2011-079062 48 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE UNK  BAYER
PROCEDURAL PAIN MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8205437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205437 NON-EXPEDITED N US-TEVA-306872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8205438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205438 NON-EXPEDITED N US-TEVA-306863USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8205567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205567 NON-EXPEDITED N US-TEVA-306836USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8205580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205580 NON-EXPEDITED Y US-BAYER-2011-094237 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
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Detailed Report
8205583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205583 NON-EXPEDITED Y US-BAYER-2011-094777 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER

8205584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205584 NON-EXPEDITED Y US-BAYER-2011-094805 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8205637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205637 NON-EXPEDITED N US-TEVA-306839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULOSKELETAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
PELVIC PAIN  

8205722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205722 NON-EXPEDITED N US-TEVA-306873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8205876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205876 NON-EXPEDITED N US-TEVA-306865USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8205899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8205899 NON-EXPEDITED N US-TEVA-306926USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8206149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8206149 EXPEDITED (15-DAY) N OT US-BAYER-2011-102785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
OSTEITIS  
PELVIC PAIN  

8206315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8206315 NON-EXPEDITED N US-TEVA-306928USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8208059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208059 NON-EXPEDITED N OT US-BAYER-2011-100946 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER
DEVICE EXPULSION  

8208090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208090 NON-EXPEDITED N US-TEVA-306944USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8208096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208096 NON-EXPEDITED N US-BAYER-2011-101797 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  

8208110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208110 NON-EXPEDITED N OT US-BAYER-2011-102244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8208111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208111 NON-EXPEDITED N OT US-BAYER-2011-102262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8208113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208113 NON-EXPEDITED N OT US-BAYER-2011-102744 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN MIRENA S  BAYER

8208114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208114 NON-EXPEDITED N OT US-BAYER-2011-102752 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8208157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208157 NON-EXPEDITED N OT US-BAYER-2011-102770 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

8208159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208159 NON-EXPEDITED N OT US-BAYER-2011-102804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8208161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208161 NON-EXPEDITED N OT US-BAYER-2011-102964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 232 DAY BAYER

8208311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208311 NON-EXPEDITED N OT US-BAYER-2011-103045 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8208312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208312 NON-EXPEDITED N US-BAYER-2011-103054 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 25 DAY BAYER
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Detailed Report
8208313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208313 NON-EXPEDITED Y OT US-BAYER-2011-103007 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSURIA  
SINUSITIS  

8208315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208315 NON-EXPEDITED N US-BAYER-2011-103589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 13 DAY BAYER
BREAST MASS  

8208397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208397 NON-EXPEDITED N US-TEVA-306949USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PAIN IN EXTREMITY TYLENOL C  
ABDOMINAL PAIN LOWER  
PELVIC PAIN  

8208427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208427 NON-EXPEDITED Y US-BAYER-2011-094999 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8208443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208443 NON-EXPEDITED N OT US-BAYER-2011-103561 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 145 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8208444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208444 NON-EXPEDITED N US-BAYER-2011-103910 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8208445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208445 NON-EXPEDITED N US-BAYER-2011-104430 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER

8208446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208446 NON-EXPEDITED N US-BAYER-2011-103881 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK 27 DAY BAYER
DEVICE EXPULSION  

8208447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208447 NON-EXPEDITED N US-BAYER-2011-103907 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8208462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208462 NON-EXPEDITED N OT US-BAYER-2011-103539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 103 DAY BAYER
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Detailed Report
8208707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2011 8208707 EXPEDITED (15-DAY) N OT US-TEVA-306750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RITALIN C  

8098951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8098951 NON-EXPEDITED Y OT US-BAYER-2011-072199 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE  BAYER

CYTOTEC C ORAL 400 mg, UNK  

8130655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8130655 NON-EXPEDITED Y OT US-BAYER-2011-080958 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8168311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8168311 NON-EXPEDITED N US-TEVA-303412USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BACK PAIN  
MENSTRUATION DELAYED  
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Detailed Report
8168921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8168921 EXPEDITED (15-DAY) N OT CN-BAYER-2011-090727 30 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  

8192140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8192140 NON-EXPEDITED N US-TEVA-305813USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8198142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8198142 NON-EXPEDITED N US-TEVA-306224USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8198764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8198764 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-101614 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S UNK 1460 DAY BAYER

8199271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8199271 NON-EXPEDITED N US-TEVA-306221USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8199279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8199279 NON-EXPEDITED N US-TEVA-306223USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8200848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8200848 NON-EXPEDITED N US-TEVA-306549USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8215140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215140 NON-EXPEDITED N US-TEVA-306929USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8215142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215142 NON-EXPEDITED N US-TEVA-306947USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8215197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215197 NON-EXPEDITED N US-TEVA-306987USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8215301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215301 NON-EXPEDITED N US-TEVA-306988USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215366 NON-EXPEDITED N US-TEVA-306999USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215381 NON-EXPEDITED N US-TEVA-307005USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215425 NON-EXPEDITED N US-TEVA-307007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215458 NON-EXPEDITED N US-TEVA-307006USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215573 NON-EXPEDITED Y US-BAYER-2011-105109 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8215574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215574 NON-EXPEDITED Y US-BAYER-2011-088863 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE SWELLING MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
EYE PRURITUS  
OCULAR HYPERAEMIA  

8215583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215583 NON-EXPEDITED N US-TEVA-307004USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8215854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215854 NON-EXPEDITED N US-TEVA-307165USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8215927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215927 NON-EXPEDITED Y US-BAYER-2011-095653 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8215937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215937 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-103787 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S UNK  BAYER
HEADACHE  
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Detailed Report
8215947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8215947 EXPEDITED (15-DAY) Y HO NO-BAYER-2011-103044 35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SLEEP DISORDER MIRENA S INTRAUTERINE UNK 540 DAY BAYER
ABNORMAL BEHAVIOUR  
DEPRESSION  
PSYCHOTIC DISORDER  

8216163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216163 NON-EXPEDITED N US-TEVA-307170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8216184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216184 NON-EXPEDITED N US-TEVA-307166USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SUPPRESSED LACTATION  

8216242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216242 NON-EXPEDITED N US-TEVA-307167USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8216247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216247 NON-EXPEDITED N US-TEVA-307158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8216271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216271 NON-EXPEDITED N US-TEVA-307149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8216276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216276 NON-EXPEDITED N US-TEVA-307139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8216307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216307 NON-EXPEDITED N US-BAYER-2011-102087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA MIRENA S  BAYER
ARTHRALGIA  
BACK PAIN  
WEIGHT INCREASED  

8216355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216355 NON-EXPEDITED Y US-BAYER-2011-105041 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8216357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216357 NON-EXPEDITED N OT US-BAYER-2011-105001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8216472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216472 NON-EXPEDITED N OT US-BAYER-2011-103976 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8216476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216476 NON-EXPEDITED N US-BAYER-2011-103996 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 54 DAY BAYER

8216477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216477 NON-EXPEDITED N OT US-BAYER-2011-104006 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8216587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216587 DIRECT N HO,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE Can't find on website  
PROCEDURAL PAIN LUPRON DEPOT C INTRAMUSCULAR 11.25 mg  ABBOTT
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Detailed Report
8216596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216596 DIRECT N DS,LT,OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S  
ANXIETY  
APATHY  
BACK PAIN  
DEPRESSION  
MUSCLE SPASMS  
WEIGHT DECREASED  

8216688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2011 8216688 DIRECT N HO,DS,LT,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S  
ABASIA  
ABDOMINAL DISTENSION  
ALOPECIA  
ASTHENIA  
BACK PAIN  
MALAISE  
MIGRAINE  
PAIN  
PARAESTHESIA  
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Detailed Report
7681947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 7681947 EXPEDITED (15-DAY) Y HO PHHO2010US17331 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA GILENYA S ORAL Dose blinded 106 DAY
CONCOMITANT DISEASE PROGRESSION GILENYA S ORAL 0.5mg 336 DAY
ENDOMETRIAL CANCER DESOGESTREL AND ETHINYL

ESTRADIOL
S UNK  

MALIGNANT TUMOUR EXCISION SEASONIQUE S UNK  
HYSTERECTOMY SEASONIQUE S  
EXPLORATIVE LAPAROTOMY TRI-B S UNK  
ANAEMIA UNSPECIFIED INGREDIENT S  
GAIT DISTURBANCE  
MULTIPLE SCLEROSIS RELAPSE  

7803318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 7803318 NON-EXPEDITED N US-BAYER-2011-009810 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

CARDIOVASCULAR SYSTEM
DRUGS

C UNK  
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Detailed Report
8112253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8112253 EXPEDITED (15-DAY) Y OT US-BAYER-2011-076516 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 690 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
PAIN  
PRODUCT QUALITY ISSUE  
WEIGHT INCREASED  

8113244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8113244 NON-EXPEDITED N OT US-BAYER-2011-077713 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8114959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8114959 NON-EXPEDITED Y OT US-BAYER-2011-017108 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER
PELVIC PAIN MULTI-VITAMIN C ORAL  

NAPROXEN C ORAL UNK UNK, PRN  
SPIRONOLACTONE C ORAL 50 mg, QD  
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Detailed Report
8121403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8121403 NON-EXPEDITED N US-BAYER-2011-079938 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  

8156380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8156380 NON-EXPEDITED N US-TEVA-302364USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8165571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8165571 EXPEDITED (15-DAY) N OT US-BAYER-2011-088976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS MIRENA S  BAYER
BRADYCARDIA  
SYNCOPE  
URINARY TRACT INFECTION  

8174073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8174073 NON-EXPEDITED N OT US-BAYER-2011-092938 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 189 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8174128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8174128 EXPEDITED (15-DAY) N OT US-BAYER-2011-092950 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE BREAKAGE  
INFERTILITY FEMALE  

8181358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8181358 NON-EXPEDITED N US-TEVA-304830USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE BIRTH CONTROL PILLS C ORAL  

8189173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8189173 NON-EXPEDITED N US-TEVA-305557USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8189201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8189201 NON-EXPEDITED N US-TEVA-305555USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8195486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8195486 NON-EXPEDITED N US-TEVA-305903USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8198119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8198119 NON-EXPEDITED N US-TEVA-306138USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8199289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8199289 NON-EXPEDITED N US-TEVA-306306USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOODY DISCHARGE  
Exposure during breast feeding  

8200073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8200073 NON-EXPEDITED Y US-BAYER-2011-101015 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
PELVIC PAIN  

8200907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8200907 NON-EXPEDITED N US-TEVA-306603USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8208459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8208459 NON-EXPEDITED Y OT PL-BAYER-2011-099013 35 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTOLERANCE MIRENA S INTRAUTERINE UNK 30 DAY BAYER
PROCEDURAL PAIN DIENOGEST S ORAL UNK  
POST PROCEDURAL HAEMORRHAGE  
ULCER  
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Detailed Report
8216930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8216930 NON-EXPEDITED Y US-TEVA-307210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8216945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8216945 NON-EXPEDITED N US-TEVA-307134USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8216996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8216996 NON-EXPEDITED N US-TEVA-307148USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8217065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217065 NON-EXPEDITED N US-BAYER-2011-105415 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

MIRENA S  BAYER

8217066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217066 NON-EXPEDITED N US-BAYER-2011-105330 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER
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Detailed Report
8217103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217103 NON-EXPEDITED Y US-BAYER-2011-094786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CLIMARA PRO S  BAYER
ERYTHEMA  

8217104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217104 NON-EXPEDITED Y US-BAYER-2011-094815 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 226 DAY BAYER

MIRENA S  BAYER

8217105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217105 NON-EXPEDITED N US-BAYER-2011-094882 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 255 DAY BAYER

8217106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217106 NON-EXPEDITED Y US-BAYER-2011-095046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8217107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217107 NON-EXPEDITED N US-BAYER-2011-096951 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Page: 8,831 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8217108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217108 NON-EXPEDITED N US-BAYER-2011-094769 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8217109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217109 NON-EXPEDITED N US-BAYER-2011-094771 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8217135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217135 NON-EXPEDITED N US-TEVA-307253USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MULTI-VITAMIN C  
VITAMIN B12 C  

8217149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217149 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-103097 36 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHOMA MIRENA S 20 mcg/24hr, UNK  BAYER

8217153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217153 EXPEDITED (15-DAY) N OT US-BAYER-2011-104003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8217175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217175 NON-EXPEDITED N US-TEVA-307254USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALESSE 28 C ORAL  

8217279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217279 NON-EXPEDITED N US-TEVA-307272USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8217321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217321 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-105053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S INTRAUTERINE Daily dose 20 µg 268 DAY BAYER
DYSPAREUNIA  
PELVIC PAIN  
PREGNANCY  
SYNCOPE  

8217322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217322 NON-EXPEDITED N US-BAYER-2011-096313 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8217325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217325 NON-EXPEDITED N US-BAYER-2011-104964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL DISORDER MIRENA S  BAYER
POLLAKIURIA  
THIRST  

8217326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217326 NON-EXPEDITED N OT US-BAYER-2011-103015 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8217332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217332 NON-EXPEDITED N OT US-BAYER-2011-105057 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER

8217333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217333 NON-EXPEDITED Y OT US-BAYER-2011-104945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217334 NON-EXPEDITED Y OT US-BAYER-2011-104858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  
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Detailed Report
8217335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217335 NON-EXPEDITED Y OT US-BAYER-2011-104923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217336 NON-EXPEDITED Y OT US-BAYER-2011-104938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217338 NON-EXPEDITED N US-BAYER-2011-103938 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 108 DAY BAYER

8217339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217339 NON-EXPEDITED Y OT US-BAYER-2011-105059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8217340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217340 NON-EXPEDITED Y OT US-BAYER-2011-104880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8217342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217342 NON-EXPEDITED N US-BAYER-2011-105187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 768 DAY BAYER

8217343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217343 NON-EXPEDITED N US-BAYER-2011-104755 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8217344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217344 NON-EXPEDITED N OT US-BAYER-2011-104527 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8217345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217345 NON-EXPEDITED Y OT US-BAYER-2011-104948 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217347 NON-EXPEDITED Y OT US-BAYER-2011-104929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217349 NON-EXPEDITED N OT US-BAYER-2011-104708 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8217350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217350 NON-EXPEDITED Y OT US-BAYER-2011-104882 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217351 NON-EXPEDITED N OT US-BAYER-2011-104854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 588 DAY BAYER
PAIN  

8217352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217352 NON-EXPEDITED Y OT US-BAYER-2011-104947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8217357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217357 NON-EXPEDITED N US-TEVA-307280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LORATADINE C ORAL  

8217397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217397 NON-EXPEDITED N US-TEVA-307278USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8217446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217446 NON-EXPEDITED N US-TEVA-307270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8217478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217478 NON-EXPEDITED N OT US-BAYER-2011-103929 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8217479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217479 NON-EXPEDITED N OT US-BAYER-2011-104851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8217491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217491 NON-EXPEDITED N US-TEVA-307265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8217492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217492 NON-EXPEDITED N OT US-BAYER-2011-103566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
PAIN  
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Detailed Report
8217493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217493 NON-EXPEDITED N US-BAYER-2011-103879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S UNK  BAYER

8217494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217494 NON-EXPEDITED Y OT US-BAYER-2011-103604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

8217495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217495 NON-EXPEDITED Y OT US-BAYER-2011-103613 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8217497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217497 NON-EXPEDITED N OT US-BAYER-2011-103554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8217498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217498 NON-EXPEDITED N OT US-BAYER-2011-103574 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
BREAST TENDERNESS  
DEVICE DISLOCATION  
FATIGUE  
GINGIVAL PAIN  
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Detailed Report
8217499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217499 NON-EXPEDITED N OT US-BAYER-2011-103258 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
FEELING HOT  
GENITAL HAEMORRHAGE  
VAGINAL ODOUR  

8217501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217501 NON-EXPEDITED Y OT US-BAYER-2011-103242 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
RENAL PAIN  

8217543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217543 NON-EXPEDITED N US-TEVA-307258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8217569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217569 NON-EXPEDITED N US-TEVA-307282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SEASONIQUE C ORAL  

8217576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217576 NON-EXPEDITED N US-BAYER-2011-095962 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 312 DAY BAYER
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Detailed Report
8217577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217577 NON-EXPEDITED Y OT DE-BAYER-2011-102696 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8217578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217578 NON-EXPEDITED Y US-BAYER-2011-096284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8217579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217579 EXPEDITED (15-DAY) Y OT US-BAYER-2011-104706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTICOAGULANTS C UNK  

8217811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217811 NON-EXPEDITED N OT US-BAYER-2011-104190 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER
PAIN  

8217812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217812 NON-EXPEDITED Y OT US-BAYER-2011-103961 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 273 DAY BAYER
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Detailed Report
8217813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217813 NON-EXPEDITED N OT US-BAYER-2011-104547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  

8217814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217814 NON-EXPEDITED N OT US-BAYER-2011-104705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8217815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217815 NON-EXPEDITED N OT US-BAYER-2011-103992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8217816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217816 NON-EXPEDITED N OT US-BAYER-2011-104011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
OVARIAN CYST RUPTURED  

8217818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217818 NON-EXPEDITED N OT US-BAYER-2011-104588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
PELVIC PAIN  
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Detailed Report
8217820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217820 NON-EXPEDITED N OT US-BAYER-2011-103982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
HYPERHIDROSIS  

8217822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217822 NON-EXPEDITED Y US-BAYER-2011-105272 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 36 DAY BAYER

8217824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217824 NON-EXPEDITED N OT US-BAYER-2011-104191 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8217825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217825 NON-EXPEDITED Y OT US-BAYER-2011-105023 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8217827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217827 NON-EXPEDITED Y OT US-BAYER-2011-104703 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
DEVICE EXPULSION  

Page: 8,843 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8217828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217828 NON-EXPEDITED N US-BAYER-2011-105265 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8217942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8217942 NON-EXPEDITED N US-TEVA-307284USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8218039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218039 NON-EXPEDITED N US-TEVA-307267USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8218047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218047 NON-EXPEDITED N US-TEVA-307409USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LUTERA C ORAL  
DIZZINESS  
FATIGUE  
NAUSEA  
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Detailed Report
8218073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218073 NON-EXPEDITED N US-TEVA-307276USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8218082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218082 NON-EXPEDITED N OT US-BAYER-2011-104704 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ALOPECIA  
DEPRESSION  
FATIGUE  
HEADACHE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8218111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218111 NON-EXPEDITED N US-TEVA-307279USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8218243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218243 NON-EXPEDITED N US-TEVA-307235USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8218368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218368 NON-EXPEDITED N US-TEVA-307220USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8218419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2011 8218419 NON-EXPEDITED N OT US-BAYER-2011-105028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
NAUSEA  

7868947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 7868947 NON-EXPEDITED Y US-
BAYER-201013385NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8090585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8090585 NON-EXPEDITED Y OT US-BAYER-2011-025761 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 253 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
POLYMENORRHOEA  
PROCEDURAL COMPLICATION  
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Detailed Report
8113724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8113724 NON-EXPEDITED N US-BAYER-2011-078008 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER

8194256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8194256 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-098402 45 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CANCER METASTATIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 839 DAY BAYER
ABDOMINAL PAIN  
GENERAL PHYSICAL HEALTH DETERIORATION  
GENITAL HAEMORRHAGE  

8200027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8200027 NON-EXPEDITED N US-TEVA-306423USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ZOLOFT C ORAL 50 Milligram;  
HEADACHE  
MENSTRUATION IRREGULAR  

8216359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8216359 NON-EXPEDITED N OT US-BAYER-2011-103542 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 5 DAY BAYER
DEVICE EXPULSION  
PAIN  
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Detailed Report
8218240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8218240 NON-EXPEDITED N OT US-BAYER-2011-096983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER
GAIT DISTURBANCE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8220799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220799 NON-EXPEDITED N US-TEVA-307281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED LEVONORGESTREL S ORAL  

8220841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220841 NON-EXPEDITED N US-BAYER-2011-105108 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 454 DAY BAYER

8220842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220842 NON-EXPEDITED N US-BAYER-2011-105717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8220843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220843 NON-EXPEDITED Y OT US-BAYER-2011-104511 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 294 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8220844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220844 NON-EXPEDITED Y US-BAYER-2011-105274 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8220845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220845 NON-EXPEDITED Y US-BAYER-2011-105090 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8220846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220846 NON-EXPEDITED Y US-BAYER-2011-104134 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8220904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220904 NON-EXPEDITED N US-BAYER-2011-105259 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8220939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220939 NON-EXPEDITED Y US-BAYER-2011-104522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

TRIGONELLA FOENUM-
GRAECUM

C  
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Detailed Report
8220940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220940 NON-EXPEDITED N US-BAYER-2011-097946 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 272 DAY BAYER
DEVICE EXPULSION  

8220941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220941 NON-EXPEDITED N US-BAYER-2011-095965 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER

8220942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220942 NON-EXPEDITED N US-BAYER-2011-097073 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 190 DAY BAYER

8220944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220944 NON-EXPEDITED N US-BAYER-2011-095804 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8220945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220945 NON-EXPEDITED N US-BAYER-2011-095809 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8220946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220946 NON-EXPEDITED Y US-BAYER-2011-095980 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8220947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220947 NON-EXPEDITED Y US-BAYER-2011-095706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEOPENIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8220948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8220948 NON-EXPEDITED Y US-BAYER-2011-095717 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8221022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221022 NON-EXPEDITED N US-BAYER-2011-095689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
PELVIC DISCOMFORT  
VAGINAL DISCHARGE  

8221073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221073 NON-EXPEDITED N US-TEVA-307425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221077 NON-EXPEDITED N US-TEVA-307426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8221139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221139 NON-EXPEDITED N US-TEVA-307413USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8221214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221214 NON-EXPEDITED N US-TEVA-307324USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL C  

8221222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221222 NON-EXPEDITED N US-TEVA-307419USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8221263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221263 NON-EXPEDITED N US-TEVA-307415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8221281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221281 NON-EXPEDITED N US-TEVA-307408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  
MICTURITION URGENCY  
MUSCLE SPASMS  

8221345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221345 NON-EXPEDITED N US-TEVA-307329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

8221351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221351 NON-EXPEDITED N US-TEVA-307403USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221356 NON-EXPEDITED N US-TEVA-307325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221362 NON-EXPEDITED N US-TEVA-307355USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8221389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221389 NON-EXPEDITED N US-TEVA-307337USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ALLEGRA C  

8221531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221531 NON-EXPEDITED N US-TEVA-307336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221632 NON-EXPEDITED N US-TEVA-307341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221662 NON-EXPEDITED N US-TEVA-307349USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221670 NON-EXPEDITED N US-TEVA-307438USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221686 NON-EXPEDITED N US-TEVA-307436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8221712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221712 NON-EXPEDITED N US-TEVA-307434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221730 NON-EXPEDITED N US-TEVA-307437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221748 NON-EXPEDITED N US-TEVA-307435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8221893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221893 NON-EXPEDITED Y US-BAYER-2011-095803 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
UTERINE CERVIX STENOSIS  

8221894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221894 NON-EXPEDITED N US-BAYER-2011-095802 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8221895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221895 NON-EXPEDITED Y US-BAYER-2011-096971 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER
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Detailed Report
8221896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221896 NON-EXPEDITED Y US-BAYER-2011-096962 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

8221897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221897 NON-EXPEDITED Y US-BAYER-2011-096285 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8221898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221898 NON-EXPEDITED Y US-BAYER-2011-096445 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8221899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221899 NON-EXPEDITED Y US-BAYER-2011-096993 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 151 DAY BAYER

8221955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8221955 NON-EXPEDITED N US-BAYER-2011-105351 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT 212 DAY BAYER
DEVICE EXPULSION  
MENORRHAGIA  
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Detailed Report
8222249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2011 8222249 NON-EXPEDITED N US-TEVA-307500USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR HYPERAEMIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EYE PAIN  

8166422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8166422 EXPEDITED (15-DAY) N OT GB-BAYER-2011-093484 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 1 DAY BAYER

8201731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8201731 EXPEDITED (15-DAY) Y OT US-BAYER-2011-102326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEOPLASM MIRENA S  BAYER
CYST  

8202024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8202024 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-102024 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN EPITHELIAL CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8221287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8221287 NON-EXPEDITED N US-TEVA-307400USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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8224621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224621 NON-EXPEDITED N US-TEVA-307481USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8224716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224716 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  
ALOPECIA  
MIGRAINE  
PYREXIA  

8224749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224749 NON-EXPEDITED N US-TEVA-307487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8224847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224847 NON-EXPEDITED N US-TEVA-307496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8224883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224883 NON-EXPEDITED N US-BAYER-2011-097067 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8224889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224889 NON-EXPEDITED N US-BAYER-2011-097074 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8224891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224891 NON-EXPEDITED N US-TEVA-307528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8224905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224905 NON-EXPEDITED N US-TEVA-307502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8224915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224915 EXPEDITED (15-DAY) N OT BR-BAYER-2011-104532 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
POLYCYSTIC OVARIES SERTRALINE HYDROCHLORIDE C ORAL 1 DF, QD  

8224916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224916 EXPEDITED (15-DAY) N OT US-BAYER-2011-105054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYDROMETRA  
PELVIC PAIN  
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Detailed Report
8224920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224920 EXPEDITED (15-DAY) N OT US-BAYER-2011-105299 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8224926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224926 NON-EXPEDITED N US-TEVA-307560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8224945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224945 NON-EXPEDITED N US-TEVA-307559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8224976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224976 NON-EXPEDITED Y US-BAYER-2011-097075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY NASONEX S UNK  
FATIGUE  

8224977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224977 NON-EXPEDITED Y US-BAYER-2011-097190 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER
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Detailed Report
8224992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8224992 NON-EXPEDITED N US-TEVA-307484USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8225173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225173 NON-EXPEDITED N OT US-BAYER-2011-105607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8225174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225174 NON-EXPEDITED N OT US-BAYER-2011-105341 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8225175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225175 NON-EXPEDITED N US-BAYER-2011-106111 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

MIRENA S UNK 1 DAY BAYER

8225176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225176 NON-EXPEDITED N OT US-BAYER-2011-105604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8225177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225177 NON-EXPEDITED N OT US-BAYER-2011-105361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL INFECTION FEMALE  
PAIN  

8225178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225178 NON-EXPEDITED Y OT NL-BAYER-2011-105614 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8225179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225179 NON-EXPEDITED Y OT US-BAYER-2011-105286 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8225195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225195 NON-EXPEDITED N US-TEVA-307488USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8225212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225212 NON-EXPEDITED N OT US-BAYER-2011-105032 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8225214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225214 NON-EXPEDITED N OT US-BAYER-2011-104907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8225216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225216 NON-EXPEDITED N OT US-BAYER-2011-105427 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 11 DAY BAYER
PROCEDURAL PAIN  

8225218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225218 NON-EXPEDITED Y US-BAYER-2011-106065 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8225245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225245 NON-EXPEDITED N OT US-BAYER-2011-106215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8225307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225307 NON-EXPEDITED Y US-BAYER-2011-106068 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8225308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225308 NON-EXPEDITED Y OT US-BAYER-2011-105425 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8225310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225310 NON-EXPEDITED Y US-BAYER-2011-097857 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 12 DAY BAYER

8225345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225345 NON-EXPEDITED N US-TEVA-307555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8225365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225365 NON-EXPEDITED N US-TEVA-307283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8225384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225384 NON-EXPEDITED N US-TEVA-307572USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8225447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225447 NON-EXPEDITED N US-TEVA-307545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8225492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225492 NON-EXPEDITED N US-TEVA-307530USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING HOT  

8225541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225541 NON-EXPEDITED Y OT US-BAYER-2011-106432 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 182 DAY BAYER
DEVICE EXPULSION  

8225542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225542 NON-EXPEDITED Y OT US-BAYER-2011-105617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
PAIN  

8225559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225559 NON-EXPEDITED N US-BAYER-2011-096990 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 22 DAY BAYER

8225560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225560 NON-EXPEDITED Y US-BAYER-2011-096830 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 138 DAY BAYER
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Detailed Report
8225591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225591 NON-EXPEDITED N US-BAYER-2011-096796 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 280 DAY BAYER
ABDOMINAL PAIN LOWER  

8225592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225592 NON-EXPEDITED Y US-BAYER-2011-105668 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8225694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225694 NON-EXPEDITED Y US-BAYER-2011-097864 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER

8225789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8225789 NON-EXPEDITED N US-TEVA-307726USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8226013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2011 8226013 EXPEDITED (15-DAY) N OT US-TEVA-307000USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC HAEMORRHAGE SEASONIQUE S ORAL  DURAMED
ABDOMINAL PAIN  
HAEMATOCHEZIA  
PANCREATIC HAEMORRHAGE  
UTERINE LEIOMYOMA  
UTERINE PAIN  
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Detailed Report
7547919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 7547919 EXPEDITED (15-DAY) N DE US-
BAYER-201029543NA

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEATH MIRENA S UNK  BAYER

7805319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 7805319 NON-EXPEDITED N OT US-BAYER-2011-011295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
ABORTION SPONTANEOUS  

8018078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8018078 NON-EXPEDITED N US-
BAYER-201017574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN MIRENA S  BAYER

8132874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8132874 NON-EXPEDITED N OT US-BAYER-2011-084455 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8146377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8146377 NON-EXPEDITED N US-BAYER-2011-088263 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8181120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8181120 NON-EXPEDITED N OT US-BAYER-2011-097904 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 146 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  

8199293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8199293 NON-EXPEDITED N US-TEVA-306337USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8203071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8203071 NON-EXPEDITED N US-TEVA-306766USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8205436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8205436 NON-EXPEDITED N US-TEVA-306876USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  
VOMITING  

8228525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228525 NON-EXPEDITED N US-BAYER-2011-097002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8228526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228526 NON-EXPEDITED N US-BAYER-2011-106115 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 24 mcg/24hr, CONT  BAYER

8228527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228527 NON-EXPEDITED N US-BAYER-2011-106189 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8228545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228545 NON-EXPEDITED N US-BAYER-2011-106508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT 71 DAY BAYER
DEVICE EXPULSION  

8228564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228564 NON-EXPEDITED N US-BAYER-2011-106072 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 46 DAY BAYER

8228590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228590 NON-EXPEDITED N US-BAYER-2011-099195 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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Detailed Report
8228591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228591 NON-EXPEDITED N US-BAYER-2011-097246 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8228789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228789 NON-EXPEDITED N OT US-BAYER-2011-106650 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 126 DAY BAYER
DEVICE EXPULSION  

8228792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228792 NON-EXPEDITED Y US-BAYER-2011-098648 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8228798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228798 NON-EXPEDITED N US-TEVA-307682USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8228804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228804 NON-EXPEDITED Y OT US-BAYER-2011-105843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8228810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228810 NON-EXPEDITED Y US-BAYER-2011-098120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8228826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228826 NON-EXPEDITED Y US-BAYER-2011-098083 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 39 DAY BAYER

8228828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228828 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-105777 46 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8228829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228829 NON-EXPEDITED Y OT US-BAYER-2011-105313 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
DEVICE DISLOCATION  

8228842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228842 NON-EXPEDITED N US-BAYER-2011-105087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S SUBCUTANEOUS 20 µg/d, UNK  BAYER

8228854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228854 NON-EXPEDITED Y OT US-BAYER-2011-105285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 258 DAY BAYER
DEVICE EXPULSION  
PAIN  
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Detailed Report
8228886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228886 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-105913 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERPROLACTINAEMIA MIRENA S  BAYER

8228887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228887 NON-EXPEDITED Y OT US-BAYER-2011-105841 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8228890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228890 NON-EXPEDITED Y OT US-BAYER-2011-106529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8228918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228918 EXPEDITED (15-DAY) N OT US-BAYER-2011-106156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S UNK 1460 DAY BAYER

8228941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228941 EXPEDITED (15-DAY) Y HO,DS US-BAYER-2011-105621 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUS SYSTEM DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 816 DAY BAYER
DIZZINESS  
MIGRAINE  
MUSCULAR WEAKNESS  
PAIN IN EXTREMITY  
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Detailed Report
8228960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228960 NON-EXPEDITED N OT US-BAYER-2011-105926 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8228978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8228978 NON-EXPEDITED Y US-BAYER-2011-097928 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 443 DAY BAYER

8229066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229066 NON-EXPEDITED N US-TEVA-307789USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BYSTOLIC C ORAL  

8229101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229101 NON-EXPEDITED N US-TEVA-307615USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8229136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229136 NON-EXPEDITED N US-TEVA-307715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8229279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229279 NON-EXPEDITED N US-TEVA-307627USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8229291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229291 NON-EXPEDITED N US-TEVA-307632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8229293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229293 NON-EXPEDITED N US-TEVA-307619USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8229299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229299 NON-EXPEDITED N US-TEVA-307629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8229396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229396 NON-EXPEDITED N US-TEVA-307623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8229408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229408 NON-EXPEDITED N US-TEVA-307636USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SINGULAIR C  
ALBUTEROL SULFATE C  
ALPRAZOLAM C  

8229454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229454 NON-EXPEDITED N US-TEVA-307736USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8229481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2011 8229481 NON-EXPEDITED N US-TEVA-307827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

7803365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 7803365 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-009591 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CROHN'S DISEASE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

7875596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 7875596 NON-EXPEDITED N US-
BAYER-201014286NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 3 DAY BAYER

Page: 8,875 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7900403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 7900403 NON-EXPEDITED Y US-
BAYER-201014311NA

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 249 DAY BAYER

7900416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 7900416 NON-EXPEDITED Y US-
BAYER-201013574NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 1 DAY BAYER

7947200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 7947200 NON-EXPEDITED N US-
BAYER-201015888NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8014195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8014195 NON-EXPEDITED Y OT US-BAYER-2011-052595 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

8017159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8017159 NON-EXPEDITED N OT US-BAYER-2011-052432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
UTERINE PERFORATION  
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Detailed Report
8018319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8018319 NON-EXPEDITED N US-
BAYER-201031386NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 126 DAY BAYER

8020206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8020206 NON-EXPEDITED Y US-
BAYER-201032364NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8020210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8020210 NON-EXPEDITED N US-
BAYER-201030883NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8064457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8064457 NON-EXPEDITED N US-
BAYER-201032046NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8066656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8066656 NON-EXPEDITED N US-
BAYER-201028899NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8067081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8067081 NON-EXPEDITED N US-
BAYER-201028598NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 285 DAY BAYER

8067083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8067083 NON-EXPEDITED Y US-
BAYER-201029189NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER

8068200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8068200 NON-EXPEDITED Y US-
BAYER-201036296NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8068222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8068222 NON-EXPEDITED N US-
BAYER-201032004NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER

8081538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8081538 NON-EXPEDITED N US-
BAYER-201030882NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 176 DAY BAYER
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Detailed Report
8081978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8081978 NON-EXPEDITED Y US-
BAYER-201028602NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1825 DAY BAYER

8082164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8082164 NON-EXPEDITED Y US-
BAYER-201031358NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 19 DAY BAYER

8100667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8100667 NON-EXPEDITED N OT US-BAYER-2011-072426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 365 DAY BAYER

8101224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8101224 NON-EXPEDITED N US-BAYER-2011-037599 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT 133 DAY BAYER

8115476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8115476 NON-EXPEDITED N US-BAYER-2011-073466 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8131473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8131473 NON-EXPEDITED Y OT US-BAYER-2011-080943 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8232187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232187 NON-EXPEDITED N US-BAYER-2011-096381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA  

8232190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232190 NON-EXPEDITED Y US-BAYER-2011-098494 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8232192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232192 NON-EXPEDITED N US-BAYER-2011-103584 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER

8232193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232193 NON-EXPEDITED Y US-BAYER-2011-098513 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
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Detailed Report
8232194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232194 NON-EXPEDITED N US-BAYER-2011-098609 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8232215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232215 NON-EXPEDITED N OT US-BAYER-2011-106658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8232219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232219 NON-EXPEDITED Y OT US-BAYER-2011-105776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8232220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232220 NON-EXPEDITED N OT US-BAYER-2011-106151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

8232401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232401 NON-EXPEDITED N US-TEVA-307773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8232421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232421 NON-EXPEDITED N US-TEVA-307780USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8232426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232426 NON-EXPEDITED N US-TEVA-307788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8232472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232472 NON-EXPEDITED N US-TEVA-307791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8232847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232847 NON-EXPEDITED N US-BAYER-2010-007323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S UNK  BAYER

8232848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232848 NON-EXPEDITED N US-BAYER-2010-007154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS CLIMARA PRO S  BAYER

8232893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232893 NON-EXPEDITED N US-BAYER-2011-098061 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1460 DAY BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  
MENSTRUATION DELAYED  
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Detailed Report
8232894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232894 NON-EXPEDITED N US-BAYER-2011-097287 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE EXPULSION  

8232895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232895 NON-EXPEDITED Y US-BAYER-2011-098005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8232896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232896 NON-EXPEDITED N US-BAYER-2011-098219 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8232897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232897 NON-EXPEDITED N US-BAYER-2011-098025 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8232899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232899 NON-EXPEDITED N US-BAYER-2011-098007 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8232900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8232900 NON-EXPEDITED N US-BAYER-2011-097977 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8233010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233010 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011265976

28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION NORDETTE S ORAL [levonorgestrel 0.15mg] /

[ethinyl estradiol
0.03mg] (one tablet)
daily

 PFIZER

SYNCOPE AZITROMICINA C UNK  
GOITRE VITAMIN B COMPLEX C UNK  
ABDOMINAL DISTENSION  
ACNE  
ASTHENIA  
DIZZINESS  
FORMICATION  

8233023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233023 NON-EXPEDITED N US-BAYER-2011-097942 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8233024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233024 NON-EXPEDITED Y US-BAYER-2011-097926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8233025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233025 NON-EXPEDITED Y US-BAYER-2011-097903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8233026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233026 NON-EXPEDITED N US-BAYER-2011-097878 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER

8233027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233027 NON-EXPEDITED Y US-BAYER-2011-097945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE INTOLERANCE  

8233028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8233028 NON-EXPEDITED N US-BAYER-2011-099265 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE EXPULSION  

8234739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8234739 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S INTRAUTERINE 1  
ECONOMIC PROBLEM  
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Detailed Report
8240851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2011 8240851 EXPEDITED (15-DAY) Y OT 2011SP050941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INEFFECTIVE ETONOGESTREL S SUBDERMAL SBDE  
VOMITING TRAMADOL HYDROCHLORIDE S  
SCRATCH DARVOCET S  
MEMORY IMPAIRMENT MIRENA S  
BACK PAIN PERCOCET C  
BODY TEMPERATURE INCREASED LOVENOX C  
ABDOMINAL PAIN  
ACNE  
BREAST PAIN  
CERVICAL DYSPLASIA  
CONSTIPATION  
DEPRESSION  
DYSMENORRHOEA  
MOOD SWINGS  
NIPPLE PAIN  
PELVIC PAIN  

8033072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8033072 NON-EXPEDITED N OT US-BAYER-2011-058759 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8048618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8048618 NON-EXPEDITED N US-
BAYER-201016679NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ROAD TRAFFIC ACCIDENT MIRENA S  BAYER

Page: 8,886 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8113256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8113256 NON-EXPEDITED Y OT US-BAYER-2011-077748 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 409 DAY BAYER
PELVIC PAIN MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8126561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8126561 NON-EXPEDITED N OT US-BAYER-2011-033091 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
OVARIAN CYST WEIGHT LOSS SUPPLEMENT C  
ABDOMINAL PAIN  
AMENORRHOEA  
DIZZINESS  

8158324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8158324 EXPEDITED (15-DAY) Y HO ES-TEVA-302240ISR 23 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT LEVONORGESTREL S ORAL  DURAMED

8189202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8189202 NON-EXPEDITED N US-TEVA-305561USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8189999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8189999 EXPEDITED (15-DAY) N DS,OT US-BAYER-2011-097763 33 YR Female USA
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Detailed Report
8189999
Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ACNE  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
BLOOD PRESSURE INCREASED  
BONE PAIN  
BREAST PAIN  
BREAST TENDERNESS  
DEHYDRATION  
DEPRESSION  
DIARRHOEA  
DIZZINESS  
FATIGUE  
GENITAL HAEMORRHAGE  
HEART RATE INCREASED  
HYPERHIDROSIS  
LIBIDO DECREASED  
MIGRAINE  
MOOD ALTERED  
NAUSEA  
PELVIC PAIN  
PYREXIA  
RASH  
SKIN STRIAE  
VOMITING  
WEIGHT INCREASED  
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Detailed Report
8202080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8202080 NON-EXPEDITED N OT US-BAYER-2011-099597 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

8202619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8202619 NON-EXPEDITED N US-TEVA-306798USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8202710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8202710 NON-EXPEDITED N US-TEVA-306729USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8208134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8208134 NON-EXPEDITED N US-TEVA-306985USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8208163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8208163 NON-EXPEDITED N OT US-BAYER-2011-102803 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8217030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8217030 NON-EXPEDITED N US-TEVA-307216USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE SYNTHROID C ORAL  
FATIGUE  

8217209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8217209 NON-EXPEDITED N US-TEVA-307277USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8220909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8220909 NON-EXPEDITED N US-TEVA-307318USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ALBUTEROL C  
BREAST TENDERNESS  
FATIGUE  

8234828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8234828 NON-EXPEDITED N US-BAYER-2011-002563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S  BAYER
MUSCLE SPASMS  
PRODUCT ADHESION ISSUE  

8235042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235042 NON-EXPEDITED N US-BAYER-2011-050228 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S UNK  BAYER
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Detailed Report
8235044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235044 NON-EXPEDITED N US-BAYER-2011-049787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S TRANSDERMAL  BAYER
APPLICATION SITE IRRITATION  
PRODUCT ADHESION ISSUE  

8235068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235068 NON-EXPEDITED N US-BAYER-2011-107141 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8235069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235069 NON-EXPEDITED N US-BAYER-2011-098100 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8235358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235358 EXPEDITED (15-DAY) N OT US-BAYER-2011-105842 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
APHAGIA  
IMPAIRED WORK ABILITY  
INFECTION  
INSOMNIA  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8235364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235364 EXPEDITED (15-DAY) N OT US-BAYER-2011-105828 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8235370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235370 NON-EXPEDITED N US-BAYER-2011-099687 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER

8235371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235371 NON-EXPEDITED Y US-BAYER-2011-098596 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 216 DAY BAYER
DEVICE EXPULSION  

8235393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235393 NON-EXPEDITED N US-BAYER-2011-106558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8235417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235417 NON-EXPEDITED Y US-BAYER-2011-099192 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER
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Detailed Report
8235419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235419 NON-EXPEDITED N US-BAYER-2011-098265 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
INSOMNIA  
WEIGHT INCREASED  

8235422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235422 NON-EXPEDITED N US-BAYER-2011-105255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

MIRENA S  BAYER

8235423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235423 NON-EXPEDITED N US-BAYER-2011-100098 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8235452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235452 NON-EXPEDITED N US-BAYER-2011-106547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 44 DAY BAYER

MIRENA S  BAYER

8235453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235453 NON-EXPEDITED Y US-BAYER-2011-100091 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 485 DAY BAYER
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Detailed Report
8235454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235454 NON-EXPEDITED N US-BAYER-2011-099153 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8235485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235485 NON-EXPEDITED N US-TEVA-308050USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8235513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235513 NON-EXPEDITED N US-TEVA-308044USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
RASH GENERALISED ZOLOFT C ORAL 100 Milligram;  

8235646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235646 EXPEDITED (15-DAY) Y OT GXKR2011DE003229 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION LEVONORGESTREL S ORAL 1 DF, ONCE/SINGLE 1 DAY
MATERNAL EXPOSURE DURING PREGNANCY  
UNINTENDED PREGNANCY  

8235656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235656 NON-EXPEDITED N US-TEVA-308058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  
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Detailed Report
8235725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235725 EXPEDITED (15-DAY) N OT US-BAYER-2011-106298 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8235732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235732 EXPEDITED (15-DAY) N OT CA-BAYER-2011-105704 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX INFLAMMATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
BACK PAIN  
DEVICE EXPULSION  
PELVIC PAIN  
PROCEDURAL PAIN  

8235761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235761 EXPEDITED (15-DAY) N OT US-ROCHE-1009506 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA KLONOPIN S  

LITHIUM S 1 YR
LITHIUM S 1 YR
PROZAC S  
LYBREL S  
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Detailed Report
8235797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235797 NON-EXPEDITED N US-BAYER-2011-098001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S UNK  BAYER
APPLICATION SITE RASH  

8235798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235798 NON-EXPEDITED N US-BAYER-2011-100232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S  BAYER
WEIGHT INCREASED  

8235804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235804 NON-EXPEDITED Y US-BAYER-2011-099566 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8235805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235805 NON-EXPEDITED N US-BAYER-2011-099525 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
PAIN  

8235806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235806 NON-EXPEDITED Y US-BAYER-2011-099878 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER
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Detailed Report
8235812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235812 NON-EXPEDITED N US-BAYER-2011-099909 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 45 DAY BAYER

8235817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235817 NON-EXPEDITED N US-BAYER-2011-099715 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 5 DAY BAYER

8235819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235819 NON-EXPEDITED N US-BAYER-2011-099124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISORDER MIRENA S  BAYER

8235828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235828 NON-EXPEDITED N US-BAYER-2011-099649 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8235831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8235831 NON-EXPEDITED N US-BAYER-2011-099139 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8236010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236010 NON-EXPEDITED N US-TEVA-308009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236026 NON-EXPEDITED N US-TEVA-307797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236032 NON-EXPEDITED N US-TEVA-307833USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236033 NON-EXPEDITED N US-TEVA-307826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C ORAL  

8236038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236038 NON-EXPEDITED N US-TEVA-307830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8236039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236039 NON-EXPEDITED N US-TEVA-307751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
BIRTH CONTROL PILL C  

8236040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236040 NON-EXPEDITED N US-TEVA-307950USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236046 NON-EXPEDITED N US-TEVA-307940USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236065 NON-EXPEDITED N US-BAYER-2011-104513 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8236066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236066 NON-EXPEDITED N US-BAYER-2011-105114 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
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Detailed Report
8236075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236075 NON-EXPEDITED N US-TEVA-307997USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236086 NON-EXPEDITED N US-TEVA-307983USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8236087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236087 NON-EXPEDITED N US-TEVA-308055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  
ADDERALL C  

8236095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236095 NON-EXPEDITED N US-TEVA-307993USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8236096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236096 NON-EXPEDITED N US-TEVA-307937USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8236100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236100 NON-EXPEDITED N US-TEVA-308012USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236153 NON-EXPEDITED N OT US-BAYER-2011-105653 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8236157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236157 NON-EXPEDITED Y US-BAYER-2011-106084 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 10 DAY BAYER

8236166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236166 NON-EXPEDITED N OT US-BAYER-2011-105837 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
DEVICE DISLOCATION  

8236168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236168 NON-EXPEDITED Y OT US-BAYER-2011-106002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
DISCOMFORT  
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Detailed Report
8236170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236170 NON-EXPEDITED N OT US-BAYER-2011-105767 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8236172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236172 NON-EXPEDITED N OT US-BAYER-2011-105845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 291 DAY BAYER
DEVICE EXPULSION  

8236173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236173 NON-EXPEDITED N OT US-BAYER-2011-105846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD SWINGS MIRENA S  BAYER

8236178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236178 EXPEDITED (15-DAY) N OT US-BAYER-2011-106997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA MIRENA S  BAYER
ARTHRALGIA  
AUTOIMMUNE DISORDER  
DEVICE BREAKAGE  
JOINT SWELLING  
PARAESTHESIA  
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Freedom of Information Act (FOIA) 

Detailed Report
8236180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236180 EXPEDITED (15-DAY) Y OT US-BAYER-2011-106960 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236184 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-107535 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 251 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1815 DAY BAYER

8236198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236198 NON-EXPEDITED Y US-BAYER-2011-099757 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8236200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236200 NON-EXPEDITED N OT US-BAYER-2011-105990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8236201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236201 NON-EXPEDITED N OT US-BAYER-2011-106179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEHYDRATION  
DEVICE DISLOCATION  
FEELING ABNORMAL  
HYPERHIDROSIS  

8236204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236204 NON-EXPEDITED N OT US-BAYER-2011-106004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8236210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236210 NON-EXPEDITED N OT US-BAYER-2011-106196 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8236212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236212 NON-EXPEDITED Y US-BAYER-2011-107050 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER

8236213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236213 NON-EXPEDITED Y US-BAYER-2011-106572 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 106 DAY BAYER
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Detailed Report
8236214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236214 NON-EXPEDITED N OT US-BAYER-2011-107057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 418 DAY BAYER
PAIN  

8236215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236215 NON-EXPEDITED Y OT US-BAYER-2011-107054 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
ANXIETY  
BREAST PAIN  
COITAL BLEEDING  
DEPRESSION  
DYSPAREUNIA  
FOOD CRAVING  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8236216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236216 NON-EXPEDITED Y OT US-BAYER-2011-106961 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PAIN  
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Detailed Report
8236218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236218 NON-EXPEDITED N OT US-BAYER-2011-107097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236219 NON-EXPEDITED N OT US-BAYER-2011-106872 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  

8236220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236220 NON-EXPEDITED N OT US-BAYER-2011-107149 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 109 DAY BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
DEVICE EXPULSION  

8236221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236221 NON-EXPEDITED N OT US-BAYER-2011-107699 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236222 NON-EXPEDITED Y US-BAYER-2011-107342 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
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Detailed Report
8236223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236223 NON-EXPEDITED Y OT US-BAYER-2011-107145 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
DEVICE DISLOCATION  

8236232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236232 NON-EXPEDITED N OT US-BAYER-2011-106666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  

8236233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236233 NON-EXPEDITED N US-BAYER-2011-106887 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8236240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236240 NON-EXPEDITED Y OT US-BAYER-2011-106557 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236248 NON-EXPEDITED N OT US-BAYER-2011-106511 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8236250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236250 NON-EXPEDITED Y OT US-BAYER-2011-106498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236457 NON-EXPEDITED N US-TEVA-308070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8236478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236478 NON-EXPEDITED N US-TEVA-308077USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8236543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236543 NON-EXPEDITED N US-TEVA-308104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  

8236545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236545 NON-EXPEDITED N US-TEVA-308101USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8236547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236547 NON-EXPEDITED N US-TEVA-308102USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2011 8236556 NON-EXPEDITED N US-TEVA-308103USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

7959230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 7959230 NON-EXPEDITED Y HO,OT US-BAYER-2011-041521 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, UNK 114 DAY BAYER
CHLAMYDIA TEST POSITIVE  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE SYNECHIAE  
VAGINITIS BACTERIAL  
WHITE BLOOD CELL COUNT INCREASED  

8066792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8066792 NON-EXPEDITED N HO US-BAYER-2011-067713 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8144334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8144334 NON-EXPEDITED N OT US-BAYER-2011-083826 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 94 DAY BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8146251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8146251 NON-EXPEDITED N OT US-BAYER-2011-084990 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

8157787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8157787 NON-EXPEDITED N OT US-BAYER-2011-088030 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8186075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8186075 NON-EXPEDITED Y HO,OT NL-BAYER-2011-094555 30 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1092 DAY BAYER
CHLOASMA CYPROTERONE ACETATE S ORAL  

8200081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8200081 NON-EXPEDITED N OT US-BAYER-2011-101536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
8235741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8235741 EXPEDITED (15-DAY) Y OT US-BAYER-2011-106614 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 11 DAY BAYER
DIARRHOEA  
DYSURIA  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
PELVIC INFLAMMATORY DISEASE  
PELVIC PAIN  
PROCEDURAL PAIN  

8236789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236789 NON-EXPEDITED N US-TEVA-308304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236802 NON-EXPEDITED N US-TEVA-308214USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS NOS C  

8236805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236805 NON-EXPEDITED N US-TEVA-308252USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8236815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236815 NON-EXPEDITED N US-
BAYER-201041228NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
DEVICE EXPULSION  

8236816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236816 NON-EXPEDITED Y US-
BAYER-201028121NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED MIRENA S  BAYER

8236825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236825 NON-EXPEDITED N US-
BAYER-201034740NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL  BAYER
FEELING ABNORMAL  
PRODUCT ADHESION ISSUE  

8236826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236826 NON-EXPEDITED N US-BAYER-2011-036696 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA CLIMARA PRO S TRANSDERMAL 1 DF, OW  BAYER
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Detailed Report
8236827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236827 NON-EXPEDITED N US-BAYER-2011-099174 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

MIRENA S  BAYER

8236828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236828 NON-EXPEDITED N US-TEVA-308255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8236853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236853 NON-EXPEDITED N US-BAYER-2011-099880 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8236854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236854 NON-EXPEDITED Y US-BAYER-2011-099902 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236856 NON-EXPEDITED N US-BAYER-2011-100479 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8236859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236859 NON-EXPEDITED N US-BAYER-2011-102970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8236860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236860 NON-EXPEDITED Y US-BAYER-2011-102065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8236902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236902 NON-EXPEDITED N US-TEVA-308289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8236935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236935 NON-EXPEDITED N US-TEVA-308281USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8236948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236948 NON-EXPEDITED N US-TEVA-308283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8236969 NON-EXPEDITED N US-TEVA-308294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8237070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237070 NON-EXPEDITED N OT FR-BAYER-2010-000260 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  

8237126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237126 NON-EXPEDITED N US-TEVA-308222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8237139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237139 NON-EXPEDITED N US-TEVA-303998USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237143 NON-EXPEDITED N US-TEVA-308207USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
VAGINAL ODOUR  

8237398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237398 NON-EXPEDITED N US-BAYER-2011-039249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL UNK  BAYER
DRUG INEFFECTIVE  
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Detailed Report
8237588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237588 NON-EXPEDITED N US-TEVA-308282USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MINOCYCLINE HYDROCHLORIDE C  

8237592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237592 NON-EXPEDITED N US-TEVA-308310USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237593 NON-EXPEDITED N US-TEVA-308251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237594 NON-EXPEDITED N US-TEVA-308296USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237599 NON-EXPEDITED N US-TEVA-308198USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8237606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237606 NON-EXPEDITED N US-TEVA-308306USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8237611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237611 NON-EXPEDITED Y US-BAYER-2011-012326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S UNK  BAYER

8237617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237617 NON-EXPEDITED Y US-BAYER-2011-099802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
ANXIETY  

8237618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237618 NON-EXPEDITED N US-BAYER-2011-105266 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8237619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237619 NON-EXPEDITED N US-BAYER-2011-100446 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8237620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237620 NON-EXPEDITED Y US-BAYER-2011-099803 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
UTERINE SPASM  

8237621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237621 NON-EXPEDITED N US-BAYER-2011-100235 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 163 DAY BAYER

8237635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237635 NON-EXPEDITED Y US-BAYER-2011-100202 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8237636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237636 NON-EXPEDITED Y US-BAYER-2011-102971 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8237638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237638 NON-EXPEDITED N US-BAYER-2011-099856 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8237667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237667 NON-EXPEDITED Y US-BAYER-2011-099732 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8237668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237668 NON-EXPEDITED N US-BAYER-2011-099771 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8237669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237669 NON-EXPEDITED N US-BAYER-2011-099770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHTMARE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8237670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237670 NON-EXPEDITED Y US-BAYER-2011-099756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8237675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237675 NON-EXPEDITED N US-TEVA-308303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237717 NON-EXPEDITED N US-TEVA-308177USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN S  
ZOFRAN C 24 Milligram;  
ATIVAN C .5 Milligram;  
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Detailed Report
8237719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237719 NON-EXPEDITED Y US-BAYER-2011-099505 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
MOOD ALTERED  

8237720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237720 NON-EXPEDITED N US-BAYER-2011-099467 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8237723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237723 NON-EXPEDITED N US-BAYER-2011-099507 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8237724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237724 NON-EXPEDITED N US-BAYER-2011-099504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8237725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237725 NON-EXPEDITED N US-BAYER-2011-099710 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GALACTORRHOEA  
MENSTRUATION DELAYED  
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Detailed Report
8237726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237726 NON-EXPEDITED Y US-BAYER-2011-099516 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8237727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237727 NON-EXPEDITED Y US-BAYER-2011-099730 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8237728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237728 NON-EXPEDITED N US-BAYER-2011-099103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8237729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237729 NON-EXPEDITED Y US-BAYER-2011-099717 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8237730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237730 NON-EXPEDITED N US-BAYER-2011-099712 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8237731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237731 NON-EXPEDITED N US-BAYER-2011-099535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8237732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237732 NON-EXPEDITED Y US-BAYER-2011-099536 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER

8237801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237801 NON-EXPEDITED N US-TEVA-308280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237802 NON-EXPEDITED N US-TEVA-308300USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8237809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237809 NON-EXPEDITED N US-TEVA-308279USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237826 NON-EXPEDITED N US-TEVA-308166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237836 NON-EXPEDITED N US-TEVA-308278USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8237839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237839 NON-EXPEDITED N US-BAYER-2011-059623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8237862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237862 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-106925 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENISCUS OPERATION MIRENA S INTRAUTERINE UNK, CONT  BAYER
THROMBOSIS  

8237869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8237869 NON-EXPEDITED N US-TEVA-308254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8238236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238236 NON-EXPEDITED Y OT US-BAYER-2011-108056 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 248 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE  BAYER
DEVICE EXPULSION  

8238329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238329 NON-EXPEDITED N OT US-BAYER-2011-107473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
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Detailed Report
8238335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238335 NON-EXPEDITED Y OT US-BAYER-2011-108118 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
GENITAL DISCHARGE  

8238337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238337 NON-EXPEDITED Y OT US-BAYER-2011-106883 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
COUGH  
NASOPHARYNGITIS  

8238339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238339 NON-EXPEDITED Y OT US-BAYER-2011-107166 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8238341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238341 NON-EXPEDITED N OT US-BAYER-2011-108036 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
FATIGUE  
MALAISE  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8238483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238483 NON-EXPEDITED N US-BAYER-2011-029729 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL UNK 1 DAY BAYER

8238488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238488 NON-EXPEDITED N OT US-BAYER-2011-107576 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8238489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2011 8238489 NON-EXPEDITED N US-BAYER-2011-107573 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
HYPERHIDROSIS  
PANIC REACTION  
PROCEDURAL PAIN  

7086488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 7086488 EXPEDITED (15-DAY) N HO,OT US-
BAYER-200929854NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE CONTINUOUS

DELIVERY
159 DAY BAYER

BREECH PRESENTATION LEXAPRO C UNK  
PREMATURE DELIVERY TRAZODONE HYDROCHLORIDE C UNK  
Haemorrhage in pregnancy  
PREMATURE RUPTURE OF MEMBRANES  
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Detailed Report
8155770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8155770 EXPEDITED (15-DAY) Y HO FR-BAYER-2011-086774 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1510 DAY BAYER
BREAST MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 888 DAY BAYER

8165200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8165200 NON-EXPEDITED N US-TEVA-303088USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8183554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8183554 NON-EXPEDITED N US-TEVA-305272USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED LEXAPRO C  

8200049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8200049 NON-EXPEDITED N OT US-BAYER-2011-100420 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8224969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8224969 NON-EXPEDITED N US-TEVA-307557USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8238706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8238706 NON-EXPEDITED N US-BAYER-2011-003259 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
PAIN IN EXTREMITY  
VISUAL IMPAIRMENT  

8238720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8238720 NON-EXPEDITED N US-TEVA-308406USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DOXYCYCLINE C  
ZYRTEC C  

8238967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8238967 NON-EXPEDITED N US-TEVA-308307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8238974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8238974 NON-EXPEDITED N US-TEVA-308464USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON PILLS C  

8239043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239043 NON-EXPEDITED N US-TEVA-308395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8239071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239071 NON-EXPEDITED N US-BAYER-2011-102445 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

8239073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239073 NON-EXPEDITED N US-BAYER-2011-100240 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER

8239079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239079 NON-EXPEDITED N US-TEVA-308392USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239099 NON-EXPEDITED N US-TEVA-308391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239106 NON-EXPEDITED N US-TEVA-308386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FOOD ALLERGY  

8239128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239128 NON-EXPEDITED N US-BAYER-2011-099767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8239129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239129 NON-EXPEDITED Y US-BAYER-2011-099282 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8239130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239130 NON-EXPEDITED N US-BAYER-2011-099546 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE Daily dose 20 pg 10 DAY BAYER
MOOD SWINGS SSRI C UNK  

8239131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239131 NON-EXPEDITED N US-BAYER-2011-099858 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8239133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239133 NON-EXPEDITED Y US-BAYER-2011-099473 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER
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Detailed Report
8239134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239134 NON-EXPEDITED N US-BAYER-2011-099853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
ALOPECIA MIRENA S UNK  BAYER
AMENORRHOEA  
BREAST TENDERNESS  
DIZZINESS  
MEDICAL DEVICE COMPLICATION  
VAGINAL DISCHARGE  

8239138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239138 NON-EXPEDITED Y OT US-BAYER-2011-108428 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 333 DAY BAYER

8239139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239139 NON-EXPEDITED N US-TEVA-308505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239182 EXPEDITED (15-DAY) Y HO,LT,OT FR-PFIZER
INC-2011271356

22 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK  PFIZER

ABDOMINAL NEOPLASM  
PULMONARY INFARCTION  
VENA CAVA THROMBOSIS  
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Detailed Report
8239188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239188 NON-EXPEDITED N US-TEVA-308455USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8239190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239190 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-107850 30 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA COPPER\SILVER S UNK  

8239201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239201 NON-EXPEDITED Y US-BAYER-2011-100151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8239202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239202 NON-EXPEDITED N US-BAYER-2011-105552 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 59 DAY BAYER

8239203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239203 NON-EXPEDITED Y US-BAYER-2011-100227 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE UNK 8 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8239204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239204 NON-EXPEDITED N US-BAYER-2011-104775 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8239206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239206 NON-EXPEDITED Y US-BAYER-2011-106086 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER

8239207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239207 NON-EXPEDITED Y OT US-BAYER-2011-107954 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8239208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239208 NON-EXPEDITED Y US-BAYER-2011-105454 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8239209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239209 NON-EXPEDITED N OT US-BAYER-2011-108310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8239210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239210 NON-EXPEDITED N OT US-BAYER-2011-107021 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8239211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239211 NON-EXPEDITED Y US-BAYER-2011-105406 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

MIRENA S  BAYER

8239212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239212 NON-EXPEDITED Y US-BAYER-2011-105702 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8239213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239213 NON-EXPEDITED Y US-BAYER-2011-099883 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8239214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239214 NON-EXPEDITED N US-BAYER-2011-100154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8239215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239215 NON-EXPEDITED N US-BAYER-2011-105067 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NECK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8239217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239217 NON-EXPEDITED N US-BAYER-2011-105347 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8239218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239218 NON-EXPEDITED Y US-BAYER-2011-100215 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8239219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239219 NON-EXPEDITED Y US-BAYER-2011-100127 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 20 DAY BAYER

8239236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239236 NON-EXPEDITED N US-TEVA-308407USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239247 NON-EXPEDITED N US-TEVA-308495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8239248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239248 NON-EXPEDITED N US-TEVA-308312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239284 NON-EXPEDITED N US-TEVA-308681USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239300 NON-EXPEDITED N US-TEVA-308511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

8239374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239374 NON-EXPEDITED N US-TEVA-308528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239616 NON-EXPEDITED N US-TEVA-308677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8239781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239781 NON-EXPEDITED N US-TEVA-308720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8239854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8239854 NON-EXPEDITED N US-TEVA-308734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8240081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8240081 NON-EXPEDITED N US-TEVA-308399USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN MULTI-VITAMIN C  

8240188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8240188 NON-EXPEDITED N US-
BAYER-201041108NA

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN IRRITATION CLIMARA PRO S  BAYER
PRODUCT ADHESION ISSUE  

8240190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8240190 NON-EXPEDITED Y US-BAYER-2011-108759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8240230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2011 8240230 NON-EXPEDITED N US-BAYER-2011-103950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH  
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7465271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 7465271 EXPEDITED (15-DAY) N OT US-
BAYER-201026486NA

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEUTROPHIL COUNT INCREASED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE EXPULSION  

8139272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8139272 NON-EXPEDITED N US-PFIZER
INC-2011215217

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL TRI-LEVLEN S  
IRRITABILITY  
THINKING ABNORMAL  

8156654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8156654 NON-EXPEDITED N OT US-BAYER-2011-087145 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 47 DAY BAYER
MEDICAL DEVICE COMPLICATION  
PAIN  
PROCEDURAL PAIN  

8198248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8198248 NON-EXPEDITED N US-TEVA-306232USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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8202538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8202538 NON-EXPEDITED N US-TEVA-306752USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
NIPPLE DISORDER  
NIPPLE SWELLING  
SKIN DISCOLOURATION  

8229186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8229186 NON-EXPEDITED N US-TEVA-307643USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
POLLAKIURIA  
UTERINE LEIOMYOMA  

8236076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8236076 NON-EXPEDITED N US-TEVA-308002USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8236177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8236177 EXPEDITED (15-DAY) N OT AU-BAYER-2011-105129 20 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION CLOTRIMAZOLE S UNK  
VAGINAL HAEMORRHAGE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

8240588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240588 NON-EXPEDITED N US-TEVA-308685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INCREASED APPETITE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
VOMITING  

8240640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240640 NON-EXPEDITED Y US-BAYER-2011-104707 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8240643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240643 NON-EXPEDITED N US-BAYER-2011-101515 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8240644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240644 NON-EXPEDITED N US-BAYER-2011-102071 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S UNK 1 DAY BAYER
NAUSEA  

8240664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240664 NON-EXPEDITED N US-BAYER-2011-100910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
NAUSEA  

8240665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240665 NON-EXPEDITED N US-BAYER-2011-100515 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 226 DAY BAYER

8240666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240666 NON-EXPEDITED N US-BAYER-2011-100732 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 5 DAY BAYER

8240667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240667 NON-EXPEDITED Y US-BAYER-2011-100739 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 50 DAY BAYER
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8240668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240668 NON-EXPEDITED N US-BAYER-2011-101401 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR MIRENA S  BAYER

8240669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240669 NON-EXPEDITED N US-BAYER-2011-100510 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8240670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240670 NON-EXPEDITED N US-BAYER-2011-100671 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 128 DAY BAYER

8240671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240671 NON-EXPEDITED Y US-BAYER-2011-100511 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 113 DAY BAYER

8240672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240672 NON-EXPEDITED N US-BAYER-2011-100512 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER

8240674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240674 NON-EXPEDITED N US-BAYER-2011-100354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER
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8240675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240675 NON-EXPEDITED Y US-BAYER-2011-100355 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8240676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240676 NON-EXPEDITED N US-BAYER-2011-100509 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8240781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240781 NON-EXPEDITED Y US-BAYER-2011-108315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240786 NON-EXPEDITED N US-BAYER-2011-101500 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8240787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240787 EXPEDITED (15-DAY) N OT US-BAYER-2011-108929 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DECREASED APPETITE  
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Detailed Report
8240840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240840 NON-EXPEDITED N US-BAYER-2011-105693 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 810 DAY BAYER
DEVICE EXPULSION  

8240841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240841 NON-EXPEDITED Y US-BAYER-2011-105310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240848 NON-EXPEDITED N US-BAYER-2011-106016 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 165 DAY BAYER

8240849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240849 NON-EXPEDITED Y US-BAYER-2011-106098 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 507 DAY BAYER

8240850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240850 NON-EXPEDITED Y US-BAYER-2011-106018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8240852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240852 NON-EXPEDITED N US-BAYER-2011-105651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8240854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240854 NON-EXPEDITED Y US-BAYER-2011-106218 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240856 NON-EXPEDITED N US-BAYER-2011-106145 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER

MIRENA S  BAYER

8240870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240870 NON-EXPEDITED N US-BAYER-2011-106589 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8240887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240887 NON-EXPEDITED N HO US-BAYER-2011-108259 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

8240891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240891 NON-EXPEDITED N US-BAYER-2011-000584 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL  BAYER

8240892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240892 NON-EXPEDITED N OT US-BAYER-2011-108934 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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8240893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240893 NON-EXPEDITED Y OT US-BAYER-2011-108954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240894 NON-EXPEDITED Y US-BAYER-2011-108872 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8240931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240931 NON-EXPEDITED N US-BAYER-2011-108967 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PAIN  

8240956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240956 NON-EXPEDITED N US-TEVA-308746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8240981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240981 NON-EXPEDITED N US-BAYER-2011-105550 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8240985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240985 NON-EXPEDITED N US-BAYER-2011-105260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240990 NON-EXPEDITED N US-BAYER-2011-105472 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 319 DAY BAYER

8240999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8240999 NON-EXPEDITED N US-TEVA-308745USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8241139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241139 NON-EXPEDITED N US-TEVA-308749USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SOLODYN C  

8241141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241141 NON-EXPEDITED N US-TEVA-308748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,946 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8241147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241147 NON-EXPEDITED N US-TEVA-308750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALIVARY HYPERSECRETION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
NAUSEA  

8241167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241167 NON-EXPEDITED N US-BAYER-2011-001018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL  BAYER

8241169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241169 NON-EXPEDITED N US-BAYER-2011-106586 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8241171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241171 NON-EXPEDITED N US-BAYER-2011-105644 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8241172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241172 NON-EXPEDITED Y US-BAYER-2011-106036 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8241200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241200 NON-EXPEDITED Y US-BAYER-2011-104519 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8241219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241219 NON-EXPEDITED N US-BAYER-2011-012780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL UNK  BAYER

8241263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241263 NON-EXPEDITED N US-TEVA-308715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8241273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241273 NON-EXPEDITED N US-TEVA-308786USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8241288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241288 NON-EXPEDITED N US-TEVA-308783USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8241291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241291 NON-EXPEDITED N US-BAYER-2011-001191 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S  BAYER
PRODUCT ADHESION ISSUE  
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Detailed Report
8241317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241317 NON-EXPEDITED N US-TEVA-308610USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8241441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241441 NON-EXPEDITED N US-TEVA-308827USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

8241753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241753 NON-EXPEDITED Y US-BAYER-2011-033893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SLEEP DISORDER CLIMARA PRO S TRANSDERMAL  BAYER
PRODUCT ADHESION ISSUE  

8241775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Nov-2011 8241775 NON-EXPEDITED N US-TEVA-308751USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD TEST ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
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8079742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8079742 NON-EXPEDITED Y OT US-BAYER-2011-069254 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 17 DAY BAYER

8188968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8188968 NON-EXPEDITED N US-BAYER-2011-098618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL  BAYER
HOT FLUSH  

8192246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8192246 NON-EXPEDITED N US-TEVA-305817USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8202924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8202924 NON-EXPEDITED N US-TEVA-306796USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8240733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8240733 NON-EXPEDITED N US-TEVA-308641USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8242435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242435 NON-EXPEDITED N US-TEVA-308844USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8242459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242459 NON-EXPEDITED N US-TEVA-308757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8242544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242544 NON-EXPEDITED N US-TEVA-308760USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8242562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242562 NON-EXPEDITED N US-TEVA-308808USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8242642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242642 NON-EXPEDITED N US-TEVA-308828USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

8242647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242647 NON-EXPEDITED N US-TEVA-308839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8242680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242680 NON-EXPEDITED N US-TEVA-308957USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8242936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242936 NON-EXPEDITED N US-TEVA-308769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8242963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242963 NON-EXPEDITED N US-TEVA-308848USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8242999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8242999 NON-EXPEDITED N US-TEVA-308852USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8243021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243021 NON-EXPEDITED N US-TEVA-308829USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8243127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243127 NON-EXPEDITED N US-TEVA-308781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8243176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243176 NON-EXPEDITED N US-BAYER-2011-011781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S TRANSDERMAL UNK 1825 DAY BAYER

8243177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243177 NON-EXPEDITED N US-BAYER-2010-008822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243178 NON-EXPEDITED N US-BAYER-2011-011491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL UNK 365 DAY BAYER
PRODUCT ADHESION ISSUE  

8243180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243180 NON-EXPEDITED Y US-BAYER-2011-001016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL 0.045mg/0.015mg/day  BAYER
APPLICATION SITE RASH CLIMARA PRO S  BAYER

8243379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243379 NON-EXPEDITED Y US-BAYER-2011-096446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ORAL CONTRACEPTIVE NOS C ORAL  

8243390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243390 NON-EXPEDITED N US-BAYER-2011-100918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL  BAYER

8243391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243391 NON-EXPEDITED Y US-BAYER-2011-101508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243393 NON-EXPEDITED N US-BAYER-2011-101597 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE DIFFICULT TO USE  

8243395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243395 NON-EXPEDITED N US-BAYER-2011-101600 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8243396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243396 NON-EXPEDITED Y US-BAYER-2011-101616 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 110 DAY BAYER

8243397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243397 NON-EXPEDITED N US-BAYER-2011-101737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 365 DAY BAYER

8243398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243398 NON-EXPEDITED Y US-BAYER-2011-101478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8243399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243399 NON-EXPEDITED N US-BAYER-2011-102030 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

Page: 8,955 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243400 NON-EXPEDITED Y US-BAYER-2011-101699 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 5 DAY BAYER

8243451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243451 NON-EXPEDITED Y US-BAYER-2011-109366 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8243467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243467 NON-EXPEDITED N US-PFIZER
INC-2011274452

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR HYPERAEMIA PROVERA S UNK  PFIZER
EYE PAIN PLAN B ONE-STEP S ORAL 1.5 mg, single 1 DAY

8243650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243650 NON-EXPEDITED N US-TEVA-309087USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ADDERALL C ORAL 10 Milligram;  
LEXAPRO C ORAL 15 Milligram;  

8243659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243659 NON-EXPEDITED N US-TEVA-309096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 8,956 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243760 NON-EXPEDITED N US-TEVA-309108USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8243765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243765 NON-EXPEDITED N US-TEVA-309109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8243784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243784 NON-EXPEDITED N US-TEVA-309007USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8243798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243798 NON-EXPEDITED N US-TEVA-308953USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8243819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243819 NON-EXPEDITED N US-TEVA-308966USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL PILLS C ORAL  

8243826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243826 NON-EXPEDITED N US-TEVA-309043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243836 NON-EXPEDITED N US-BAYER-2011-101430 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8243840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243840 NON-EXPEDITED Y US-BAYER-2011-103048 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 258 DAY BAYER

8243841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243841 NON-EXPEDITED N US-BAYER-2011-102371 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8243842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243842 NON-EXPEDITED N US-BAYER-2011-102368 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER

8243848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243848 NON-EXPEDITED N US-TEVA-309065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8243866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243866 NON-EXPEDITED Y US-BAYER-2011-104749 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT IBUPROFEN C  
DEVICE DIFFICULT TO USE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8243873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243873 NON-EXPEDITED Y US-BAYER-2011-105122 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
DEVICE EXPULSION  

8243891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243891 NON-EXPEDITED N US-BAYER-2011-106571 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 106 DAY BAYER

MIRENA S  BAYER

8243893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243893 NON-EXPEDITED Y US-BAYER-2011-106066 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 192 DAY BAYER

8243897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243897 NON-EXPEDITED N US-BAYER-2011-105775 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8243906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2011 8243906 NON-EXPEDITED Y US-BAYER-2011-107702 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 25 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7545001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 7545001 NON-EXPEDITED N US-
BAYER-201024808NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S 20 µg/d, CONT  BAYER
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
OVARIAN CYST  
POST PROCEDURAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINITIS BACTERIAL  

8225850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8225850 EXPEDITED (15-DAY) Y OT US-TEVA-307562USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY CLARAVIS S ORAL 60 Milligram;  BARR
DRUG INEFFECTIVE LEVONORGESTREL S ORAL  

ORAL CONTRACEPTIVE NOS C ORAL  

8236873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8236873 NON-EXPEDITED N US-TEVA-308302USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8244261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244261 NON-EXPEDITED N US-BAYER-2011-101469 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK  BAYER
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Detailed Report
8244262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244262 NON-EXPEDITED Y US-BAYER-2011-101553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8244264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244264 NON-EXPEDITED Y US-BAYER-2011-101601 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER

8244266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244266 NON-EXPEDITED Y US-BAYER-2011-103555 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8244267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244267 NON-EXPEDITED N US-BAYER-2011-101626 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8244268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244268 NON-EXPEDITED Y US-BAYER-2011-101548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8244269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244269 NON-EXPEDITED Y US-BAYER-2011-101662 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION MIRENA S INTRAUTERINE 20 mcg/mL, QD  BAYER
DEVICE EXPULSION  
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Detailed Report
8244270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244270 NON-EXPEDITED Y US-BAYER-2011-101775 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MICTURITION URGENCY  
PROCEDURAL PAIN  

8244278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244278 NON-EXPEDITED Y US-BAYER-2011-100936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8244279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244279 NON-EXPEDITED N US-BAYER-2011-103093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8244281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244281 NON-EXPEDITED Y US-BAYER-2011-103600 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8244297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244297 NON-EXPEDITED Y US-BAYER-2011-108880 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER
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Detailed Report
8244366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244366 NON-EXPEDITED N US-TEVA-309112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8244509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244509 NON-EXPEDITED N US-TEVA-309110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8244543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244543 NON-EXPEDITED N US-BAYER-2011-109418 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 20 DAY BAYER

8244544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244544 NON-EXPEDITED Y US-BAYER-2011-105646 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8244545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244545 NON-EXPEDITED Y US-BAYER-2011-101464 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8244546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244546 NON-EXPEDITED N OT US-BAYER-2011-109373 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8244547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244547 NON-EXPEDITED N OT US-BAYER-2011-108728 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S 20 mcg/24hr, CONT  BAYER

8244548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244548 NON-EXPEDITED Y OT US-BAYER-2011-109326 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
PAIN  

8244549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244549 NON-EXPEDITED N OT US-BAYER-2011-108952 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8244551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244551 NON-EXPEDITED N US-BAYER-2011-101702 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8244556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244556 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MAJOR DEPRESSION SEASONIQUE S ORAL 1 pill  
SUICIDAL IDEATION  
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Detailed Report
8244559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244559 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S VAGINAL  
DEPRESSION  
ECONOMIC PROBLEM  
FEELING ABNORMAL  
MIGRAINE  
THINKING ABNORMAL  

8244615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244615 NON-EXPEDITED N US-TEVA-309115USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8244710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244710 NON-EXPEDITED N US-TEVA-309116USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8244792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244792 NON-EXPEDITED N US-TEVA-309162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8244816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244816 NON-EXPEDITED N US-TEVA-309210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  
VAGINAL HAEMORRHAGE  

8244821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8244821 NON-EXPEDITED N US-TEVA-309111USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245001 NON-EXPEDITED N US-TEVA-309173USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ACIDOPHILUS C  
DYSMENORRHOEA  

8245013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245013 NON-EXPEDITED N US-TEVA-309172USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8245038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245038 NON-EXPEDITED N US-BAYER-2011-109695 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 17 DAY BAYER

8245039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245039 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-082425 39 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8245053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245053 NON-EXPEDITED N US-TEVA-309178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8245059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245059 NON-EXPEDITED N US-BAYER-2011-108605 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 405 DAY BAYER

8245123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245123 EXPEDITED (15-DAY) N HO,OT CA-PFIZER
INC-2011276990

46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALCOHOL ABUSE ALESSE 28 S UNK  PFIZER
ALCOHOLISM CELEXA C UNK  
MOOD SWINGS SEROQUEL C UNK  
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Detailed Report
8245132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245132 NON-EXPEDITED N US-TEVA-309301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245164 NON-EXPEDITED N US-TEVA-309227USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245203 NON-EXPEDITED N US-BAYER-2011-034798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL UNK DF, UNK  BAYER

8245225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245225 NON-EXPEDITED N US-TEVA-309239USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245239 NON-EXPEDITED N US-TEVA-309251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245416 NON-EXPEDITED N US-TEVA-309298USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8245434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245434 NON-EXPEDITED N US-TEVA-309274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8245470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245470 NON-EXPEDITED N US-TEVA-309269USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8245543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2011 8245543 NON-EXPEDITED N US-TEVA-309309USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8083356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8083356 NON-EXPEDITED N US-BAYER-2011-056880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8083365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8083365 NON-EXPEDITED N US-BAYER-2011-056877 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 57 DAY BAYER

8117074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8117074 NON-EXPEDITED N US-BAYER-2011-028888 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
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Detailed Report
8117780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8117780 NON-EXPEDITED N US-BAYER-2011-030435 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8117782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8117782 NON-EXPEDITED Y US-BAYER-2011-041583 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 521 DAY BAYER

8117784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8117784 NON-EXPEDITED N US-BAYER-2011-045387 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8245988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8245988 NON-EXPEDITED N US-
BAYER-201039491NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8246248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246248 NON-EXPEDITED N US-BAYER-2011-030007 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALL CLIMARA PRO S UNK  BAYER
LOWER LIMB FRACTURE  
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Detailed Report
8246250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246250 NON-EXPEDITED N US-BAYER-2011-037937 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045 mg/24hr, UNK  BAYER
ERYTHEMA CLIMARA PRO S 0.045 mg/24hr, UNK  BAYER
INCORRECT DRUG ADMINISTRATION
DURATION

 

PRODUCT DEPOSIT  
RASH PRURITIC  

8246252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246252 NON-EXPEDITED N US-BAYER-2011-035538 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK  BAYER
PRODUCT ADHESION ISSUE  

8246262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246262 NON-EXPEDITED N US-BAYER-2011-039399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S 0.045 mg/24hr, UNK  BAYER
INSOMNIA  

8246370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246370 EXPEDITED (15-DAY) N OT US-BAYER-2011-108441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8246371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246371 NON-EXPEDITED Y US-BAYER-2011-103114 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8246372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246372 NON-EXPEDITED Y US-BAYER-2011-043043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8246373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246373 NON-EXPEDITED N US-BAYER-2011-102987 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 7 DAY BAYER

8246374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246374 NON-EXPEDITED Y US-BAYER-2011-103004 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8246375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246375 NON-EXPEDITED N US-BAYER-2011-059397 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S  BAYER
FEELING ABNORMAL  
IRRITABILITY  

8246376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246376 NON-EXPEDITED N US-BAYER-2011-101740 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8246380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246380 NON-EXPEDITED N US-BAYER-2011-102044 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 56 DAY BAYER
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Detailed Report
8246393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246393 NON-EXPEDITED Y OT US-BAYER-2011-109243 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8246395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246395 NON-EXPEDITED N OT US-BAYER-2011-109628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
PAIN  

8246396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246396 NON-EXPEDITED Y OT US-BAYER-2011-108743 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT 155 DAY BAYER
MEDICAL DEVICE PAIN  

8246406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246406 NON-EXPEDITED N US-BAYER-2011-108132 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8246564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246564 NON-EXPEDITED N US-TEVA-309320USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
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Detailed Report
8246578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246578 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA AVIANE S ORAL 1 pill  
BLOOD PRESSURE DECREASED  

8246596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246596 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
ACNE  
ANXIETY  
BLINDNESS  
INSOMNIA  
LIBIDO DECREASED  
MOOD SWINGS  
MUSCLE TWITCHING  
TREMOR  

8246627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246627 NON-EXPEDITED N US-TEVA-309322USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8246701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246701 NON-EXPEDITED N US-TEVA-309325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8246706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8246706 NON-EXPEDITED N US-TEVA-309316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8247044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247044 NON-EXPEDITED N US-TEVA-309438USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8247073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247073 NON-EXPEDITED N US-TEVA-309455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8247107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247107 NON-EXPEDITED N US-TEVA-309315USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8247338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247338 NON-EXPEDITED N US-TEVA-309302USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8247399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247399 NON-EXPEDITED N US-TEVA-309317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8247482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247482 NON-EXPEDITED N US-TEVA-309326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8247490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247490 NON-EXPEDITED N US-PFIZER
INC-2011278048

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA LYBREL S ORAL UNK, 1x/day  PFIZER

LITHIUM CARBONATE S ORAL 300 mg in morning +
600 mg at night

 

8247529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247529 NON-EXPEDITED N US-BAYER-2011-103009 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8247530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247530 NON-EXPEDITED Y US-BAYER-2011-103068 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER
ABDOMINAL PAIN LOWER  

Page: 8,976 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8247531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247531 NON-EXPEDITED Y US-BAYER-2011-108924 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8247532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247532 NON-EXPEDITED Y US-BAYER-2011-102313 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8247533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247533 NON-EXPEDITED N OT US-BAYER-2011-108799 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8247534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247534 NON-EXPEDITED N US-BAYER-2011-101755 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8247535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247535 NON-EXPEDITED N US-BAYER-2011-102279 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8247536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247536 NON-EXPEDITED N US-BAYER-2011-102073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FAECES DISCOLOURED  
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Detailed Report
8247537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247537 NON-EXPEDITED N US-BAYER-2011-101689 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8247562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247562 NON-EXPEDITED Y US-BAYER-2011-109919 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8247563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2011 8247563 NON-EXPEDITED N US-BAYER-2011-109728 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 18 DAY BAYER

MIRENA S  BAYER

Page: 8,978 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8009101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8009101 EXPEDITED (15-DAY) N OT US-
MYLANLABS-2011S1012
617

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM CLARAVIS S ORAL  MYLAN
ABORTION SPONTANEOUS AMNESTEEM S ORAL  MYLAN
MATERNAL EXPOSURE BEFORE PREGNANCY AMNESTEEM S ORAL  MYLAN
VAGINAL HAEMORRHAGE PLAN B S  

NEURONTIN C  
MIRAPEX C  
PRAZOSIN HYDROCHLORIDE C  
ADDERALL C  
VICODIN C  
BENADRYL C  
ADVIL C  

8141792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8141792 NON-EXPEDITED N OT US-BAYER-2011-087156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MUSCLE SPASMS  
VAGINAL HAEMORRHAGE  
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Detailed Report
8228592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8228592 EXPEDITED (15-DAY) N OT BR-BAYER-2011-056388 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NIPPLE PAIN MAXIDEX C OPHTHALMIC UNK  
ABDOMINAL DISTENSION MYDRIACIL C  
DIARRHOEA TYLENOL WITH CODEINE C ORAL 1 DF, PRN  
HEADACHE DIPYRONE C ORAL 1 DF, PRN  
METRORRHAGIA DIPYRONE C ORAL 1 DF, PRN  
ABDOMINAL PAIN DIPYRONE C ORAL 1 DF, PRN  
ANKYLOSING SPONDYLITIS  
ARTHRITIS  

8238976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8238976 NON-EXPEDITED N US-TEVA-308478USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248234 NON-EXPEDITED N US-BAYER-2011-041201 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN IRRITATION CLIMARA PRO S UNK 1825 DAY BAYER

8248235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248235 NON-EXPEDITED N US-
BAYER-201017586NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8248237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248237 NON-EXPEDITED N US-BAYER-2011-032983 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTMENOPAUSAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 1 patch weekly for 6

months
183 DAY BAYER

POLYMENORRHOEA ESTROGEN NOS C UNK  
PRODUCT ADHESION ISSUE  

8248238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248238 NON-EXPEDITED Y US-BAYER-2011-040965 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S TRANSDERMAL UNK  BAYER
APPLICATION SITE RASH  
PRODUCT ADHESION ISSUE  
RASH  

8248239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248239 NON-EXPEDITED N US-BAYER-2011-038102 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM CLIMARA PRO S TRANSDERMAL UNK  BAYER
ALOPECIA  
FEELING ABNORMAL  
HYPERTENSION  
INSOMNIA  
MALAISE  
METRORRHAGIA  
NERVOUSNESS  
PRODUCT ADHESION ISSUE  
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Detailed Report
8248262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248262 NON-EXPEDITED N US-BAYER-2011-110780 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8248263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248263 NON-EXPEDITED N US-BAYER-2011-102954 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8248265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248265 NON-EXPEDITED Y US-BAYER-2011-103538 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER

MIRENA S  BAYER

8248267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248267 NON-EXPEDITED Y US-BAYER-2011-103046 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 39 DAY BAYER

8248269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248269 NON-EXPEDITED N US-BAYER-2011-102281 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER
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Detailed Report
8248270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248270 NON-EXPEDITED N US-BAYER-2011-049789 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PUSTULES CLIMARA PRO S UNK  BAYER
APPLICATION SITE RASH  
HOT FLUSH  

8248271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248271 NON-EXPEDITED Y US-BAYER-2011-103082 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

8248273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248273 NON-EXPEDITED Y US-BAYER-2011-102254 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8248274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248274 NON-EXPEDITED Y US-BAYER-2011-102950 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8248275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248275 NON-EXPEDITED Y US-BAYER-2011-104041 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8248276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248276 NON-EXPEDITED Y US-BAYER-2011-103075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8248277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248277 NON-EXPEDITED Y US-BAYER-2011-102899 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 106 DAY BAYER

MIRENA S UNK  BAYER

8248278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248278 NON-EXPEDITED N US-BAYER-2011-102274 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER
DEVICE EXPULSION  

8248279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248279 NON-EXPEDITED N US-BAYER-2011-101653 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8248280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248280 NON-EXPEDITED N US-BAYER-2011-102500 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8248281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248281 NON-EXPEDITED N US-BAYER-2011-102091 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
COMPLICATION OF DEVICE INSERTION  
UTERINE CERVIX STENOSIS  
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Detailed Report
8248282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248282 NON-EXPEDITED N US-BAYER-2011-102076 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8248283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248283 NON-EXPEDITED N US-BAYER-2011-102042 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT 1616 DAY BAYER

8248284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248284 NON-EXPEDITED Y US-BAYER-2011-102352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8248285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248285 NON-EXPEDITED N US-BAYER-2011-102499 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8248286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248286 NON-EXPEDITED N US-TEVA-309492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248287 NON-EXPEDITED N US-TEVA-309485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8248346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248346 NON-EXPEDITED N US-TEVA-309480USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248355 DIRECT N DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRA-CERVICAL 1  
MEDICAL DEVICE COMPLICATION  

8248409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248409 NON-EXPEDITED N US-TEVA-309474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8248415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248415 NON-EXPEDITED N US-TEVA-309468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8248466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248466 NON-EXPEDITED Y US-BAYER-2011-103085 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 423 DAY BAYER
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Detailed Report
8248479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248479 NON-EXPEDITED N US-TEVA-309494USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8248534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248534 NON-EXPEDITED N US-TEVA-309457USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248551 NON-EXPEDITED N US-TEVA-309466USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248561 NON-EXPEDITED N US-TEVA-309623USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8248577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248577 NON-EXPEDITED N US-TEVA-309454USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

WELLBUTRIN C  
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Detailed Report
8248615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248615 NON-EXPEDITED N US-TEVA-309479USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248642 NON-EXPEDITED Y US-BAYER-2011-104194 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8248645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248645 EXPEDITED (15-DAY) Y OT US-BAYER-2011-109470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL UTERINE ANOMALY MIRENA S  BAYER
DEVICE EXPULSION  

8248646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248646 EXPEDITED (15-DAY) N OT US-BAYER-2011-108936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S  BAYER
BREAST PAIN  
INFERTILITY FEMALE  
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Detailed Report
8248647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248647 EXPEDITED (15-DAY) Y HO US-BAYER-2011-108805 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA  
DEHYDRATION  
DEVICE EXPULSION  
FATIGUE  
HYPOAESTHESIA  
PAIN  
VOMITING  
VOMITING IN PREGNANCY  

8248648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248648 NON-EXPEDITED N US-BAYER-2011-106574 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8248649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248649 NON-EXPEDITED Y US-BAYER-2011-105084 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 158 DAY BAYER
MENORRHAGIA  

8248897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248897 NON-EXPEDITED N US-TEVA-309470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8248906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248906 NON-EXPEDITED N US-TEVA-309565USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C ORAL  
YAZ BIRTH CONTROL PILLS C ORAL  

8248915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248915 NON-EXPEDITED N US-TEVA-309477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8248921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248921 NON-EXPEDITED N US-BAYER-2011-107704 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 23 DAY BAYER

8248934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248934 NON-EXPEDITED N US-BAYER-2011-106900 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8248935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248935 NON-EXPEDITED Y US-BAYER-2011-106942 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 70 DAY BAYER
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Detailed Report
8248944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8248944 NON-EXPEDITED N US-TEVA-309493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8249221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249221 NON-EXPEDITED Y US-BAYER-2011-108367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 113 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8249264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249264 NON-EXPEDITED N US-BAYER-2011-110642 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8249265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249265 NON-EXPEDITED N OT US-BAYER-2011-108839 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MALAISE  
NAUSEA  
PREGNANCY  

8249267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249267 NON-EXPEDITED Y US-BAYER-2011-110278 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
DEVICE EXPULSION  
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8249268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249268 NON-EXPEDITED Y OT US-BAYER-2011-110620 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8249350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249350 NON-EXPEDITED N US-TEVA-309549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8249357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249357 NON-EXPEDITED N US-TEVA-309307USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8249358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249358 NON-EXPEDITED Y US-BAYER-2011-108133 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8249359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249359 NON-EXPEDITED Y US-BAYER-2011-108613 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8249399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249399 NON-EXPEDITED Y OT US-BAYER-2011-109338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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8249400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249400 NON-EXPEDITED Y US-BAYER-2011-108964 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 3 DAY BAYER

8249401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249401 NON-EXPEDITED N OT US-BAYER-2011-109362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  

8249402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249402 NON-EXPEDITED Y OT US-BAYER-2011-109229 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST DISORDER FEMALE  
MENSTRUATION DELAYED  
NAUSEA  
VOMITING  
WEIGHT INCREASED  

8249403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2011 8249403 NON-EXPEDITED N OT US-BAYER-2011-109254 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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7910461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 7910461 EXPEDITED (15-DAY) N OT US-TEVA-266740USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8035387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8035387 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-058197 27 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8199935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8199935 EXPEDITED (15-DAY) Y CH-BAYER-2011-100603 29 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER

8254351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254351 NON-EXPEDITED N US-BAYER-2011-104079 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

8254353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254353 NON-EXPEDITED N US-BAYER-2011-103262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8254356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254356 NON-EXPEDITED N US-BAYER-2011-104047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8254357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254357 NON-EXPEDITED N US-BAYER-2011-111293 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1 DAY BAYER

8254358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254358 NON-EXPEDITED N US-BAYER-2011-103956 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8254367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254367 NON-EXPEDITED N US-BAYER-2011-111260 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8254606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254606 NON-EXPEDITED Y US-BAYER-2011-103121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE UNK, CONT  BAYER

8254614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254614 NON-EXPEDITED N US-BAYER-2011-105050 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8254621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254621 NON-EXPEDITED N US-BAYER-2011-111309 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8254625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254625 NON-EXPEDITED N US-BAYER-2011-106950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8254627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254627 NON-EXPEDITED Y US-BAYER-2011-111287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8254641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254641 NON-EXPEDITED N US-BAYER-2011-109477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg/d, CONT 152 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
PYREXIA  

8254642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254642 NON-EXPEDITED Y OT US-BAYER-2011-109363 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8254643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254643 NON-EXPEDITED N US-BAYER-2011-109933 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN MIRENA S UNK  BAYER

8254644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254644 NON-EXPEDITED N US-BAYER-2011-109474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S UNK  BAYER
VAGINAL DISCHARGE  

8254645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254645 NON-EXPEDITED N OT US-BAYER-2011-109305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8254650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254650 NON-EXPEDITED N US-TEVA-309672USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  

8254660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254660 NON-EXPEDITED N US-TEVA-309673USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8254714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254714 NON-EXPEDITED N OT US-BAYER-2011-111162 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8254746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254746 NON-EXPEDITED N OT US-BAYER-2011-110164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1140 DAY BAYER
ABDOMINAL PAIN  

8254851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254851 NON-EXPEDITED N US-BAYER-2011-110451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 46 DAY BAYER

8254879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254879 NON-EXPEDITED N US-TEVA-309624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8254911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8254911 NON-EXPEDITED N US-TEVA-309630USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8255022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255022 DIRECT Y HO,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S  
ABDOMINAL PAIN LOWER  
ASTHENIA  
DEVICE DISLOCATION  
DYSPNOEA  
NAUSEA  
PELVIC PAIN  

8255026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255026 DIRECT N DS 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN LEVONORGESTREL S INTRAUTERINE 52mg  
ABDOMINAL PAIN  
ALOPECIA  
DEVICE DISLOCATION  
HEADACHE  
OVARIAN CYST  
UTERINE PERFORATION  
WEIGHT INCREASED  

8255075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255075 NON-EXPEDITED Y US-BAYER-2011-107161 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1 DAY BAYER
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Detailed Report
8255213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255213 NON-EXPEDITED N US-TEVA-309648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8255233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255233 NON-EXPEDITED N US-TEVA-309656USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8255247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255247 NON-EXPEDITED N US-TEVA-309660USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8255280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255280 NON-EXPEDITED N US-TEVA-309667USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8255292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255292 EXPEDITED (15-DAY) N OT US-TEVA-309048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ONE-A-DAY NOS C ORAL  
COITAL BLEEDING  
NAUSEA  
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Detailed Report
8255294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255294 NON-EXPEDITED Y US-BAYER-2011-106230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8255296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255296 NON-EXPEDITED N US-BAYER-2011-105182 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACTERIAL INFECTION  
FUNGAL INFECTION  

8255297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255297 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-046430 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY DIENOGEST\ESTRADIOL

VALERATE
S ORAL UNK 138 DAY BAYER

BREAST PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA DUPHASTON C UNK 10 DAY
METRORRHAGIA IODINE (123 I) C UNK  
CAESAREAN SECTION  
MATERNAL EXPOSURE DURING PREGNANCY  
OLIGOHYDRAMNIOS  
PRODUCT QUALITY ISSUE  

8255302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255302 NON-EXPEDITED N US-TEVA-309671USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR AMOXICILLIN C ORAL  
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Detailed Report
8255325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255325 NON-EXPEDITED N US-TEVA-309670USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8255327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2011 8255327 NON-EXPEDITED N US-BAYER-2011-111281 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1 DAY BAYER

8082264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8082264 NON-EXPEDITED N US-BAYER-2011-054293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
FRUSTRATION MIRENA S UNK 1 DAY BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  

8139856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8139856 NON-EXPEDITED N US-
BAYER-201033019NA

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8167281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8167281 NON-EXPEDITED N OT US-BAYER-2011-088396 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8200772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8200772 NON-EXPEDITED N US-TEVA-306440USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
NAUSEA  
POLLAKIURIA  
STRESS  

8239693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8239693 NON-EXPEDITED N US-TEVA-308683USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8240866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8240866 NON-EXPEDITED N US-TEVA-308742USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256166 NON-EXPEDITED N US-BAYER-2011-108054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
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Detailed Report
8256167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256167 NON-EXPEDITED Y OT US-BAYER-2011-111237 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 24 mcg/24hr, CONT 135 DAY BAYER

8256168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256168 NON-EXPEDITED N US-BAYER-2011-110460 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 7 DAY BAYER

8256169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256169 NON-EXPEDITED N US-BAYER-2011-104128 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8256170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256170 NON-EXPEDITED N US-BAYER-2011-111715 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8256171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256171 NON-EXPEDITED N US-BAYER-2011-108065 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1 DAY BAYER
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Detailed Report
8256172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256172 NON-EXPEDITED Y US-BAYER-2011-111650 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8256405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256405 NON-EXPEDITED N US-TEVA-309703USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256406 NON-EXPEDITED N US-TEVA-309784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256407 NON-EXPEDITED N US-TEVA-309737USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA DAILY VITAMIN C ORAL  

8256408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256408 NON-EXPEDITED N US-TEVA-309708USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8256409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256409 NON-EXPEDITED N US-TEVA-309736USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256410 NON-EXPEDITED N US-TEVA-309695USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

8256411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256411 NON-EXPEDITED N US-TEVA-309699USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256414 NON-EXPEDITED N US-TEVA-309774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8256441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256441 NON-EXPEDITED N US-TEVA-309743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
HEADACHE  
NAUSEA  
VOMITING  

8256451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256451 NON-EXPEDITED N US-BAYER-2011-104111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8256453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256453 NON-EXPEDITED N US-BAYER-2011-107862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8256454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256454 NON-EXPEDITED Y US-BAYER-2011-103623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 511 DAY BAYER

8256457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256457 NON-EXPEDITED Y US-BAYER-2011-105104 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8256459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256459 NON-EXPEDITED N US-BAYER-2011-104103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 15 DAY BAYER

8256461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256461 NON-EXPEDITED N US-BAYER-2011-105113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL RASH  
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  

8256462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256462 NON-EXPEDITED Y US-BAYER-2011-103125 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER

8256464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256464 NON-EXPEDITED N US-BAYER-2011-104745 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK 10 DAY BAYER

8256465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256465 NON-EXPEDITED Y US-BAYER-2011-106123 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8256466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256466 NON-EXPEDITED Y US-BAYER-2011-109816 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8256468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256468 NON-EXPEDITED N US-BAYER-2011-104087 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  
URTICARIA  

8256469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256469 NON-EXPEDITED Y US-BAYER-2011-104028 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 99 DAY BAYER

8256471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256471 NON-EXPEDITED Y US-BAYER-2011-103723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8256480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256480 NON-EXPEDITED N US-BAYER-2011-104189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 39 DAY BAYER
ABDOMINAL PAIN LOWER  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8256481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256481 EXPEDITED (15-DAY) N OT US-BAYER-2011-110186 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CRYING  
POST PROCEDURAL HAEMORRHAGE  

8256528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256528 NON-EXPEDITED N US-TEVA-309698USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SEASONIQUE C  DURAMED

8256657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256657 NON-EXPEDITED N US-TEVA-309894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8256995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8256995 NON-EXPEDITED N US-TEVA-309927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8257018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257018 NON-EXPEDITED N US-TEVA-309987USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  

8257054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257054 NON-EXPEDITED N US-TEVA-309979USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8257084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257084 NON-EXPEDITED N US-TEVA-309872USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8257115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257115 NON-EXPEDITED N US-TEVA-309886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8257229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257229 NON-EXPEDITED Y US-BAYER-2011-105420 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

Page: 9,011 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8257231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257231 NON-EXPEDITED N US-BAYER-2011-105062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  BAYER

8257233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257233 NON-EXPEDITED Y US-BAYER-2011-105459 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8257234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257234 NON-EXPEDITED N US-BAYER-2011-105276 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8257235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257235 NON-EXPEDITED N US-BAYER-2011-105452 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 291 DAY BAYER

8257236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257236 NON-EXPEDITED N US-BAYER-2011-105185 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8257237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257237 NON-EXPEDITED Y US-BAYER-2011-106125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 192 DAY BAYER
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Detailed Report
8257243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257243 EXPEDITED (15-DAY) Y OT FI-BAYER-2011-110099 44 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PAPILLOEDEMA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8257245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257245 NON-EXPEDITED N US-BAYER-2011-105165 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 65 DAY BAYER

8257246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257246 NON-EXPEDITED N US-BAYER-2011-106099 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8257247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257247 EXPEDITED (15-DAY) N OT US-BAYER-2011-109427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
BLOOD FOLLICLE STIMULATING HORMONE
ABNORMAL

 

INFERTILITY FEMALE  

8257248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257248 NON-EXPEDITED Y US-BAYER-2011-105179 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8257249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257249 NON-EXPEDITED Y US-BAYER-2011-105184 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER

8257250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257250 EXPEDITED (15-DAY) N OT DE-BAYER-2011-109309 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA MIRENA S 20 µg, CONT  BAYER

8257251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257251 NON-EXPEDITED Y US-BAYER-2011-105687 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8257252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257252 NON-EXPEDITED N US-BAYER-2011-106577 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 1449 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8257255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257255 NON-EXPEDITED N US-BAYER-2011-105181 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8257256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257256 NON-EXPEDITED Y US-BAYER-2011-105186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

Page: 9,014 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8257257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257257 NON-EXPEDITED N US-BAYER-2011-105078 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8257258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257258 NON-EXPEDITED N US-BAYER-2011-105314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8257259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257259 NON-EXPEDITED Y US-BAYER-2011-105063 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

8257261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257261 NON-EXPEDITED N US-TEVA-309874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
SKIN DISCOLOURATION  

8257268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257268 NON-EXPEDITED N US-TEVA-309943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8257324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257324 NON-EXPEDITED N US-TEVA-309986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8257375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257375 NON-EXPEDITED Y US-BAYER-2011-107890 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8257376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257376 NON-EXPEDITED N US-BAYER-2011-107641 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8257377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257377 NON-EXPEDITED N US-BAYER-2011-106911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8257378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257378 NON-EXPEDITED Y US-BAYER-2011-107638 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 9,016 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8257380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257380 NON-EXPEDITED Y US-BAYER-2011-106973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
RASH  

8257381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257381 NON-EXPEDITED N OT US-BAYER-2011-110302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
HYPOMENORRHOEA  

8257400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257400 NON-EXPEDITED Y HO US-BAYER-2011-110168 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8257402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257402 NON-EXPEDITED N US-BAYER-2011-109925 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
UTERINE CERVIX STENOSIS  

8257408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257408 NON-EXPEDITED N OT US-BAYER-2011-109924 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8257411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257411 NON-EXPEDITED N OT US-BAYER-2011-110157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg, CONT 50 DAY BAYER

8257412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257412 NON-EXPEDITED N OT US-BAYER-2011-110188 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL ODOUR  

8257413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257413 NON-EXPEDITED N OT US-BAYER-2011-110232 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 251 DAY BAYER
DEVICE EXPULSION  

8257470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257470 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE  
ASTHENIA  
BACK PAIN  
FATIGUE  
MENTAL DISORDER  
MUSCLE SPASMS  

Page: 9,018 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8257490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257490 NON-EXPEDITED N OT US-BAYER-2011-109504 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8257491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257491 NON-EXPEDITED N OT NO-BAYER-2011-109544 48 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT 15 DAY BAYER
PAIN  

8257493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257493 NON-EXPEDITED N OT US-BAYER-2011-109421 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8257496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257496 NON-EXPEDITED Y US-BAYER-2011-109422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8257498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257498 NON-EXPEDITED Y DS BR-BAYER-2011-087358 26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
MENTAL DISORDER  
PAIN  
PREGNANCY  

8257499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257499 NON-EXPEDITED Y OT US-BAYER-2011-109825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8257500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257500 NON-EXPEDITED N OT US-BAYER-2011-109501 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DRUG ADMINISTRATION ERROR  
INFERTILITY FEMALE  

8257525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257525 NON-EXPEDITED Y OT US-BAYER-2011-109420 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8257540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257540 NON-EXPEDITED N OT US-BAYER-2011-109356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8257701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257701 NON-EXPEDITED Y US-BAYER-2011-110324 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
SYNCOPE  

8257702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257702 NON-EXPEDITED N US-BAYER-2011-110291 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MENSTRUAL DISORDER  

8257703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2011 8257703 NON-EXPEDITED N OT US-BAYER-2011-105320 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 106 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8067094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8067094 NON-EXPEDITED Y US-
BAYER-201039068NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
DYSPAREUNIA  

8096839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8096839 NON-EXPEDITED N OT US-BAYER-2011-031576 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 807 DAY BAYER
DEVICE ISSUE  
PELVIC PAIN  
PRODUCT SHAPE ISSUE  
VAGINAL HAEMORRHAGE  

8140309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8140309 NON-EXPEDITED Y US-BAYER-2011-033918 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8159715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8159715 NON-EXPEDITED N OT US-BAYER-2011-088859 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8178652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8178652 NON-EXPEDITED Y OT US-BAYER-2011-095747 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK  BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8198032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8198032 NON-EXPEDITED N US-TEVA-306149USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8217490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8217490 NON-EXPEDITED N US-TEVA-307275USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8236169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8236169 NON-EXPEDITED N OT US-BAYER-2011-105840 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 509 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
ALOPECIA  
HORMONE LEVEL ABNORMAL  
PELVIC PAIN  
SERUM FERRITIN DECREASED  
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Detailed Report
8244781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8244781 NON-EXPEDITED N US-TEVA-309186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258304 NON-EXPEDITED N US-BAYER-2011-105254 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 87 DAY BAYER

8258305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258305 NON-EXPEDITED Y US-BAYER-2011-105737 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8258306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258306 NON-EXPEDITED Y US-BAYER-2011-105092 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG ADMINISTRATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8258307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258307 NON-EXPEDITED Y US-BAYER-2011-105381 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER
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Detailed Report
8258331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258331 NON-EXPEDITED N US-TEVA-309989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258352 NON-EXPEDITED N US-TEVA-310015USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258367 NON-EXPEDITED N US-TEVA-309873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258371 NON-EXPEDITED N US-BAYER-2011-112040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8258372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258372 NON-EXPEDITED N US-TEVA-309882USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258389 NON-EXPEDITED N US-TEVA-309896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8258414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258414 NON-EXPEDITED N US-TEVA-309919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258479 EXPEDITED (15-DAY) N OT US-TEVA-309704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
OFF LABEL USE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8258558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258558 NON-EXPEDITED N US-TEVA-310030USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8258582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258582 NON-EXPEDITED N US-TEVA-309933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258601 NON-EXPEDITED N US-TEVA-309981USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8258605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258605 NON-EXPEDITED N US-TEVA-310028USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8258713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258713 NON-EXPEDITED N US-TEVA-310017USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8258771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258771 NON-EXPEDITED N US-TEVA-310043USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8258808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258808 NON-EXPEDITED N US-TEVA-310048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8258834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258834 NON-EXPEDITED Y US-
BAYER-201031910NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8258869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258869 DIRECT N HO,OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 52 mg  

8258878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258878 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
QUALITY OF LIFE DECREASED MIRENA S VAGINAL 1 item inserted  
AGGRESSION  
ALOPECIA  
ANGER  
ANXIETY  
APHASIA  
BRADYPHRENIA  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
LOSS OF LIBIDO  
MAJOR DEPRESSION  
MEMORY IMPAIRMENT  
MIGRAINE  
MOOD SWINGS  
PARANOIA  
SCOTOMA  
SUICIDAL IDEATION  
VAGINAL DISCHARGE  
VISION BLURRED  
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Detailed Report
8258884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258884 DIRECT N 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST MIRENA S  
EAR PAIN  
GASTRIC DILATATION  
MOOD SWINGS  
PELVIC PAIN  
SINUS HEADACHE  
VISION BLURRED  
WEIGHT INCREASED  

8258986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8258986 NON-EXPEDITED N US-TEVA-310040USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  

8259147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259147 NON-EXPEDITED N US-BAYER-2011-105126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSULIN-LIKE GROWTH FACTOR INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1460 DAY BAYER

8259148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259148 NON-EXPEDITED N US-BAYER-2011-105698 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8259149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259149 NON-EXPEDITED N US-BAYER-2011-105433 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8259151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259151 NON-EXPEDITED N US-BAYER-2011-105428 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8259152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259152 NON-EXPEDITED N US-BAYER-2011-105449 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8259326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259326 NON-EXPEDITED Y US-TEVA-310163USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8259350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259350 NON-EXPEDITED N US-TEVA-310037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8259370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259370 NON-EXPEDITED N US-TEVA-310032USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON C  

8259397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259397 NON-EXPEDITED N US-TEVA-310029USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8259451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259451 NON-EXPEDITED N US-TEVA-310039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C ORAL 40 Milligram;  

8259487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259487 NON-EXPEDITED N US-TEVA-310041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 9,031 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8259695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259695 NON-EXPEDITED N US-TEVA-310035USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8259706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259706 NON-EXPEDITED N US-TEVA-310038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8259739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259739 NON-EXPEDITED Y US-BAYER-2011-010195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
NAUSEA  
VOMITING  

8259741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259741 NON-EXPEDITED Y US-BAYER-2011-105424 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8259742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259742 NON-EXPEDITED N US-BAYER-2011-105436 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8259744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259744 NON-EXPEDITED N US-BAYER-2011-105430 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8259746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259746 NON-EXPEDITED Y US-BAYER-2011-105457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8259747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259747 NON-EXPEDITED N US-BAYER-2011-111934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GROWTH HORMONE INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8259823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259823 NON-EXPEDITED N US-TEVA-310147USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVORA C ORAL  

8259836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259836 NON-EXPEDITED N US-TEVA-310049USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C VAGINAL  
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Detailed Report
8259867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8259867 NON-EXPEDITED N US-TEVA-310046USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8260025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260025 NON-EXPEDITED N US-TEVA-309779USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8260149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260149 NON-EXPEDITED Y US-BAYER-2011-106915 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8260150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260150 NON-EXPEDITED N US-BAYER-2011-106033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260152 NON-EXPEDITED Y US-BAYER-2011-109377 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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8260154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260154 NON-EXPEDITED Y US-BAYER-2011-105451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8260156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260156 NON-EXPEDITED N US-BAYER-2011-109647 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 118 DAY BAYER

8260157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260157 NON-EXPEDITED Y US-BAYER-2011-107571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260158 NON-EXPEDITED N US-BAYER-2011-110166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER
BACK PAIN  
PELVIC PAIN  

8260159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260159 NON-EXPEDITED Y US-BAYER-2011-109818 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260174 NON-EXPEDITED N OT US-BAYER-2011-110748 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
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8260175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260175 NON-EXPEDITED Y OT US-BAYER-2011-110366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8260176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260176 NON-EXPEDITED Y US-BAYER-2011-111720 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

8260177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260177 NON-EXPEDITED N US-BAYER-2011-111722 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8260178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260178 NON-EXPEDITED Y US-BAYER-2011-112114 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, CONT  BAYER

8260179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2011 8260179 NON-EXPEDITED Y OT US-BAYER-2011-110328 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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7912485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 7912485 EXPEDITED (15-DAY) N OT US-BAYER-2011-030106 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
EPISTAXIS  
GASTRIC ULCER  
GENITAL HAEMORRHAGE  
PELVIC DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  

8157857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8157857 EXPEDITED (15-DAY) Y OT US-BAYER-2011-086584 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
ARTHRALGIA MIRENA S  BAYER
CERVIX HAEMORRHAGE UTERINE  
DEVICE RELATED INFECTION  
FACE OEDEMA  
HYPOAESTHESIA  
LIP OEDEMA  
OEDEMA PERIPHERAL  
PAIN  
PYREXIA  
TREMOR  
URTICARIA  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  
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8167369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8167369 NON-EXPEDITED N OT US-BAYER-2011-090344 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
MENORRHAGIA  

8202079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8202079 NON-EXPEDITED Y OT US-BAYER-2011-103935 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 69 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8221782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8221782 NON-EXPEDITED N US-TEVA-307322USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MIGRAINE IRON PILLS C  
ASTHENIA  
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  

8260479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260479 NON-EXPEDITED N US-BAYER-2011-105431 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 105 DAY BAYER
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8260481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260481 NON-EXPEDITED Y US-BAYER-2011-105441 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8260482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260482 NON-EXPEDITED N US-BAYER-2011-105408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
METRORRHAGIA  

8260483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260483 NON-EXPEDITED N US-BAYER-2011-109945 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8260484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260484 NON-EXPEDITED N US-BAYER-2011-112309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260485 NON-EXPEDITED Y US-BAYER-2011-105447 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1819 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8260486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260486 NON-EXPEDITED N US-BAYER-2011-105434 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8260534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260534 NON-EXPEDITED N US-BAYER-2011-108077 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8260535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260535 EXPEDITED (15-DAY) Y OT US-BAYER-2011-110736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8260581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260581 NON-EXPEDITED N US-BAYER-2011-105641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  

8260582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260582 NON-EXPEDITED Y US-BAYER-2011-097016 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY CLIMARA PRO S TRANSDERMAL  BAYER
DIZZINESS  
DYSPNOEA  
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Detailed Report
8260583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260583 NON-EXPEDITED N US-BAYER-2011-109346 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8260587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260587 NON-EXPEDITED Y US-BAYER-2011-105468 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8260590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260590 NON-EXPEDITED N US-BAYER-2011-106088 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 826 DAY BAYER

8260592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260592 NON-EXPEDITED Y US-BAYER-2011-105440 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260602 NON-EXPEDITED Y US-BAYER-2011-107610 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8260604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260604 NON-EXPEDITED N US-BAYER-2011-106590 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
ACNE  
STRESS  

8260680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260680 NON-EXPEDITED N US-BAYER-2011-105438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260838 NON-EXPEDITED Y US-BAYER-2011-110688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8260839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260839 NON-EXPEDITED Y OT US-BAYER-2011-110629 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 25 DAY BAYER

8260841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260841 NON-EXPEDITED Y OT US-BAYER-2011-111714 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

Page: 9,042 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8260843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260843 NON-EXPEDITED N OT US-BAYER-2011-111679 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 9 DAY BAYER
DEVICE EXPULSION  

8260844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260844 NON-EXPEDITED N OT US-BAYER-2011-112021 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE EXPULSION  

8260866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260866 NON-EXPEDITED N US-BAYER-2011-111272 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
DEVICE EXPULSION  

8260874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260874 NON-EXPEDITED N US-TEVA-310050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8260902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260902 NON-EXPEDITED N US-TEVA-310045USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

Page: 9,043 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8260936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260936 NON-EXPEDITED N US-TEVA-310120USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8260945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8260945 NON-EXPEDITED N US-TEVA-310112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8261071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261071 NON-EXPEDITED N US-TEVA-310204USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8261088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261088 NON-EXPEDITED N US-TEVA-310208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261128 NON-EXPEDITED N US-TEVA-310177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8261182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261182 NON-EXPEDITED N US-TEVA-310166USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR DISKUS C 500 Microgram;  
SINGULAIR C  
CETIRIZINE HYDROCHLORIDE C 10 Milligram;  
CETIRIZINE HYDROCHLORIDE C  

8261268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261268 NON-EXPEDITED N US-TEVA-310128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261275 NON-EXPEDITED Y US-BAYER-2011-112110 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8261333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261333 NON-EXPEDITED N US-TEVA-310240USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261341 EXPEDITED (15-DAY) N OT GB-TEVA-309805ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION LEVONORGESTREL S UNKNOWN  DURAMED
POLYMENORRHOEA  
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Detailed Report
8261416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261416 NON-EXPEDITED Y US-TEVA-310235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8261450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261450 NON-EXPEDITED N US-BAYER-2011-106015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8261451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261451 NON-EXPEDITED N US-BAYER-2011-106041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8261452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261452 NON-EXPEDITED Y US-BAYER-2011-106000 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BONE SWELLING  

8261453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261453 NON-EXPEDITED Y US-BAYER-2011-106030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8261454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261454 NON-EXPEDITED Y US-BAYER-2011-105988 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8261455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261455 NON-EXPEDITED Y US-BAYER-2011-106070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER
AMENORRHOEA  
PAIN  

8261457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261457 NON-EXPEDITED N US-TEVA-310260USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM HYDROBROMIDE C  

8261527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261527 NON-EXPEDITED N US-TEVA-310146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261564 NON-EXPEDITED N US-TEVA-310118USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8261605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261605 NON-EXPEDITED N US-TEVA-310257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261617 NON-EXPEDITED N OT US-BAYER-2011-110205 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 121 DAY BAYER
DEVICE EXPULSION  

8261619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261619 NON-EXPEDITED Y US-BAYER-2011-108008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8261620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261620 NON-EXPEDITED Y US-BAYER-2011-109355 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 156 DAY BAYER

8261621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261621 NON-EXPEDITED N OT US-BAYER-2011-110297 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PELVIC DISCOMFORT  
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Detailed Report
8261622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261622 NON-EXPEDITED N US-BAYER-2011-107705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8261624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261624 NON-EXPEDITED N OT US-BAYER-2011-110312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8261626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261626 NON-EXPEDITED N US-BAYER-2011-108462 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VOMITING  

8261629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261629 NON-EXPEDITED N US-TEVA-310254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
VOMITING  

8261639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261639 NON-EXPEDITED N US-TEVA-310242USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8261649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261649 NON-EXPEDITED N US-TEVA-310130USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LEVORA C ORAL  

8261655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261655 NON-EXPEDITED Y OT US-BAYER-2011-110731 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8261662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261662 NON-EXPEDITED N US-BAYER-2011-110347 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 498 DAY BAYER
DEVICE EXPULSION  
MALAISE  

8261728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261728 NON-EXPEDITED N US-TEVA-310238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
HEADACHE  
PELVIC PAIN  
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Detailed Report
8261766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261766 NON-EXPEDITED N US-TEVA-310047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8261772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8261772 NON-EXPEDITED N US-TEVA-310470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8271983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2011 8271983 EXPEDITED (15-DAY) Y OT DSU-2011-08417 22 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA COLESEVELAM S ORAL 3750 MG, PER ORAL ;

3125 MG,PER ORAL
 

PREGNANCY ON ORAL CONTRACEPTIVE ETHINYL ESTRADIOL
\LEVONORGESTREL

S  

MATERNAL EXPOSURE DURING PREGNANCY ATORVASTATINE
(ATORVASTATIN)
(ATORVASTATIN)

C  

ABORTION SPONTANEOUS EZETIMIBE C  
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Detailed Report
8120508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2011 8120508 EXPEDITED (15-DAY) Y DS,OT PHHY2011GB75930 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LUPUS-LIKE SYNDROME AMITRIPTYLINE

HYDROCHLORIDE
S 150 mg, QD  

RASH ERYTHEMATOUS VITAMINS NOS C  
ARTHRALGIA NIFEDIPINE S 5 mg, BID  
TENDERNESS CALCIUM CARBONATE S 1 DF, QID  
ERYTHEMA NORDETTE S 30 mg, QD  
SWELLING PROVIGIL S UNKNOWN 200 mg, QD  
MUSCULOSKELETAL STIFFNESS PROVIGIL S UNKNOWN 200 mg, QD  
DRUG INTERACTION  
RASH  
SKIN LESION  

8104532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8104532 NON-EXPEDITED Y US-BAYER-2011-012391 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 158 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
UNEVALUABLE EVENT  

8125507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8125507 NON-EXPEDITED N US-BAYER-2011-019286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BREAST PAIN  

Page: 9,052 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8157781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8157781 EXPEDITED (15-DAY) Y OT US-BAYER-2011-087180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 471 DAY BAYER
PELVIC PAIN  

8200050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8200050 EXPEDITED (15-DAY) N OT US-BAYER-2011-100392 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIPOLAR DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 292 DAY BAYER
ABDOMINAL DISTENSION  
ACNE  
BREAST ENLARGEMENT  
DEPRESSED MOOD  
DEPRESSION  
DYSPAREUNIA  
FEELING ABNORMAL  
LOSS OF LIBIDO  
METRORRHAGIA  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  
WEIGHT FLUCTUATION  
WEIGHT INCREASED  

8243835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8243835 EXPEDITED (15-DAY) Y OT IL-BAYER-2011-107518 17 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS YASMIN S UNK  BAYER
PAIN MIRENA S UNK  BAYER
DEVICE EXPULSION  
GAIT DISTURBANCE  
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Detailed Report
8262867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262867 NON-EXPEDITED Y US-BAYER-2011-112981 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8262887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262887 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-111484 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S UNK  BAYER
DRY SKIN  
EYE PRURITUS  
EYE SWELLING  
PRURITUS  

8262889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262889 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-111147 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S  BAYER

8262894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262894 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-111155 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S  BAYER

8262895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262895 NON-EXPEDITED N US-BAYER-2011-106582 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8262896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262896 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-111152 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S  BAYER

8262897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262897 NON-EXPEDITED N US-BAYER-2011-106044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8262903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262903 EXPEDITED (15-DAY) N HO US-BAYER-2011-111235 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S UNK  BAYER
ANKLE FRACTURE  
JOINT INJURY  

8262904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262904 EXPEDITED (15-DAY) Y OT NZ-BAYER-2011-111734 46 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S UNK 1825 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8262932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262932 NON-EXPEDITED Y US-BAYER-2011-107580 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
8262934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262934 NON-EXPEDITED Y US-BAYER-2011-108979 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8262935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262935 NON-EXPEDITED N US-BAYER-2011-106076 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8262936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262936 NON-EXPEDITED Y US-BAYER-2011-106006 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8262942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262942 NON-EXPEDITED Y US-BAYER-2011-106287 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1294 DAY BAYER

8262943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262943 NON-EXPEDITED Y US-BAYER-2011-106639 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8262946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262946 NON-EXPEDITED Y US-BAYER-2011-106293 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 326 DAY BAYER
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Detailed Report
8262975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262975 NON-EXPEDITED Y US-BAYER-2011-107981 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 93 DAY BAYER

8262976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262976 NON-EXPEDITED Y US-BAYER-2011-108307 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8262977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262977 NON-EXPEDITED N US-BAYER-2011-107629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8262979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8262979 NON-EXPEDITED N US-BAYER-2011-106183 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COITAL BLEEDING  
MEDICAL DEVICE COMPLICATION  
SINUSITIS  

8263320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2011 8263320 NON-EXPEDITED N US-BAYER-2011-106618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
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Detailed Report
7511740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 7511740 NON-EXPEDITED N OT US-
BAYER-201028699NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

8020907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8020907 NON-EXPEDITED N US-
BAYER-201024670NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED ALEVE C  
AMENORRHOEA  
BREAST PAIN  
MEDICAL DEVICE COMPLICATION  

8096769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8096769 NON-EXPEDITED N US-BAYER-2011-022496 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
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Detailed Report
8106222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8106222 NON-EXPEDITED N US-BAYER-2011-037517 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8124927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8124927 NON-EXPEDITED N US-BAYER-2011-019746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8166328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8166328 NON-EXPEDITED N US-BAYER-2011-089879 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 475 DAY BAYER

8167372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8167372 NON-EXPEDITED Y US-BAYER-2011-090089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8194347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8194347 NON-EXPEDITED N OT US-BAYER-2011-099033 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8263847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8263847 NON-EXPEDITED N US-TEVA-310505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

JUNEL FE 1.5/30 C  
ANTIBIOTICS C  

8263924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8263924 NON-EXPEDITED N US-TEVA-310499USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA METFORMIN HYDROCHLORIDE C  
MENSTRUATION IRREGULAR  

8263981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8263981 NON-EXPEDITED N US-TEVA-310495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264036 NON-EXPEDITED N US-TEVA-310281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264045 NON-EXPEDITED N US-TEVA-310500USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C  
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Detailed Report
8264057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264057 NON-EXPEDITED N US-BAYER-2011-113012 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S  BAYER

8264058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264058 NON-EXPEDITED N US-BAYER-2011-106292 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8264060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264060 NON-EXPEDITED N US-BAYER-2011-106291 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSMENORRHOEA  
MENORRHAGIA  

8264065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264065 NON-EXPEDITED N US-TEVA-310282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264088 NON-EXPEDITED N US-TEVA-310407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8264107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264107 EXPEDITED (15-DAY) N OT US-BAYER-2011-111989 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONTROL OF LEGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BREAST DISCHARGE  
DYSPAREUNIA  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
PAIN  

8264109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264109 NON-EXPEDITED Y US-BAYER-2011-108009 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8264110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264110 NON-EXPEDITED Y US-BAYER-2011-109360 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8264111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264111 NON-EXPEDITED N US-BAYER-2011-107953 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8264114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264114 NON-EXPEDITED Y US-BAYER-2011-109367 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8264115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264115 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-111403 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERBILIRUBINAEMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8264116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264116 NON-EXPEDITED N US-BAYER-2011-108306 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8264122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264122 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-111418 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL  BAYER
SMALL FOR DATES BABY  

8264124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264124 NON-EXPEDITED N US-TEVA-310396USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NATURE-THYROID C  
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8264152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264152 NON-EXPEDITED N US-TEVA-310399USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8264155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264155 NON-EXPEDITED N US-BAYER-2011-107844 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8264156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264156 NON-EXPEDITED N US-BAYER-2011-107632 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8264157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264157 NON-EXPEDITED N US-BAYER-2011-107645 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8264182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264182 NON-EXPEDITED N US-TEVA-310504USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8264201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264201 NON-EXPEDITED N US-TEVA-310404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264280 DIRECT Y OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 52mg  
DEVICE EXPULSION  

8264286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264286 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

8264343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264343 NON-EXPEDITED N US-BAYER-2011-107619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST SWELLING  

8264345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264345 NON-EXPEDITED N US-BAYER-2011-107067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8264346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264346 NON-EXPEDITED N US-BAYER-2011-107588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8264347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264347 NON-EXPEDITED N US-BAYER-2011-107520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8264348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264348 NON-EXPEDITED N US-BAYER-2011-106944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8264349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264349 NON-EXPEDITED Y US-BAYER-2011-106941 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8264350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264350 NON-EXPEDITED N US-BAYER-2011-107002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8264351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264351 NON-EXPEDITED N US-BAYER-2011-107613 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8264352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264352 NON-EXPEDITED N US-BAYER-2011-107612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S UNK  BAYER
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Detailed Report
8264353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264353 NON-EXPEDITED Y US-BAYER-2011-106952 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8264381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264381 NON-EXPEDITED N US-TEVA-310509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264383 NON-EXPEDITED N US-BAYER-2011-106934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8264384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264384 NON-EXPEDITED Y US-BAYER-2011-106904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8264385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264385 NON-EXPEDITED N US-BAYER-2011-106914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN LOWER  

8264396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264396 NON-EXPEDITED N US-BAYER-2011-106594 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8264397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264397 NON-EXPEDITED N US-BAYER-2011-106607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8264403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264403 NON-EXPEDITED N US-BAYER-2011-106696 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S TRANSDERMAL UNK  BAYER
APPLICATION SITE RASH  

8264405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264405 NON-EXPEDITED N US-TEVA-310256USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8264406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264406 NON-EXPEDITED N US-BAYER-2011-106592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8264407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264407 NON-EXPEDITED N US-BAYER-2011-106604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8264430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264430 NON-EXPEDITED Y US-BAYER-2011-106507 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8264445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264445 NON-EXPEDITED N US-BAYER-2011-108342 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8264446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264446 NON-EXPEDITED N US-BAYER-2011-108545 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 29 DAY BAYER

8264447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264447 NON-EXPEDITED N US-BAYER-2011-109375 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

8264449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264449 NON-EXPEDITED N US-TEVA-310448USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE BIRTH CONTROL PILL C ORAL  

8264450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264450 NON-EXPEDITED Y US-BAYER-2011-109451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 14 DAY BAYER

8264451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264451 NON-EXPEDITED Y US-BAYER-2011-112597 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 17 DAY BAYER
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Detailed Report
8264452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264452 NON-EXPEDITED Y US-BAYER-2011-108510 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8264453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264453 NON-EXPEDITED N US-BAYER-2011-109438 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 97 DAY BAYER

8264454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264454 NON-EXPEDITED Y US-BAYER-2011-108871 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8264455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264455 NON-EXPEDITED N US-BAYER-2011-108275 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BREAST ENLARGEMENT  
NAUSEA  

8264462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264462 NON-EXPEDITED Y US-BAYER-2011-109955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 301 DAY BAYER
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Detailed Report
8264463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264463 EXPEDITED (15-DAY) N OT SE-BAYER-2011-069488 36 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CYST LEVOTHYROXINE SODIUM C  

8264464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264464 NON-EXPEDITED N US-BAYER-2011-109939 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 78 DAY BAYER

8264465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264465 NON-EXPEDITED Y US-BAYER-2011-109705 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8264466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264466 NON-EXPEDITED N US-BAYER-2011-112932 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8264467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264467 NON-EXPEDITED Y US-BAYER-2011-110161 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 912 DAY BAYER
ANXIETY MIRENA S  BAYER
FEELING ABNORMAL  
INSOMNIA  
MIGRAINE  
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Detailed Report
8264468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264468 NON-EXPEDITED Y US-BAYER-2011-110351 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8264482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8264482 DIRECT N OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
PANIC ATTACK  

8265173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265173 EXPEDITED (15-DAY) Y OT PHHY2011AU79878 36 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LAMISIL S ORAL 250 mg, QD  
RASH LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  

NEUTROPENIA  
WHITE BLOOD CELL COUNT DECREASED  

8265248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265248 NON-EXPEDITED N US-TEVA-310873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL 1.5 Milligram;  
UNSPECIFIED INGREDIENT S  
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Detailed Report
8265257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265257 NON-EXPEDITED N US-TEVA-310850USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DECREASED APPETITE  
HEADACHE  
VAGINAL DISCHARGE  

8265263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265263 NON-EXPEDITED N US-TEVA-310839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8265266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265266 NON-EXPEDITED N US-TEVA-310886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8265274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265274 NON-EXPEDITED N US-TEVA-310861USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8265278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265278 NON-EXPEDITED N US-TEVA-310798USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8265280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265280 NON-EXPEDITED N US-TEVA-310812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8265284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265284 NON-EXPEDITED N US-TEVA-310818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8265285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265285 NON-EXPEDITED N US-TEVA-310795USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8265355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265355 EXPEDITED (15-DAY) Y OT PHHY2011GB101893 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE AMOXICILLIN S ORAL 250 mg, TID 16 DAY

NORDETTE S ORAL 1 DF, QD  
VENTOLIN C  

8265459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2011 8265459 EXPEDITED (15-DAY) N OT US-BAYER-2011-112016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITOURINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  
VAGINAL DISCHARGE  
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8104711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8104711 NON-EXPEDITED N US-BAYER-2011-051801 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8115121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8115121 NON-EXPEDITED N US-BAYER-2011-055649 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8130376 NON-EXPEDITED Y US-BAYER-2011-083999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER
HEADACHE  
NAUSEA  

8198859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8198859 EXPEDITED (15-DAY) N AU-BAYER-2011-098720 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL CANDIDIASIS CLOTRIMAZOLE S UNK 3 DAY
OVARIAN CYST MIRENA S INTRAUTERINE  BAYER
ABDOMINAL DISCOMFORT  
VAGINAL DISORDER  
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8217158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8217158 EXPEDITED (15-DAY) N OT US-BAYER-2011-104538 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1531 DAY BAYER
DEVICE DIFFICULT TO USE  
HYSTERECTOMY  
UTERINE HAEMORRHAGE  

8235723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8235723 EXPEDITED (15-DAY) N US-BAYER-2011-105844 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER
AMENORRHOEA  
BACK PAIN  
BREAST TENDERNESS  
EMOTIONAL DISORDER  

8237589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8237589 NON-EXPEDITED N US-TEVA-308155USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8237595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8237595 NON-EXPEDITED N US-TEVA-308174USA 357 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE DURING BREAST FEEDING PLAN B ONE-STEP S TRANSAMMMARY Unknown  DURAMED
DIARRHOEA  
HAND-FOOT-AND-MOUTH DISEASE  
VOMITING  
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8260155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8260155 NON-EXPEDITED N US-BAYER-2011-110273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

BEYAZ S  BAYER

8265987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8265987 NON-EXPEDITED N US-TEVA-310918USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266008 NON-EXPEDITED N US-TEVA-310928USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8266014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266014 NON-EXPEDITED N US-TEVA-310940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266028 NON-EXPEDITED N US-TEVA-310945USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266048 NON-EXPEDITED N US-TEVA-310955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8266337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266337 NON-EXPEDITED N US-TEVA-310957USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN MIDOL EXTENDED RELIEF C  

8266347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266347 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  
DEVICE DISLOCATION  

8266398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266398 NON-EXPEDITED N US-TEVA-310943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266414 NON-EXPEDITED N US-TEVA-310926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCULAR WEAKNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  

8266421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266421 NON-EXPEDITED N US-TEVA-310919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8266500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266500 NON-EXPEDITED N US-TEVA-310964USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266683 NON-EXPEDITED N US-TEVA-310909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266690 NON-EXPEDITED N US-TEVA-310905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266691 NON-EXPEDITED N US-TEVA-310962USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266907 NON-EXPEDITED N US-TEVA-311123USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  
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Detailed Report
8266926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266926 NON-EXPEDITED N US-TEVA-310883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8266964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8266964 NON-EXPEDITED N US-TEVA-310954USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8267027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267027 NON-EXPEDITED N US-TEVA-310956USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8267034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267034 NON-EXPEDITED N US-TEVA-311107USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8267038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267038 NON-EXPEDITED N US-
BAYER-201026565NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  
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Detailed Report
8267039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267039 NON-EXPEDITED N US-
BAYER-201038735NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8267259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267259 NON-EXPEDITED N US-TEVA-311036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8267515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267515 NON-EXPEDITED N US-BAYER-2011-113009 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8267516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267516 NON-EXPEDITED N US-BAYER-2011-112967 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8267542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267542 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-113940 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIPLOPIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1460 DAY BAYER
ANXIETY  
CHILLS  
DEPRESSION  
DISTURBANCE IN ATTENTION  
HYPOAESTHESIA  
NAUSEA  
PANIC ATTACK  
TACHYPHRENIA  
VISION BLURRED  

8267546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267546 NON-EXPEDITED Y US-BAYER-2011-107848 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8267547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267547 NON-EXPEDITED Y US-BAYER-2011-107567 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8267548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267548 NON-EXPEDITED Y US-BAYER-2011-107607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8267549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267549 NON-EXPEDITED N US-BAYER-2011-107531 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 209 DAY BAYER

8267552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267552 NON-EXPEDITED Y US-BAYER-2011-107560 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 10 DAY BAYER

MIRENA S  BAYER

8267553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267553 NON-EXPEDITED N US-BAYER-2011-107703 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8267554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267554 NON-EXPEDITED Y US-BAYER-2011-107540 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 912 DAY BAYER

8267555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267555 NON-EXPEDITED N US-BAYER-2011-107582 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8267556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267556 NON-EXPEDITED Y US-BAYER-2011-107651 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 259 DAY BAYER

8267557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267557 NON-EXPEDITED N US-BAYER-2011-107708 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8267568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267568 NON-EXPEDITED Y US-BAYER-2011-108308 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8267570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267570 NON-EXPEDITED N US-BAYER-2011-108017 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8267571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267571 NON-EXPEDITED Y US-BAYER-2011-108824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8267574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267574 NON-EXPEDITED N US-BAYER-2011-109937 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8267815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267815 EXPEDITED (15-DAY) N OT US-BAYER-2011-112150 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
LOSS OF CONSCIOUSNESS  

8267894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 8267894 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-111310 40 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID NEOPLASM MIRENA S UNK  BAYER
DEPRESSION  
DYSPHAGIA  
RASH  

7855476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 7855476 NON-EXPEDITED N OT US-BAYER-2011-020671 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1401 DAY BAYER
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

OVARIAN CYST  
OVARIAN ENLARGEMENT  

7855742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 7855742 NON-EXPEDITED N OT US-BAYER-2011-020537 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 481 DAY BAYER
ABORTION SPONTANEOUS  
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Detailed Report
8028039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8028039 NON-EXPEDITED Y OT US-BAYER-2011-057654 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 623 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8050057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8050057 NON-EXPEDITED N US-BAYER-2011-062801 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK  BAYER
NIGHT SWEATS CLIMARA PRO S  BAYER

8050838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8050838 NON-EXPEDITED N OT US-BAYER-2011-063465 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

8096997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8096997 NON-EXPEDITED Y OT US-BAYER-2011-071100 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER
MEDICAL DEVICE COMPLICATION MICRONOR C UNK 157 DAY
UTERINE PERFORATION  

Page: 9,086 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8097001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8097001 NON-EXPEDITED Y OT US-BAYER-2011-071441 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 503 DAY BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  

8100633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8100633 NON-EXPEDITED Y US-BAYER-2011-059132 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 211 DAY BAYER
VAGINITIS BACTERIAL  

8130654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8130654 NON-EXPEDITED N OT US-BAYER-2011-081401 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DEVICE EXPULSION  
DYSPAREUNIA  

8156405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8156405 NON-EXPEDITED Y OT US-BAYER-2011-085134 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT 514 DAY BAYER
AMENORRHOEA  
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
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Detailed Report
8156653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8156653 NON-EXPEDITED Y OT US-BAYER-2011-087050 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
DEVICE DISLOCATION  

8168918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8168918 NON-EXPEDITED N OT US-BAYER-2011-091551 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 48 DAY BAYER
DEVICE DISLOCATION  

8178675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8178675 NON-EXPEDITED N OT US-BAYER-2011-096626 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 1291 DAY BAYER

8178676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8178676 NON-EXPEDITED Y OT US-BAYER-2011-095344 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

8181370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8181370 NON-EXPEDITED Y OT US-BAYER-2011-094052 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER
PAIN WELLBUTRIN XL C ORAL UNK  

LORATADINE C ORAL UNK  
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Detailed Report
8183844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8183844 NON-EXPEDITED Y OT US-BAYER-2011-097036 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8194203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8194203 NON-EXPEDITED N OT US-BAYER-2011-098312 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
Haemorrhage in pregnancy MIRENA S  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  

8200052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8200052 NON-EXPEDITED Y OT US-BAYER-2011-100741 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER
CRYING  
DEVICE DIFFICULT TO USE  
DISCOMFORT  
EMOTIONAL DISTRESS  
UTERINE CERVICAL PAIN  
UTERINE SPASM  

8254622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8254622 NON-EXPEDITED N OT US-BAYER-2011-106993 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 23 DAY BAYER
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Detailed Report
8255451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8255451 NON-EXPEDITED N US-TEVA-309649USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8257497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8257497 NON-EXPEDITED Y OT US-BAYER-2011-109374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 283 DAY BAYER
ABDOMINAL DISTENSION  
ASTHENIA  
DISCOMFORT  
DYSMENORRHOEA  
DYSPAREUNIA  
GENITAL HAEMORRHAGE  
LOSS OF LIBIDO  
MUSCLE SPASMS  
OVARIAN CYST  
PAIN  
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8260603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8260603 NON-EXPEDITED Y OT US-BAYER-2011-107707 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
PAIN  
VAGINAL HAEMORRHAGE  

8264354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8264354 NON-EXPEDITED N US-TEVA-310503USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8268130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268130 NON-EXPEDITED N US-TEVA-310963USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8268144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268144 NON-EXPEDITED N US-TEVA-311043USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
PAXIL C  
NUVARING C  

8268236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268236 NON-EXPEDITED N US-TEVA-311059USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8268268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268268 NON-EXPEDITED N US-TEVA-311071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8268271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268271 NON-EXPEDITED Y US-BAYER-2011-108024 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 44 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8268273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268273 NON-EXPEDITED Y US-BAYER-2011-108288 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8268274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268274 NON-EXPEDITED Y US-BAYER-2011-108357 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 6 DAY BAYER

8268291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268291 NON-EXPEDITED Y US-BAYER-2011-114550 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER

MIRENA S  BAYER
MIRENA S  BAYER

Page: 9,092 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8268292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268292 NON-EXPEDITED N US-BAYER-2011-114472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER
FEELING ABNORMAL  

8268319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268319 NON-EXPEDITED N US-TEVA-311106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  

8268375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268375 NON-EXPEDITED N US-TEVA-311113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8268391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268391 NON-EXPEDITED N US-TEVA-311058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8268408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268408 NON-EXPEDITED Y US-BAYER-2011-109710 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

Page: 9,093 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8268409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268409 NON-EXPEDITED N US-BAYER-2011-109953 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8268410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268410 NON-EXPEDITED Y US-BAYER-2011-110657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8268411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268411 NON-EXPEDITED N US-BAYER-2011-108535 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 473 DAY BAYER

8268412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268412 NON-EXPEDITED Y US-BAYER-2011-109447 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8268413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268413 NON-EXPEDITED N OT US-BAYER-2011-110738 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268414 NON-EXPEDITED Y US-BAYER-2011-110151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
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Detailed Report
8268415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268415 NON-EXPEDITED N US-BAYER-2011-110355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8268416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268416 EXPEDITED (15-DAY) Y OT BE-BAYER-2011-112948 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION MIRENA S UNK  BAYER

8268417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268417 NON-EXPEDITED Y US-BAYER-2011-109949 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268418 NON-EXPEDITED Y US-BAYER-2011-108359 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER

8268419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268419 NON-EXPEDITED N US-BAYER-2011-109772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268420 NON-EXPEDITED Y US-BAYER-2011-109439 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

Page: 9,095 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8268421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268421 NON-EXPEDITED Y US-BAYER-2011-109663 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 73 DAY BAYER

8268422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268422 EXPEDITED (15-DAY) Y OT US-BAYER-2011-112154 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS  

8268423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268423 NON-EXPEDITED Y US-BAYER-2011-110716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268424 NON-EXPEDITED Y US-BAYER-2011-108519 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8268426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268426 NON-EXPEDITED Y US-BAYER-2011-109430 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER

8268427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268427 NON-EXPEDITED N OT US-BAYER-2011-110730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8268428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268428 NON-EXPEDITED N US-BAYER-2011-109457 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8268429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268429 NON-EXPEDITED N US-BAYER-2011-108435 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8268456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268456 NON-EXPEDITED Y US-BAYER-2011-110760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268459 NON-EXPEDITED N US-BAYER-2011-110816 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8268509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268509 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
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Detailed Report
8268599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268599 NON-EXPEDITED N US-TEVA-311074USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CLONAZEPAM C  

TRAZODONE HYDROCHLORIDE C  
WELLBUTRIN C  

8268671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268671 NON-EXPEDITED N US-TEVA-311041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8268740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268740 NON-EXPEDITED N US-TEVA-310897USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL HAEMORRHAGE  

8268753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268753 NON-EXPEDITED N US-TEVA-311124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8268819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268819 NON-EXPEDITED N US-TEVA-311195USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8268824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268824 NON-EXPEDITED N US-TEVA-311161USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASAL CONGESTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8268943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8268943 NON-EXPEDITED N US-TEVA-311373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269095 NON-EXPEDITED N US-TEVA-311127USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8269129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269129 NON-EXPEDITED N US-TEVA-311209USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8269133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269133 NON-EXPEDITED N US-TEVA-311156USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269137 NON-EXPEDITED N US-TEVA-311208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269156 NON-EXPEDITED Y US-BAYER-2011-110222 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8269157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269157 NON-EXPEDITED Y US-BAYER-2011-109935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269158 NON-EXPEDITED Y US-BAYER-2011-109431 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8269198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269198 NON-EXPEDITED Y US-BAYER-2011-113890 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8269199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269199 NON-EXPEDITED N US-BAYER-2011-114571 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8269200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269200 NON-EXPEDITED N US-BAYER-2011-114548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269202 NON-EXPEDITED Y US-BAYER-2011-113926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269203 NON-EXPEDITED N US-BAYER-2011-114546 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER

8269206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269206 NON-EXPEDITED Y US-BAYER-2011-113934 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER

8269283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269283 NON-EXPEDITED N US-TEVA-311197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8269303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269303 NON-EXPEDITED N US-TEVA-311381USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269326 NON-EXPEDITED N US-TEVA-311211USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  
VULVOVAGINAL RASH  

8269354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269354 NON-EXPEDITED N OT US-BAYER-2011-111219 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8269355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269355 NON-EXPEDITED Y US-BAYER-2011-111051 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269356 NON-EXPEDITED Y US-BAYER-2011-111230 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
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Detailed Report
8269357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269357 NON-EXPEDITED N OT US-BAYER-2011-111234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S UNK 1005 DAY BAYER
AMENORRHOEA  
MENSTRUATION DELAYED  

8269361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269361 NON-EXPEDITED N US-BAYER-2011-110946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269363 NON-EXPEDITED N US-BAYER-2011-111059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269374 NON-EXPEDITED N OT US-BAYER-2011-111548 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8269376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269376 NON-EXPEDITED N US-BAYER-2011-111286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8269377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269377 NON-EXPEDITED Y US-BAYER-2011-111223 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8269378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269378 NON-EXPEDITED N US-BAYER-2011-108470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
MEDICAL DEVICE COMPLICATION  

8269380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269380 NON-EXPEDITED N US-BAYER-2011-111547 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8269383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269383 NON-EXPEDITED Y OT US-BAYER-2011-111620 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 168 DAY BAYER

8269389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269389 NON-EXPEDITED N US-TEVA-311177USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER LAMICTAL C  
FATIGUE ZYRTEC C  
MENSTRUATION IRREGULAR  
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Detailed Report
8269393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269393 NON-EXPEDITED Y US-BAYER-2011-111871 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269394 NON-EXPEDITED N US-BAYER-2011-112031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269395 NON-EXPEDITED N US-BAYER-2011-111693 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER

8269398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269398 NON-EXPEDITED Y OT US-BAYER-2011-111709 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 68 DAY BAYER
DEVICE EXPULSION  

8269400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269400 NON-EXPEDITED N OT US-BAYER-2011-111930 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  
PAIN  
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Detailed Report
8269403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269403 NON-EXPEDITED N OT US-BAYER-2011-111695 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8269404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269404 NON-EXPEDITED Y OT US-BAYER-2011-111712 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8269408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269408 NON-EXPEDITED N US-BAYER-2011-112017 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269410 NON-EXPEDITED Y US-BAYER-2011-111944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE CYSTIC MIRENA S INTRAUTERINE 20 µg/d, CONT 105 DAY BAYER

8269412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269412 NON-EXPEDITED N OT US-BAYER-2011-112035 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  

Page: 9,106 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8269413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269413 NON-EXPEDITED Y OT US-BAYER-2011-112000 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
DEVICE EXPULSION  

8269436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269436 NON-EXPEDITED N US-BAYER-2011-112298 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269438 NON-EXPEDITED Y US-BAYER-2011-112120 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8269439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269439 NON-EXPEDITED Y US-BAYER-2011-112108 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8269440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269440 NON-EXPEDITED Y US-BAYER-2011-112326 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 13 DAY BAYER
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Detailed Report
8269441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269441 NON-EXPEDITED N OT US-BAYER-2011-112090 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
PELVIC PAIN  

8269443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269443 NON-EXPEDITED N US-BAYER-2011-112084 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8269445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269445 NON-EXPEDITED N OT US-BAYER-2011-112073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER

VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, CONT  BAYER
BACK PAIN  
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8269455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269455 NON-EXPEDITED N OT US-BAYER-2011-112152 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8269457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269457 NON-EXPEDITED Y OT US-BAYER-2011-112177 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  

8269468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269468 NON-EXPEDITED N US-BAYER-2011-112353 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269469 NON-EXPEDITED Y US-BAYER-2011-112327 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 236 DAY BAYER

8269470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269470 NON-EXPEDITED N OT US-BAYER-2011-112511 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8269471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269471 NON-EXPEDITED Y OT US-BAYER-2011-112486 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8269472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269472 NON-EXPEDITED N US-BAYER-2011-112563 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269487 NON-EXPEDITED N US-TEVA-311210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PROBIOTIC C  

8269492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269492 NON-EXPEDITED N OT US-BAYER-2011-112564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269493 NON-EXPEDITED Y US-BAYER-2011-112635 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8269494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269494 NON-EXPEDITED Y US-BAYER-2011-112565 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8269496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269496 NON-EXPEDITED Y US-BAYER-2011-112598 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 94 DAY BAYER

Page: 9,110 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8269498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269498 NON-EXPEDITED N OT US-BAYER-2011-112954 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

8269499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269499 NON-EXPEDITED N US-BAYER-2011-112606 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 96 DAY BAYER

8269500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269500 NON-EXPEDITED Y US-BAYER-2011-112812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 238 DAY BAYER
VAGINAL DISCHARGE  
VULVOVAGINAL PAIN  

8269502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269502 NON-EXPEDITED N US-BAYER-2011-112601 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8269503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269503 NON-EXPEDITED N OT US-BAYER-2011-112585 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8269504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269504 NON-EXPEDITED N US-BAYER-2011-112596 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S  BAYER

8269505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269505 NON-EXPEDITED Y US-BAYER-2011-112814 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8269507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269507 NON-EXPEDITED N US-BAYER-2011-112847 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8269509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269509 NON-EXPEDITED N OT US-BAYER-2011-113760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
FATIGUE  

8269510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269510 NON-EXPEDITED N US-BAYER-2011-112914 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8269511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269511 NON-EXPEDITED Y US-BAYER-2011-113840 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8269512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269512 NON-EXPEDITED N US-BAYER-2011-112956 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 pg 28 DAY BAYER
MUSCLE SPASMS  

8269513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269513 NON-EXPEDITED N US-BAYER-2011-113049 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 260 DAY BAYER

8269514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269514 NON-EXPEDITED Y US-BAYER-2011-112853 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

8269515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269515 NON-EXPEDITED Y US-BAYER-2011-112879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8269531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269531 NON-EXPEDITED N US-BAYER-2011-113048 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 61 DAY BAYER
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Detailed Report
8269532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269532 NON-EXPEDITED Y OT US-BAYER-2011-112980 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 34 DAY BAYER

8269555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269555 NON-EXPEDITED N US-TEVA-311207USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269621 NON-EXPEDITED N US-TEVA-311282USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  

8269656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8269656 NON-EXPEDITED N US-TEVA-311389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NOVOLOG C sliding scale  
LANTUS C 40 ;  
SYNTHROID C ORAL  
KLONOPIN C ORAL 1.5 Milligram;  
PHENTERMINE C ORAL 31 Milligram;  
EFFEXOR XR C ORAL 225 Milligram;  

Page: 9,114 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8272637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2011 8272637 DIRECT Y OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOEDEMA LEVONORGESTREL S PATCH 12.5 CM  
METAMORPHOPSIA MAGNESIUM HYDROXIDE C  
SCOTOMA ZINC SUPPLEMENT C  
RETINAL VEIN OCCLUSION IBUPROFEN C  

7974836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 7974836 EXPEDITED (15-DAY) Y OT US-BAYER-2011-045731 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
UTERINE LEIOMYOMA  

8113632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8113632 NON-EXPEDITED Y HO,OT GU-BAYER-2011-077211 29 YR Female GUM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 367 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8123618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8123618 NON-EXPEDITED N HO,OT US-BAYER-2011-080013 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1804 DAY BAYER
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1731 DAY BAYER
DEVICE DISLOCATION  
GASTRIC DISORDER  
PAIN  
ULCER  
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Detailed Report
8123677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8123677 NON-EXPEDITED N LT,OT US-BAYER-2011-081051 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER
SUICIDAL IDEATION MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
AGITATION  
AMENORRHOEA  
ANXIETY  
BACK PAIN  
BREAST PAIN  
CRYING  
DEPRESSED MOOD  
DYSPAREUNIA  
HYPOAESTHESIA  
INSOMNIA  
IRRITABILITY  
MEMORY IMPAIRMENT  
NAUSEA  
NERVOUSNESS  
OVARIAN CYST  
PALPITATIONS  
PANIC ATTACK  
PARAESTHESIA  
PELVIC PAIN  
SCAR  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  
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Detailed Report
8178691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8178691 NON-EXPEDITED Y OT US-BAYER-2011-094224 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 379 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PREGNANCY  

8194370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8194370 NON-EXPEDITED N OT US-BAYER-2011-099266 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, UNK 598 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8260153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8260153 NON-EXPEDITED N US-BAYER-2011-106496 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8261188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8261188 NON-EXPEDITED N US-TEVA-310140USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8269812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8269812 EXPEDITED (15-DAY) Y OT GB-
RANBAXY-2011R1-5066
0

40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE AMOXICILLIN S ORAL 250 mg, tid 15 DAY RANBAXY

NORDETTE S ORAL 1 DF, qd  
VENTOLIN C UNKNOWN UNK  

8269893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8269893 NON-EXPEDITED N US-TEVA-311395USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ARTHRALGIA  
MENSTRUATION IRREGULAR  
PAIN IN EXTREMITY  

8269905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8269905 EXPEDITED (15-DAY) N OT US-BAYER-2011-112569 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POSTMENOPAUSAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL UNK  BAYER
FEELING ABNORMAL  
PRODUCT ADHESION ISSUE  

8270124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270124 EXPEDITED (15-DAY) N OT US-BAYER-2011-113047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8270126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270126 EXPEDITED (15-DAY) Y OT US-BAYER-2011-113043 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270151 NON-EXPEDITED Y US-BAYER-2011-108511 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 134 DAY BAYER

8270157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270157 NON-EXPEDITED N US-TEVA-311422USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270181 NON-EXPEDITED Y US-BAYER-2011-108609 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 140 DAY BAYER

8270183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270183 NON-EXPEDITED Y US-BAYER-2011-108507 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8270185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270185 NON-EXPEDITED N US-BAYER-2011-108501 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
8270186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270186 NON-EXPEDITED Y US-BAYER-2011-108536 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8270187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270187 NON-EXPEDITED N US-BAYER-2011-109739 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270188 NON-EXPEDITED Y US-BAYER-2011-108418 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8270189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270189 NON-EXPEDITED N US-BAYER-2011-108610 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8270248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270248 NON-EXPEDITED N US-BAYER-2011-109837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  

8270249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270249 NON-EXPEDITED Y US-BAYER-2011-111184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 53 DAY BAYER
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Detailed Report
8270250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270250 NON-EXPEDITED N US-BAYER-2011-112034 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8270251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270251 NON-EXPEDITED N OT US-BAYER-2011-112634 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
ABDOMINAL PAIN  

8270256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270256 NON-EXPEDITED N US-TEVA-311429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270259 NON-EXPEDITED N US-TEVA-311427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270263 NON-EXPEDITED N US-BAYER-2011-109958 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8270264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270264 NON-EXPEDITED Y US-BAYER-2011-113869 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 267 DAY BAYER
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Detailed Report
8270265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270265 NON-EXPEDITED N US-BAYER-2011-115071 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270266 NON-EXPEDITED N OT US-BAYER-2011-112849 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
MALAISE  
SLUGGISHNESS  
WEIGHT INCREASED  

8270267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270267 NON-EXPEDITED N US-BAYER-2011-114889 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270268 NON-EXPEDITED N US-BAYER-2011-115149 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8270269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270269 NON-EXPEDITED Y US-BAYER-2011-115050 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
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Detailed Report
8270299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270299 NON-EXPEDITED N US-BAYER-2011-108459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S UNK  BAYER
DRY SKIN  
ERYTHEMA  
PRURITUS  

8270303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270303 NON-EXPEDITED N US-TEVA-311424USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270386 NON-EXPEDITED N US-TEVA-311430USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270436 NON-EXPEDITED N US-TEVA-311345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270474 NON-EXPEDITED N US-TEVA-311356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA  
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Detailed Report
8270520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270520 NON-EXPEDITED Y US-BAYER-2011-109686 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8270522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270522 NON-EXPEDITED N US-BAYER-2011-109263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8270523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270523 NON-EXPEDITED N US-BAYER-2011-109859 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 414 DAY BAYER

8270536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270536 NON-EXPEDITED N US-TEVA-311428USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270580 NON-EXPEDITED N US-TEVA-311423USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8270608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270608 NON-EXPEDITED N US-BAYER-2011-112579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8270649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270649 NON-EXPEDITED N US-TEVA-311322USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8270842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8270842 NON-EXPEDITED N US-TEVA-311344USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8271344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271344 NON-EXPEDITED N US-BAYER-2011-112332 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8271349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271349 NON-EXPEDITED Y US-BAYER-2011-113903 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8271351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271351 NON-EXPEDITED N US-BAYER-2011-112030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
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Detailed Report
8271353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271353 NON-EXPEDITED Y US-BAYER-2011-112637 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CULTURE POSITIVE  

8271358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271358 NON-EXPEDITED Y US-BAYER-2011-110666 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8271359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271359 NON-EXPEDITED N US-BAYER-2011-113851 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8271403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271403 NON-EXPEDITED N US-TEVA-311413USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8271405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271405 NON-EXPEDITED N US-TEVA-311563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8271406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271406 NON-EXPEDITED N US-TEVA-311315USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8271415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271415 NON-EXPEDITED N US-TEVA-311416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8271426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271426 NON-EXPEDITED N OT US-BAYER-2011-113937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8271430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271430 NON-EXPEDITED Y US-BAYER-2011-115144 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8271591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271591 NON-EXPEDITED N US-TEVA-311659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8271607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2011 8271607 NON-EXPEDITED N US-TEVA-311394USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BACK PAIN  
PELVIC PAIN  
POLLAKIURIA  
VAGINAL DISCHARGE  

8215948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8215948 EXPEDITED (15-DAY) Y HO RU-BAYER-2011-102657 45 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBO-OVARIAN ABSCESS MIRENA S INTRAUTERINE UNK 21 DAY BAYER
ENDOMETRITIS MIRENA S  BAYER
ABDOMINAL PAIN ANGELIQ C  BAYER
INFECTIOUS PERITONITIS  
PYREXIA  
SEPSIS  
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Detailed Report
8242411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8242411 NON-EXPEDITED N US-TEVA-308759USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR YASMIN C  

8243166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8243166 NON-EXPEDITED N US-TEVA-308773USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8244599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8244599 NON-EXPEDITED N US-TEVA-309114USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8271564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271564 NON-EXPEDITED N US-TEVA-311523USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8271841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271841 NON-EXPEDITED Y US-BAYER-2011-108467 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
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Detailed Report
8271842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271842 NON-EXPEDITED N US-BAYER-2011-108526 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER

8271843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271843 NON-EXPEDITED Y US-BAYER-2011-108324 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8271844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271844 NON-EXPEDITED N US-BAYER-2011-107960 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8271845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271845 NON-EXPEDITED Y US-BAYER-2011-107965 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8271846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271846 NON-EXPEDITED N US-BAYER-2011-108404 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S  BAYER

8271924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271924 NON-EXPEDITED N US-TEVA-311649USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8271981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8271981 NON-EXPEDITED N US-TEVA-311534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8272084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272084 NON-EXPEDITED N US-BAYER-2011-108508 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8272085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272085 NON-EXPEDITED Y US-BAYER-2011-108551 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8272086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272086 NON-EXPEDITED N US-BAYER-2011-108442 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8272132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272132 NON-EXPEDITED N US-TEVA-311606USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8272167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272167 NON-EXPEDITED N US-BAYER-2011-108329 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

MIRENA S  BAYER
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8272168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272168 NON-EXPEDITED Y US-BAYER-2011-108352 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 562 DAY BAYER

MIRENA S  BAYER

8272169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272169 NON-EXPEDITED N US-BAYER-2011-108395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S 20 µg/d, CONT  BAYER

8272170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272170 NON-EXPEDITED N US-BAYER-2011-110261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
RASH  

8272299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272299 NON-EXPEDITED N US-TEVA-311568USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8272306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272306 NON-EXPEDITED Y US-BAYER-2011-115512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 632 DAY BAYER
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8272307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272307 NON-EXPEDITED Y US-BAYER-2011-115418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8272308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272308 NON-EXPEDITED Y US-BAYER-2011-114966 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8272309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272309 NON-EXPEDITED N US-BAYER-2011-115591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8272310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272310 NON-EXPEDITED Y US-BAYER-2011-115035 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8272311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272311 NON-EXPEDITED Y US-BAYER-2011-115414 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BLOOD FOLLICLE STIMULATING HORMONE
ABNORMAL

 

BLOOD OESTROGEN DECREASED  
MENOPAUSAL SYMPTOMS  
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Detailed Report
8272313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272313 NON-EXPEDITED Y US-BAYER-2011-114905 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8272314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272314 NON-EXPEDITED N US-BAYER-2011-115455 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8272331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272331 DIRECT N 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL ONE PILL  

BLOOD IRON DECREASED  
HYPERSENSITIVITY  
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Detailed Report
8272367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272367 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 1 IUD  
ANGER  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DIZZINESS  
EYELID OEDEMA  
LIP SWELLING  
OCULAR HYPERAEMIA  
PRESYNCOPE  
RASH  
SUICIDAL IDEATION  

8272395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272395 NON-EXPEDITED N US-TEVA-311651USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROPRANOLOL C  
METHIMAZOLE C  

8272412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272412 NON-EXPEDITED N US-BAYER-2011-110369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER
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Detailed Report
8272413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272413 NON-EXPEDITED Y OT US-BAYER-2011-115523 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
DISCOMFORT  

8272414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272414 NON-EXPEDITED N US-BAYER-2011-112354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  

8272416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272416 NON-EXPEDITED Y US-BAYER-2011-111890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8272420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272420 NON-EXPEDITED Y US-BAYER-2011-115534 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 253 DAY BAYER

8272421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272421 NON-EXPEDITED N OT US-BAYER-2011-112908 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8272422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272422 NON-EXPEDITED Y US-BAYER-2011-111253 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8272423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272423 NON-EXPEDITED Y US-BAYER-2011-112988 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
DEVICE EXPULSION  

8272424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272424 NON-EXPEDITED N OT US-BAYER-2011-113753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8272426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272426 NON-EXPEDITED N US-TEVA-311647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS LOESTRIN 24 FE C ORAL  
NAUSEA  

8272438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272438 NON-EXPEDITED N US-TEVA-311714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8272466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272466 NON-EXPEDITED N US-TEVA-311720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8272501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272501 NON-EXPEDITED N US-BAYER-2011-108863 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8272566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272566 NON-EXPEDITED N US-TEVA-311746USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABILIFY C  
PROZAC C  
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Detailed Report
8272567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272567 NON-EXPEDITED N US-TEVA-311559USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8272591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272591 NON-EXPEDITED N US-TEVA-311627USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8272608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272608 NON-EXPEDITED N US-TEVA-311604USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8272684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8272684 NON-EXPEDITED N US-TEVA-311590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8273094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273094 NON-EXPEDITED N US-TEVA-311555USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8273164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273164 NON-EXPEDITED Y US-BAYER-2011-115424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8273165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273165 NON-EXPEDITED N OT US-BAYER-2011-113780 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
CHILLS  
HEADACHE  
PELVIC PAIN  

8273339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273339 NON-EXPEDITED Y US-BAYER-2011-111725 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 230 DAY BAYER

8273341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273341 NON-EXPEDITED Y US-BAYER-2011-112946 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8273342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2011 8273342 NON-EXPEDITED Y US-BAYER-2011-110750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
6907802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 6907802 NON-EXPEDITED N OT US-
BAYER-200910649NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
DIARRHOEA  
DYSURIA  
FATIGUE  
GENITAL HAEMORRHAGE  
HEADACHE  
MIGRAINE  
NAUSEA  
PAIN  
POLYMENORRHOEA  
PROCEDURAL PAIN  

8109187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8109187 NON-EXPEDITED Y US-BAYER-2011-056027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
8200048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8200048 NON-EXPEDITED Y OT US-BAYER-2011-100315 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 953 DAY BAYER
ABDOMINAL PAIN CELEBREX C  
NO ADVERSE EVENT INDERAL C  

CIPROFLOXACIN C  BAYER
DEXILANT C  
CELEXA C  
KLONOPIN C  
LYRICA C  

8267572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8267572 NON-EXPEDITED Y OT US-BAYER-2011-108422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8267573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8267573 NON-EXPEDITED N OT US-BAYER-2011-108421 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8274267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274267 NON-EXPEDITED N US-TEVA-311829USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8274276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274276 NON-EXPEDITED N US-TEVA-311832USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SYNTHROID C  
HEADACHE  

8274462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274462 NON-EXPEDITED N US-TEVA-311752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274478 NON-EXPEDITED N US-TEVA-311757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274488 NON-EXPEDITED N US-BAYER-2011-108479 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8274489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274489 NON-EXPEDITED Y US-BAYER-2011-108146 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8274490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274490 NON-EXPEDITED Y US-BAYER-2011-108540 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER
ABDOMINAL PAIN LOWER  

8274491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274491 NON-EXPEDITED Y US-BAYER-2011-108486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OVARIAN CYST  
PELVIC PAIN  
WHITE BLOOD CELL COUNT INCREASED  

8274492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274492 NON-EXPEDITED N US-BAYER-2011-108493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8274510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274510 NON-EXPEDITED N US-TEVA-311794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274512 NON-EXPEDITED Y US-BAYER-2011-108854 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8274521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274521 NON-EXPEDITED N US-TEVA-311799USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8274538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274538 NON-EXPEDITED N US-TEVA-311716USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274591 NON-EXPEDITED N US-TEVA-311826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274609 NON-EXPEDITED N US-BAYER-2011-115488 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8274610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274610 NON-EXPEDITED Y US-BAYER-2011-108959 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8274611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274611 NON-EXPEDITED N US-BAYER-2011-109962 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8274612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274612 NON-EXPEDITED Y US-BAYER-2011-109742 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 177 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8274613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274613 NON-EXPEDITED N US-BAYER-2011-109471 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8274614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274614 NON-EXPEDITED N US-BAYER-2011-109464 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 194 DAY BAYER

8274617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274617 NON-EXPEDITED N US-BAYER-2011-115869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
UTERINE LEIOMYOMA ORTHO TRI CYCLEN C  
DEVICE EXPULSION  

8274618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274618 NON-EXPEDITED N US-BAYER-2011-115458 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 150 DAY BAYER
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Detailed Report
8274628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274628 NON-EXPEDITED N US-TEVA-311803USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274649 NON-EXPEDITED N US-TEVA-311717USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8274815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274815 NON-EXPEDITED Y US-BAYER-2011-110812 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8274816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274816 NON-EXPEDITED N US-BAYER-2011-111973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8274817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274817 NON-EXPEDITED N US-BAYER-2011-111628 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8274819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274819 NON-EXPEDITED N US-BAYER-2011-108608 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8274820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274820 NON-EXPEDITED N US-BAYER-2011-110674 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 41 DAY BAYER
HYPOMENORRHOEA  
MENORRHAGIA  

8274821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274821 NON-EXPEDITED Y US-BAYER-2011-109993 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 118 DAY BAYER

8274830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274830 DIRECT Y DS,OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
DEVICE DISLOCATION  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  

8274897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274897 DIRECT N DS,LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  
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Detailed Report
8274899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8274899 DIRECT N DS,OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  
ALOPECIA  
DYSURIA  
HYPERTENSION  
MENORRHAGIA  
SWELLING  

8275000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275000 NON-EXPEDITED N US-BAYER-2011-112999 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK  BAYER

MIRENA S 20 µg/d, UNK  BAYER

8275003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275003 NON-EXPEDITED Y US-BAYER-2011-113984 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8275004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275004 NON-EXPEDITED Y US-BAYER-2011-112311 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 5 DAY BAYER

8275005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275005 NON-EXPEDITED N OT US-BAYER-2011-113883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8275007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275007 NON-EXPEDITED N OT US-BAYER-2011-113757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MALAISE  
PROCEDURAL PAIN  

8275036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275036 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-113867 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO MIRENA S UNK 1095 DAY BAYER

8275037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275037 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-113215 41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE UNK  BAYER
HEADACHE ALITRETINOIN S ORAL 30 mg, QD  
DIZZINESS LAMICTAL S ORAL  

CLOBAZAM S ORAL  
TRILEPTAL S ORAL  
TOPAMAX S ORAL  
ZOLOFT S  
CHLORDIAZEPOXIDE S  

8275532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275532 NON-EXPEDITED Y US-BAYER-2011-111948 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8275535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275535 NON-EXPEDITED Y US-BAYER-2011-113749 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 3 DAY BAYER

8275538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2011 8275538 NON-EXPEDITED Y US-BAYER-2011-111239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  
UTERINE CERVIX STENOSIS  

8156560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8156560 NON-EXPEDITED Y OT US-BAYER-2011-087703 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 828 DAY BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
Haemorrhage in pregnancy  

8217068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8217068 NON-EXPEDITED N US-TEVA-307168USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
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Detailed Report
8236589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8236589 EXPEDITED (15-DAY) Y OT GB-
ABBOTT-11P-167-08716
07-00

44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS VALPROATE SODIUM S ORAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE  

CITALOPRAM C  
LORATADINE C  
OXYBUTYNIN C  

8237639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8237639 NON-EXPEDITED N US-TEVA-308183USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8244552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8244552 NON-EXPEDITED N US-TEVA-309113USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8244947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8244947 NON-EXPEDITED N US-TEVA-309244USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8246662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8246662 NON-EXPEDITED N US-TEVA-309324USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8249355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8249355 NON-EXPEDITED N US-TEVA-309219USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8266415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8266415 NON-EXPEDITED N US-TEVA-310958USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8269088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8269088 NON-EXPEDITED N US-TEVA-311364USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8269164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8269164 NON-EXPEDITED N US-TEVA-311190USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8269460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8269460 NON-EXPEDITED N US-TEVA-311293USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8275892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275892 NON-EXPEDITED N US-TEVA-311709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8275894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275894 NON-EXPEDITED N US-TEVA-312081USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
VOMITING  

8275895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275895 NON-EXPEDITED N US-TEVA-312039USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8275897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275897 EXPEDITED (15-DAY) Y OT RO-TEVA-311432ISR 39 YR Female ROM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  DURAMED
ABORTION INCOMPLETE  
MATERNAL EXPOSURE DURING PREGNANCY  

8275898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275898 NON-EXPEDITED N US-TEVA-311833USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING ABNORMAL NOVALOG INSULIN C Sliding Scale  
INCREASED APPETITE LEVEMIR C 22 IU (International

Unit);
 

MENSTRUATION IRREGULAR VITAMIN B COMPLEX C  
FATIGUE FISH OIL C  

8275913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275913 NON-EXPEDITED N US-TEVA-312054USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA IRON SUPPLEMENT C  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8275918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275918 NON-EXPEDITED N US-
BAYER-201027441NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8275919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275919 NON-EXPEDITED N US-BAYER-2011-048811 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA AUGMENTIN C ORAL UNK UNK, QD  

MOTILIUM C 10 mg, UNK  

8275963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275963 NON-EXPEDITED N US-TEVA-312082USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8275973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275973 EXPEDITED (15-DAY) N DE,OT US-BAYER-2011-114989 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S UNK 1825 DAY BAYER

MIRENA S UNK  BAYER

8275974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275974 NON-EXPEDITED N US-BAYER-2011-109502 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8275975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275975 NON-EXPEDITED Y US-BAYER-2011-109509 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
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Detailed Report
8275977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275977 NON-EXPEDITED Y US-BAYER-2011-109510 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
ABDOMINAL PAIN LOWER  

8275978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275978 NON-EXPEDITED N US-BAYER-2011-109654 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8275980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275980 NON-EXPEDITED N US-BAYER-2011-110145 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8275981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275981 NON-EXPEDITED N US-BAYER-2011-109830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8275982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275982 NON-EXPEDITED Y US-BAYER-2011-109505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER
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Detailed Report
8275983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275983 NON-EXPEDITED N US-BAYER-2011-109862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  
POST PROCEDURAL DISCOMFORT  
PROCEDURAL PAIN  

8275987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275987 NON-EXPEDITED Y US-BAYER-2011-114901 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8275988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275988 NON-EXPEDITED Y US-BAYER-2011-115059 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 117 DAY BAYER

8275989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275989 NON-EXPEDITED N US-BAYER-2011-111699 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 13 DAY BAYER

8275990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275990 NON-EXPEDITED N US-BAYER-2011-111696 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8275991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275991 NON-EXPEDITED Y US-BAYER-2011-113050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
PAIN  

8275992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275992 NON-EXPEDITED Y US-BAYER-2011-112590 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8275993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275993 NON-EXPEDITED Y US-BAYER-2011-113859 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 24 DAY BAYER

MIRENA S  BAYER

8275994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275994 NON-EXPEDITED Y US-BAYER-2011-109503 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8275995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275995 NON-EXPEDITED N US-BAYER-2011-115063 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8275996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275996 NON-EXPEDITED Y US-BAYER-2011-111278 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER

8275997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275997 NON-EXPEDITED N US-BAYER-2011-114340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8275998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275998 NON-EXPEDITED N US-BAYER-2011-116426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8275999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8275999 NON-EXPEDITED Y US-BAYER-2011-115518 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1008 DAY BAYER

8276000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276000 NON-EXPEDITED Y US-BAYER-2011-115508 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8276001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276001 NON-EXPEDITED N US-BAYER-2011-114579 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 21 DAY BAYER

Page: 9,160 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8276002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276002 NON-EXPEDITED N US-BAYER-2011-115409 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MENORRHAGIA  

8276003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276003 NON-EXPEDITED N US-BAYER-2011-115522 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8276004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276004 NON-EXPEDITED Y US-BAYER-2011-113918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8276005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276005 NON-EXPEDITED Y US-BAYER-2011-115849 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 105 DAY BAYER

8276006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276006 NON-EXPEDITED N US-BAYER-2011-115994 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

MIRENA S  BAYER
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Detailed Report
8276007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276007 NON-EXPEDITED N US-BAYER-2011-115915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 127 DAY BAYER

8276008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276008 NON-EXPEDITED Y US-BAYER-2011-115825 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 25 DAY BAYER

8276009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276009 NON-EXPEDITED N US-BAYER-2011-115886 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 54 DAY BAYER

8276126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276126 NON-EXPEDITED N US-TEVA-312089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276144 NON-EXPEDITED N US-TEVA-312020USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8276156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276156 NON-EXPEDITED N US-TEVA-312018USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
NAUSEA  

8276287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276287 NON-EXPEDITED N US-TEVA-311992USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276301 NON-EXPEDITED N US-TEVA-311990USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276437 NON-EXPEDITED N US-TEVA-312248USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8276548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276548 NON-EXPEDITED N US-TEVA-312095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN BIRTH CONTROL PILL C  
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Detailed Report
8276575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276575 NON-EXPEDITED N US-TEVA-312096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276578 NON-EXPEDITED N US-TEVA-312063USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276588 NON-EXPEDITED N US-TEVA-312093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8276600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276600 NON-EXPEDITED N US-TEVA-312059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8276608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276608 NON-EXPEDITED N US-TEVA-312048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8276614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276614 NON-EXPEDITED N US-TEVA-312085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276721 NON-EXPEDITED N US-TEVA-312091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
PELVIC PAIN  

8276801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276801 NON-EXPEDITED N US-TEVA-312197USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8276975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8276975 NON-EXPEDITED N US-TEVA-312285USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8277048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277048 NON-EXPEDITED N US-TEVA-312206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8277062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277062 NON-EXPEDITED N US-TEVA-312217USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277073 NON-EXPEDITED N US-TEVA-312249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8277077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277077 NON-EXPEDITED N US-TEVA-312252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
VOMITING  

8277087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277087 NON-EXPEDITED N US-TEVA-312255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8277099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277099 NON-EXPEDITED N US-TEVA-312286USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8277112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277112 NON-EXPEDITED N US-TEVA-312281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277151 NON-EXPEDITED N US-TEVA-312196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2011 8277152 NON-EXPEDITED N US-TEVA-312191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277468 NON-EXPEDITED N US-TEVA-312318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
REGURGITATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277469 NON-EXPEDITED N US-TEVA-312304USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
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Detailed Report
8277470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277470 NON-EXPEDITED N US-TEVA-312315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277518 NON-EXPEDITED N US-TEVA-312327USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277547 NON-EXPEDITED N US-TEVA-312329USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8277565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277565 NON-EXPEDITED N US-TEVA-312332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8277646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277646 NON-EXPEDITED N US-TEVA-312294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  
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Detailed Report
8277673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277673 NON-EXPEDITED N US-TEVA-312282USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRILOSEC C  

8277706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277706 NON-EXPEDITED N US-TEVA-312341USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
THIRST ELLA S  

8277752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277752 NON-EXPEDITED N US-TEVA-312334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8277787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277787 NON-EXPEDITED N US-TEVA-312337USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ZYRTEC C  
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Detailed Report
8277874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277874 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SUBSTITUTION ISSUE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 pill 6 WEEK

ACNE  
ASTHENIA  
DIZZINESS  
METRORRHAGIA  
MUSCLE SPASMS  

8277886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8277886 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S  
ANXIETY  
CYST  
DEPRESSION  
LIBIDO DECREASED  
MOOD SWINGS  
WEIGHT INCREASED  

8278423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8278423 NON-EXPEDITED N US-TEVA-312398USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8278578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2011 8278578 NON-EXPEDITED N US-TEVA-312310USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
RASH ERYTHEMATOUS ASCORBIC ACID C  

7551336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 7551336 NON-EXPEDITED N OT US-
BAYER-201030867NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE BREAKAGE  

8018459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8018459 EXPEDITED (15-DAY) N DS,OT US-BAYER-2011-053868 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
ABDOMINAL PAIN  
ASTHENIA  
BRUXISM  
CONTUSION  
DEVICE EXPULSION  
DIZZINESS  
EMOTIONAL DISTRESS  
FATIGUE  
FEELING ABNORMAL  
HEADACHE  
HYPOTENSION  
MIGRAINE  
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Detailed Report
8108018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8108018 EXPEDITED (15-DAY) Y OT US-BAYER-2011-074707 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1065 DAY BAYER
HEADACHE  

8115569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8115569 NON-EXPEDITED Y OT US-BAYER-2011-077366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8120977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8120977 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-079050 Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SQUAMOUS CELL CARCINOMA MIRENA S UNK  BAYER
ANOGENITAL DYSPLASIA  
CERVICAL DYSPLASIA  
VULVAL CANCER STAGE 0  

8143707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8143707 NON-EXPEDITED Y OT US-BAYER-2011-084487 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 794 DAY BAYER
MENORRHAGIA  

8156810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8156810 NON-EXPEDITED N US-BAYER-2011-089472 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 545 DAY BAYER
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8177010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8177010 EXPEDITED (15-DAY) Y OT US-BAYER-2011-094502 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 235 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  

8181122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8181122 EXPEDITED (15-DAY) Y HO US-BAYER-2011-095641 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 641 DAY BAYER

8183722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8183722 NON-EXPEDITED Y OT US-BAYER-2011-095604 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8185958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8185958 NON-EXPEDITED N OT US-BAYER-2011-097527 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 556 DAY BAYER

PRISTIQ EXTENDED RELEASE C ORAL  
PHENTERMINE C ORAL  
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Detailed Report
8194254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8194254 NON-EXPEDITED Y OT US-BAYER-2011-099080 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 188 DAY BAYER

8194344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8194344 NON-EXPEDITED N US-BAYER-2011-101634 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 120 DAY BAYER

8198753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8198753 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-099336 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK  BAYER
OESTROGEN RECEPTOR ASSAY POSITIVE MIRENA S UNK  BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE  

8198769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8198769 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-099344 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FIBROADENOMA OF BREAST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8225217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8225217 EXPEDITED (15-DAY) N OT US-BAYER-2011-104827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg, CONT  BAYER
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8228888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8228888 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-105204 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8262891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8262891 EXPEDITED (15-DAY) N OT US-BAYER-2011-108392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8278975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8278975 NON-EXPEDITED N US-TEVA-312431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8278993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8278993 NON-EXPEDITED N US-BAYER-2011-116980 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 178 DAY BAYER

8278997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8278997 NON-EXPEDITED Y US-BAYER-2011-111264 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 43 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8278998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8278998 NON-EXPEDITED N US-BAYER-2011-116405 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8279002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279002 NON-EXPEDITED Y OT US-BAYER-2011-087992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
DEVICE DISLOCATION  

8279004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279004 NON-EXPEDITED N US-TEVA-312438USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279005 NON-EXPEDITED N US-BAYER-2011-109876 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 91 DAY BAYER

8279007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279007 NON-EXPEDITED N US-BAYER-2011-116899 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 58 DAY BAYER

8279019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279019 NON-EXPEDITED Y US-BAYER-2011-116912 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER

8279030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279030 NON-EXPEDITED N US-BAYER-2011-116403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8279050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279050 NON-EXPEDITED N US-BAYER-2011-116985 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8279068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279068 NON-EXPEDITED N US-BAYER-2011-110680 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8279075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279075 NON-EXPEDITED N OT US-BAYER-2011-052596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8279076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279076 NON-EXPEDITED N US-BAYER-2011-111156 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 125 DAY BAYER

8279090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279090 NON-EXPEDITED N US-BAYER-2011-113911 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S UNK  BAYER
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Detailed Report
8279114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279114 NON-EXPEDITED Y US-BAYER-2011-110443 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 225 DAY BAYER
DEVICE EXPULSION  

8279116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279116 NON-EXPEDITED Y US-BAYER-2011-114460 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER

8279123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279123 NON-EXPEDITED Y OT US-BAYER-2011-114992 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 14 DAY BAYER
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg 1825 DAY BAYER

8279131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279131 NON-EXPEDITED N US-BAYER-2011-113850 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 140 DAY BAYER

8279132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279132 NON-EXPEDITED N OT US-BAYER-2011-114540 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER
PROCEDURAL PAIN  
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Detailed Report
8279137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279137 NON-EXPEDITED N US-BAYER-2011-112957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT 1108 DAY BAYER

MIRENA S  BAYER

8279156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279156 NON-EXPEDITED N US-BAYER-2011-112581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8279167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279167 NON-EXPEDITED N US-BAYER-2011-114977 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  

8279168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279168 NON-EXPEDITED N US-BAYER-2011-115904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8279171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279171 NON-EXPEDITED Y US-BAYER-2011-110658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg/h, CONT  BAYER
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Detailed Report
8279179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279179 NON-EXPEDITED N US-BAYER-2011-116569 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 198 DAY BAYER

8279181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279181 NON-EXPEDITED N US-BAYER-2011-112296 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

MEGACE C 80 mg, UNK  

8279203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279203 NON-EXPEDITED N US-BAYER-2011-115862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8279207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279207 NON-EXPEDITED Y US-BAYER-2011-116386 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
SENSATION OF PRESSURE  

8279218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279218 NON-EXPEDITED Y US-BAYER-2011-116894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

8279225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279225 NON-EXPEDITED Y US-BAYER-2011-115443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8279234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279234 NON-EXPEDITED N US-BAYER-2011-116406 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8279236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279236 NON-EXPEDITED Y US-BAYER-2011-109995 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/h, CONT 1 DAY BAYER
ANXIETY CYTOTEC C UNK 1 DAY
COMPLICATION OF DEVICE INSERTION IBUPROFEN C 600 UNK, ONCE 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8279245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279245 NON-EXPEDITED Y US-BAYER-2011-115073 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8279280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279280 NON-EXPEDITED Y OT US-BAYER-2011-113977 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 556 DAY BAYER
UTERINE HAEMORRHAGE PRISTINAMYCIN C ORAL  

PHENTERMINE C ORAL  
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Detailed Report
8279324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279324 NON-EXPEDITED N US-BAYER-2011-008034 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
MENSTRUATION DELAYED  

8279334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279334 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-114725 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S UNK  BAYER

8279379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279379 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-114029 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL ISCHAEMIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8279434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279434 NON-EXPEDITED Y US-BAYER-2011-110788 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER

8279437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279437 NON-EXPEDITED Y US-BAYER-2011-116884 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 67 DAY BAYER
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Detailed Report
8279440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279440 NON-EXPEDITED Y US-BAYER-2011-116984 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 15 DAY BAYER

8279445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279445 EXPEDITED (15-DAY) Y OT US-BAYER-2011-114520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TUBERCULIN TEST POSITIVE MIRENA S 20 mcg/24hr, CONT  BAYER

8279454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279454 NON-EXPEDITED Y US-BAYER-2011-111857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 45 DAY BAYER
ABDOMINAL PAIN LOWER  

8279456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279456 NON-EXPEDITED Y US-BAYER-2011-116983 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S  BAYER

8279487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279487 NON-EXPEDITED Y US-BAYER-2011-115451 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8279576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279576 NON-EXPEDITED N US-BAYER-2011-109961 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8279577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279577 NON-EXPEDITED N US-BAYER-2011-111054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8279578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279578 NON-EXPEDITED N US-BAYER-2011-113891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8279579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279579 NON-EXPEDITED N US-BAYER-2011-110246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8279580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279580 NON-EXPEDITED Y US-BAYER-2011-112289 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8279581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279581 NON-EXPEDITED N US-BAYER-2011-113863 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 36 DAY BAYER
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8279582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279582 NON-EXPEDITED N US-BAYER-2011-112183 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
EMOTIONAL DISTRESS  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL DISCOMFORT  
PRESYNCOPE  

8279583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279583 NON-EXPEDITED N OT US-BAYER-2011-114542 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER
DEVICE EXPULSION  

8279602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279602 NON-EXPEDITED N US-TEVA-312390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279666 NON-EXPEDITED N US-TEVA-312393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279671 NON-EXPEDITED N US-TEVA-312523USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8279731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279731 NON-EXPEDITED N US-TEVA-312397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279830 NON-EXPEDITED N US-TEVA-312534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279845 EXPEDITED (15-DAY) N OT CA-BAYER-2011-115030 32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
SHOCK  

8279852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279852 NON-EXPEDITED N US-TEVA-312407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR DEPO-PROVERA C  

8279908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279908 NON-EXPEDITED Y US-BAYER-2011-117452 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 139 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8279909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279909 NON-EXPEDITED N US-BAYER-2011-117480 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 250 DAY BAYER

8279911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279911 NON-EXPEDITED Y US-BAYER-2011-117463 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 33 DAY BAYER

8279914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279914 NON-EXPEDITED N US-TEVA-312532USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8279918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279918 NON-EXPEDITED N US-TEVA-312614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8279940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8279940 NON-EXPEDITED N US-TEVA-312535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280007 NON-EXPEDITED N US-TEVA-312539USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8280025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280025 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE SEASONIQUE S Daily  
DIZZINESS  
HEADACHE  
MOOD SWINGS  
SYNCOPE  

8280069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280069 EXPEDITED (15-DAY) N OT US-BAYER-2011-055314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8280071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280071 EXPEDITED (15-DAY) Y US-
BAYER-201038846NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8280090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280090 EXPEDITED (15-DAY) N US-BAYER-2011-111233 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8280092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280092 EXPEDITED (15-DAY) N US-BAYER-2011-110718 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 244 DAY BAYER
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Detailed Report
8280096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280096 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-112198 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8280097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280097 EXPEDITED (15-DAY) N US-BAYER-2011-111723 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8280098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280098 EXPEDITED (15-DAY) N US-BAYER-2011-112856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8280099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280099 EXPEDITED (15-DAY) Y US-BAYER-2011-112286 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8280110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280110 EXPEDITED (15-DAY) Y OT UA-BAYER-2011-019552 43 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
CAESAREAN SECTION  
DEVICE DISLOCATION  
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Detailed Report
8280115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280115 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-114346 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  

8280128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280128 EXPEDITED (15-DAY) Y US-BAYER-2011-115400 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8280130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280130 EXPEDITED (15-DAY) N US-BAYER-2011-115897 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8280134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280134 EXPEDITED (15-DAY) N US-BAYER-2011-115868 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEPRESSION  

8280156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280156 EXPEDITED (15-DAY) Y US-BAYER-2011-115529 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 207 DAY BAYER
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Detailed Report
8280159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280159 EXPEDITED (15-DAY) Y US-BAYER-2011-115593 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8280190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280190 NON-EXPEDITED N US-TEVA-312607USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VASODILATATION ANTIBIOTICS C  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8280272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280272 NON-EXPEDITED N US-BAYER-2011-111870 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8280277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280277 NON-EXPEDITED N US-BAYER-2011-111261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8280285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280285 NON-EXPEDITED N US-BAYER-2011-115744 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
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Detailed Report
8280286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280286 NON-EXPEDITED N US-BAYER-2011-116918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  

8280287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280287 NON-EXPEDITED Y US-BAYER-2011-110762 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED YASMIN S  BAYER
IRRITABILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  

8280288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280288 NON-EXPEDITED N US-BAYER-2011-115596 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8280289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280289 NON-EXPEDITED Y US-BAYER-2011-116397 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8280291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280291 NON-EXPEDITED Y US-BAYER-2011-116913 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
ABDOMINAL PAIN LOWER  
HEADACHE  
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Detailed Report
8280292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280292 NON-EXPEDITED N OT US-BAYER-2011-114471 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8280298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280298 NON-EXPEDITED Y OT US-BAYER-2011-115044 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 264 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8280299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280299 NON-EXPEDITED N US-BAYER-2011-115741 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8280301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280301 NON-EXPEDITED N US-BAYER-2011-114921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8280302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280302 NON-EXPEDITED N US-BAYER-2011-115535 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 79 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8280340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280340 NON-EXPEDITED N US-TEVA-312537USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280348 NON-EXPEDITED N US-TEVA-312544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  
NIPPLE PAIN  

8280368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280368 NON-EXPEDITED N US-TEVA-312545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280386 EXPEDITED (15-DAY) Y CA FR-TEVA-312561ISR < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL PYELOCALIECTASIS LEVONORGESTREL S TRANSPLACENTAL  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  

8280398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280398 NON-EXPEDITED N US-TEVA-312628USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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8280443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280443 NON-EXPEDITED N US-TEVA-312531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280450 NON-EXPEDITED N US-TEVA-312528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280470 NON-EXPEDITED N US-TEVA-312672USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8280476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280476 EXPEDITED (15-DAY) Y OT JP-BAYER-2011-114618 33 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OESTRADIOL INCREASED MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MALAISE  

8280478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280478 NON-EXPEDITED Y OT SE-BAYER-2011-098892 42 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA  

8280503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280503 EXPEDITED (15-DAY) Y HO,OT PHHY2011FR105844 27 YR Female FRA
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Detailed Report
8280503
Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS LEVONORGESTREL S  
INFLUENZA NOMEGESTROL ACETATE S ORAL  
RESPIRATORY DISTRESS OMEPRAZOLE S  
BACILLUS INFECTION CODEINE\GUAIFENESIN S  
ENTEROBACTER INFECTION ASPEGIC S  
ABDOMINAL PAIN UPPER  
AGITATION  
ANORECTAL DISCOMFORT  
ANTIBIOTIC RESISTANT STAPHYLOCOCCUS
TEST POSITIVE

 

BLOOD PRESSURE DECREASED  
CHILLS  
CONJUNCTIVITIS  
CORNEAL EROSION  
COUGH  
CREPITATIONS  
DERMATITIS BULLOUS  
EAR, NOSE AND THROAT EXAMINATION
ABNORMAL

 

GENITAL LABIAL ADHESIONS  
HEADACHE  
KERATITIS  
LUNG INFILTRATION  
LYMPHADENOPATHY  
MYALGIA  
MYCOPLASMA INFECTION  
NIKOLSKY'S SIGN  
OCULAR DISCOMFORT  
OCULAR HYPERAEMIA  
ODYNOPHAGIA  
ORAL DISCOMFORT  
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Detailed Report
8280503
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHOTOPHOBIA  
PSEUDOMONAS INFECTION  
PYREXIA  
RASH  
RHONCHI  
SCAR  
SKIN HYPOPIGMENTATION  
SYMBLEPHARON  
URTICARIA  
VENOUS THROMBOSIS  
VULVAR EROSION  
WEIGHT DECREASED  

8280599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280599 NON-EXPEDITED N US-TEVA-312391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8280600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280600 NON-EXPEDITED N US-TEVA-312543USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8280642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280642 NON-EXPEDITED N US-TEVA-312477USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8280752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280752 NON-EXPEDITED N US-TEVA-312433USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8280836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280836 NON-EXPEDITED N US-TEVA-312675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

8280968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280968 NON-EXPEDITED N US-TEVA-312699USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8280970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2011 8280970 NON-EXPEDITED N US-TEVA-312684USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7547136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 7547136 NON-EXPEDITED N OT US-
BAYER-201021045NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS,
INSERTED IN
DEC-2009 OR IN
JAN-2010

 BAYER

ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
ANGER  
BIPOLAR DISORDER  
DEPRESSION  
DEVICE DISLOCATION  
DIARRHOEA  
DIZZINESS  
FEELING OF BODY TEMPERATURE CHANGE  
HEADACHE  
HOSTILITY  
MALAISE  
MOOD SWINGS  
NAUSEA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
RENAL PAIN  
TREMOR  
VOMITING IN PREGNANCY  

8123815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8123815 NON-EXPEDITED N US-BAYER-2011-081060 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8124964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8124964 NON-EXPEDITED N US-BAYER-2011-081176 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8137585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8137585 NON-EXPEDITED N US-BAYER-2011-085734 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8138526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8138526 NON-EXPEDITED N OT US-BAYER-2011-082532 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8145510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8145510 NON-EXPEDITED Y US-BAYER-2011-088142 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

MIRENA S  BAYER

8180360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8180360 NON-EXPEDITED N US-BAYER-2011-092954 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 290 DAY BAYER
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8225248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8225248 NON-EXPEDITED Y OT US-BAYER-2011-105630 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 166 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8269362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8269362 NON-EXPEDITED N OT US-BAYER-2011-111277 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 208 DAY BAYER
DEVICE EXPULSION  

8269456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8269456 NON-EXPEDITED N US-BAYER-2011-112155 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 287 DAY BAYER
ABDOMINAL PAIN  

8281437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281437 NON-EXPEDITED N US-TEVA-312715USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA VITAMINS NOS C  
FATIGUE  
MENSTRUATION IRREGULAR  

8281451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281451 NON-EXPEDITED N US-TEVA-312680USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8281461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281461 NON-EXPEDITED N US-TEVA-312674USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8281486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281486 NON-EXPEDITED N US-TEVA-312671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8281507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281507 NON-EXPEDITED N US-TEVA-312710USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8281538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281538 NON-EXPEDITED N US-TEVA-312722USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8281870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281870 DIRECT N HO,LT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
EMOTIONAL DISORDER  
FEAR  
HAEMORRHAGE IN PREGNANCY  
MALAISE  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  
POSTPARTUM HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SCAR  
SOFT TISSUE DISORDER  

8281871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281871 DIRECT Y OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  
HYPERSOMNIA VALACYCLOVIR C ORAL  
DISTURBANCE IN ATTENTION OMEPRAZOLE C ORAL  
ANHEDONIA  
DEPRESSED MOOD  

8281910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281910 NON-EXPEDITED Y OT US-BAYER-2011-110726 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
8281914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8281914 NON-EXPEDITED Y US-BAYER-2011-110635 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER
ARTHRALGIA  
MOBILITY DECREASED  

8282203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282203 NON-EXPEDITED N US-BAYER-2011-117836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8282204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282204 NON-EXPEDITED Y US-BAYER-2011-112576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282205 NON-EXPEDITED Y US-BAYER-2011-113876 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282208 NON-EXPEDITED N US-BAYER-2011-113787 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8282217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282217 NON-EXPEDITED Y US-BAYER-2011-112636 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8282218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282218 NON-EXPEDITED N US-BAYER-2011-112845 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8282219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282219 NON-EXPEDITED Y US-BAYER-2011-112662 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 46 DAY BAYER

8282222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282222 NON-EXPEDITED N US-BAYER-2011-114557 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282223 NON-EXPEDITED N OT US-BAYER-2011-115381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
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Detailed Report
8282224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282224 NON-EXPEDITED Y US-BAYER-2011-114420 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282225 NON-EXPEDITED N US-BAYER-2011-115431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282226 NON-EXPEDITED Y US-BAYER-2011-114465 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
WEIGHT INCREASED  

8282227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282227 NON-EXPEDITED Y OT US-BAYER-2011-115426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
VAGINAL HAEMORRHAGE  

8282228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282228 NON-EXPEDITED N US-BAYER-2011-113913 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

Page: 9,206 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8282230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282230 NON-EXPEDITED N OT US-BAYER-2011-115374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION MIRENA S  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

8282231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282231 NON-EXPEDITED N US-BAYER-2011-112859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BACK PAIN  
MIGRAINE  
NAUSEA  

8282232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282232 NON-EXPEDITED Y OT US-BAYER-2011-115429 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8282250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282250 NON-EXPEDITED N US-BAYER-2011-117987 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER
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Detailed Report
8282251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282251 NON-EXPEDITED Y US-BAYER-2011-118036 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8282252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282252 NON-EXPEDITED N US-BAYER-2011-117792 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8282253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282253 NON-EXPEDITED Y US-BAYER-2011-117981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK  BAYER

8282255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282255 NON-EXPEDITED Y US-BAYER-2011-118039 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

BEYAZ S  BAYER

8282256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282256 NON-EXPEDITED Y US-BAYER-2011-118028 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282257 NON-EXPEDITED Y US-BAYER-2011-116404 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8282258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282258 NON-EXPEDITED N US-BAYER-2011-118031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POLYMENORRHOEA  

8282259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282259 NON-EXPEDITED Y US-BAYER-2011-117860 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8282260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282260 NON-EXPEDITED N US-BAYER-2011-117509 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER
DEVICE EXPULSION  
PAIN  

8282261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282261 NON-EXPEDITED N US-BAYER-2011-118071 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
NAUSEA  
VOMITING  

8282262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282262 NON-EXPEDITED Y US-BAYER-2011-118038 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8282263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282263 NON-EXPEDITED N US-BAYER-2011-118026 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8282264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282264 NON-EXPEDITED N US-BAYER-2011-118064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282265 NON-EXPEDITED N US-BAYER-2011-117944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282266 NON-EXPEDITED Y US-BAYER-2011-118062 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282267 NON-EXPEDITED Y US-BAYER-2011-118072 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8282268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282268 NON-EXPEDITED Y US-BAYER-2011-118040 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER
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Detailed Report
8282287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282287 NON-EXPEDITED Y OT US-BAYER-2011-115839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282290 NON-EXPEDITED N US-BAYER-2011-115530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
DEVICE EXPULSION  

8282291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282291 NON-EXPEDITED Y US-BAYER-2011-115597 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 779 DAY BAYER

8282292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282292 NON-EXPEDITED N US-BAYER-2011-115532 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8282293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282293 NON-EXPEDITED Y US-BAYER-2011-115533 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 964 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
8282294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282294 NON-EXPEDITED N OT US-BAYER-2011-115727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
NO ADVERSE EVENT  

8282295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282295 NON-EXPEDITED N US-BAYER-2011-117837 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8282299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282299 NON-EXPEDITED N US-BAYER-2011-115910 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
DEVICE EXPULSION  
PAIN  

8282300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282300 NON-EXPEDITED N US-BAYER-2011-116649 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282301 NON-EXPEDITED N US-BAYER-2011-115878 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8282302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282302 NON-EXPEDITED N US-BAYER-2011-115881 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8282303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282303 NON-EXPEDITED N US-BAYER-2011-115893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282304 NON-EXPEDITED N US-BAYER-2011-116862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282305 NON-EXPEDITED Y US-BAYER-2011-116922 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8282306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282306 NON-EXPEDITED Y US-BAYER-2011-118098 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8282307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282307 NON-EXPEDITED N OT US-BAYER-2011-115499 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8282308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282308 NON-EXPEDITED N OT US-BAYER-2011-115883 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 84 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8282309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282309 NON-EXPEDITED Y OT US-BAYER-2011-115441 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  

8282310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282310 NON-EXPEDITED Y US-BAYER-2011-118096 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8282311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282311 NON-EXPEDITED N OT US-BAYER-2011-115495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE UNSPECIFIED INGREDIENT S UNK  

UNSPECIFIED INGREDIENT S  
UNSPECIFIED INGREDIENT S  
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Detailed Report
8282312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282312 NON-EXPEDITED N US-BAYER-2011-116964 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INADEQUATELY
CONTROLLED

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED ANTIHYPERTENSIVES C  
ACNE  
HEADACHE  

8282313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282313 NON-EXPEDITED N OT US-BAYER-2011-115454 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
VAGINITIS BACTERIAL  

8282341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282341 NON-EXPEDITED Y US-BAYER-2011-116402 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8282342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282342 NON-EXPEDITED Y US-BAYER-2011-117859 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 7 DAY BAYER
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Detailed Report
8282343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282343 NON-EXPEDITED Y OT US-BAYER-2011-116246 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8282346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282346 NON-EXPEDITED Y US-BAYER-2011-117856 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8282349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282349 NON-EXPEDITED Y US-BAYER-2011-118089 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER

8282351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282351 NON-EXPEDITED N US-BAYER-2011-117846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8282354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282354 NON-EXPEDITED N US-BAYER-2011-116372 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

8282425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282425 NON-EXPEDITED N US-BAYER-2011-118069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

Page: 9,216 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8282652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282652 NON-EXPEDITED N US-TEVA-312716USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8282654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282654 NON-EXPEDITED Y US-TEVA-312688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8282656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2011 8282656 NON-EXPEDITED N US-TEVA-312725USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

7554296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 7554296 EXPEDITED (15-DAY) N HO,OT US-
BAYER-201031315NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEVICE DISLOCATION  

8048615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8048615 NON-EXPEDITED N US-
BAYER-201010096NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S  BAYER
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Detailed Report
8115940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8115940 NON-EXPEDITED Y US-BAYER-2011-077782 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE  BAYER

8123624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8123624 NON-EXPEDITED Y US-BAYER-2011-081028 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8133751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8133751 NON-EXPEDITED N US-BAYER-2011-085119 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8138270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8138270 NON-EXPEDITED Y US-BAYER-2011-086288 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 16 DAY BAYER

MIRENA S  BAYER

8145498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8145498 NON-EXPEDITED N US-BAYER-2011-088285 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8156536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8156536 NON-EXPEDITED Y US-BAYER-2011-088170 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8157238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8157238 NON-EXPEDITED N US-BAYER-2011-090444 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 265 DAY BAYER

8160907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8160907 NON-EXPEDITED Y US-BAYER-2011-091141 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 192 DAY BAYER

8170893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8170893 NON-EXPEDITED Y US-BAYER-2011-095015 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER

8257238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8257238 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-109507 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S 20 mcg/24hr, CONT  BAYER
NAUSEA  
PRESYNCOPE  
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Detailed Report
8258311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8258311 NON-EXPEDITED N US-TEVA-309946USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8267569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8267569 NON-EXPEDITED Y OT US-BAYER-2011-108394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8270629 NON-EXPEDITED N US-TEVA-311425USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

8271407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8271407 NON-EXPEDITED N US-TEVA-311415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CITALOPRAM C  

8272243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8272243 NON-EXPEDITED N US-TEVA-311618USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C ORAL  

Page: 9,220 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8276388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8276388 NON-EXPEDITED N US-TEVA-311985USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  
LEXAPRO C  
XANAX C  

8283513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283513 NON-EXPEDITED N US-TEVA-312847USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283541 NON-EXPEDITED N US-TEVA-312849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283563 EXPEDITED (15-DAY) Y HO FR-BAYER-2011-101607 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM MIRENA S INTRAUTERINE UNK  BAYER
RASH AMOXICILLIN AND CLAVULANATE

POTASSIUM
S ORAL UNK 6 DAY

ARTHRALGIA  
OEDEMA PERIPHERAL  
OROPHARYNGEAL PAIN  
RAYNAUD'S PHENOMENON  
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Detailed Report
8283612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283612 NON-EXPEDITED N US-TEVA-312850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283635 NON-EXPEDITED N US-TEVA-312782USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283672 NON-EXPEDITED N US-TEVA-312785USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283722 EXPEDITED (15-DAY) Y HO FR-AMGEN-
FRASP2011064659

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY ENBREL S SUBCUTANEOUS 50 mg, 1x/week  AMGEN
ECTOPIC PREGNANCY LEVONORGESTREL S UNK  
DRUG INEFFECTIVE  

8283838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283838 NON-EXPEDITED N US-TEVA-312794USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

METFORMIN HYDROCHLORIDE C ORAL 1000 Milligram;  
VITAMIN D C  
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Detailed Report
8283862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283862 NON-EXPEDITED N US-TEVA-312807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283883 NON-EXPEDITED Y US-BAYER-2011-116582 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8283947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283947 NON-EXPEDITED Y US-BAYER-2011-118066 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8283948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283948 NON-EXPEDITED N US-BAYER-2011-118332 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8283949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283949 NON-EXPEDITED Y US-BAYER-2011-118024 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
WEIGHT INCREASED  
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Detailed Report
8283950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283950 NON-EXPEDITED Y US-BAYER-2011-118348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 204 DAY BAYER

8283952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283952 NON-EXPEDITED N US-BAYER-2011-118068 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8283953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283953 NON-EXPEDITED Y US-BAYER-2011-118340 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 533 DAY BAYER

8283955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283955 NON-EXPEDITED N US-BAYER-2011-118268 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER

8283956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283956 NON-EXPEDITED N US-BAYER-2011-118252 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

MIRENA S  BAYER

8283957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283957 NON-EXPEDITED Y US-BAYER-2011-118063 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8283958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283958 NON-EXPEDITED N US-BAYER-2011-118323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8283959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283959 NON-EXPEDITED N US-BAYER-2011-118327 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8283960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283960 NON-EXPEDITED N US-BAYER-2011-118272 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER

8283970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8283970 NON-EXPEDITED N US-TEVA-312815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  

8284001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284001 NON-EXPEDITED N US-TEVA-312848USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  
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Detailed Report
8284035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284035 NON-EXPEDITED N US-TEVA-312792USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8284043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284043 NON-EXPEDITED N US-TEVA-312798USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
BREAST PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  

8284083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284083 NON-EXPEDITED N US-TEVA-312786USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8284092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284092 NON-EXPEDITED N US-TEVA-312775USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8284099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284099 NON-EXPEDITED N US-TEVA-312851USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8284221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284221 NON-EXPEDITED N US-TEVA-313083USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8284284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284284 NON-EXPEDITED N US-TEVA-313080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

8284285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284285 NON-EXPEDITED N US-TEVA-313069USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8284300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284300 NON-EXPEDITED N US-TEVA-313079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8284325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284325 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
ACNE  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  
MUSCLE SPASMS  

8284383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284383 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S VAGINAL IUD 10 MTH
DRUG INEFFECTIVE  
EPISCLERITIS  
OVARIAN CYST RUPTURED  
OVARIAN HAEMORRHAGE  
STREPTOCOCCUS TEST POSITIVE  

8284420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284420 NON-EXPEDITED N US-TEVA-313065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8284430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284430 NON-EXPEDITED N US-TEVA-313078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8284431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284431 NON-EXPEDITED N US-TEVA-313053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8284460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284460 NON-EXPEDITED N US-TEVA-313021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8284578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284578 NON-EXPEDITED N US-TEVA-313018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8284592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284592 NON-EXPEDITED N US-TEVA-313014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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8284598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284598 NON-EXPEDITED N US-TEVA-313081USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
DESOGESTREL AND ETHINYL
ESTRADIOL

C ORAL  

8284642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284642 NON-EXPEDITED N US-TEVA-313090USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8284687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284687 NON-EXPEDITED N US-TEVA-313095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8284764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284764 NON-EXPEDITED N US-TEVA-313010USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8284824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284824 NON-EXPEDITED N US-TEVA-313084USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8284852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284852 EXPEDITED (15-DAY) N OT US-BAYER-2011-116358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
MULTIPLE SCLEROSIS  
NAUSEA  
PARALYSIS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SOMNOLENCE  

8284865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2011 8284865 NON-EXPEDITED N US-TEVA-313085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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8102334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8102334 NON-EXPEDITED Y US-BAYER-2011-074630 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8115406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8115406 NON-EXPEDITED Y US-BAYER-2011-076632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8130261 NON-EXPEDITED N US-BAYER-2011-042384 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8131276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8131276 NON-EXPEDITED Y US-BAYER-2011-084215 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK 6 DAY BAYER
ABDOMINAL PAIN  
MEDICATION ERROR  

8156782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8156782 NON-EXPEDITED Y US-BAYER-2011-089430 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
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8175848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8175848 NON-EXPEDITED N US-BAYER-2011-096447 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 302 DAY BAYER

8194338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8194338 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-098595 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 541 DAY BAYER
ABDOMINAL PAIN  
FALL  
GENITAL HAEMORRHAGE  
HAEMOGLOBIN DECREASED  
LOSS OF CONSCIOUSNESS  
OVARIAN CYST RUPTURED  
PAIN  
RUPTURED ECTOPIC PREGNANCY  

8269375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8269375 NON-EXPEDITED Y US-BAYER-2011-111227 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8276273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8276273 NON-EXPEDITED N US-TEVA-312013USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8285409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285409 NON-EXPEDITED N US-BAYER-2011-118316 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8285410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285410 NON-EXPEDITED N OT US-BAYER-2011-116269 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
VAGINAL DISCHARGE  

8285428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285428 NON-EXPEDITED Y US-BAYER-2011-114461 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8285430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285430 NON-EXPEDITED N US-BAYER-2011-118318 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8285446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285446 NON-EXPEDITED N US-TEVA-313109USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SALIVARY HYPERSECRETION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BACK PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8285556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285556 NON-EXPEDITED N US-BAYER-2011-118788 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 94 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8285559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285559 NON-EXPEDITED Y OT US-BAYER-2011-116552 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
PELVIC PAIN  

8285561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285561 NON-EXPEDITED N US-BAYER-2011-116369 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 336 DAY BAYER

8285585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285585 NON-EXPEDITED Y OT US-BAYER-2011-116303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8285586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285586 NON-EXPEDITED N OT US-BAYER-2011-116352 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8285603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285603 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2011-101878 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER
FALLOPIAN TUBE CYST  

8285756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285756 NON-EXPEDITED N US-TEVA-313054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8285786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285786 NON-EXPEDITED N US-TEVA-313068USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8285848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285848 NON-EXPEDITED N US-TEVA-313104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8285875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285875 NON-EXPEDITED N US-TEVA-313020USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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8285966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285966 NON-EXPEDITED N US-TEVA-313098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8285971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8285971 NON-EXPEDITED N US-TEVA-313120USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286002 NON-EXPEDITED N US-TEVA-313118USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286007 NON-EXPEDITED N US-TEVA-313116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286011 NON-EXPEDITED N US-TEVA-313113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  

8286064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286064 NON-EXPEDITED N US-TEVA-313199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8286073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286073 NON-EXPEDITED N US-TEVA-313191USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286390 EXPEDITED (15-DAY) Y HO DK-BAYER-2011-116096 33 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
VISUAL IMPAIRMENT  

8286431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286431 NON-EXPEDITED N US-BAYER-2011-119225 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 8 DAY BAYER

8286444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286444 EXPEDITED (15-DAY) N OT NO-BAYER-2011-110594 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8286449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286449 NON-EXPEDITED Y US-BAYER-2011-114558 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8286466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286466 NON-EXPEDITED N OT US-BAYER-2011-116121 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8286467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286467 NON-EXPEDITED N OT US-BAYER-2011-115995 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
PROCEDURAL PAIN  

8286548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286548 NON-EXPEDITED Y OT US-BAYER-2011-115798 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
DYSPAREUNIA  

8286619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286619 NON-EXPEDITED N OT US-BAYER-2011-115589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8286620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286620 NON-EXPEDITED Y US-BAYER-2011-115411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8286623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286623 NON-EXPEDITED Y OT US-BAYER-2011-115590 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 188 DAY BAYER
DEVICE EXPULSION  

8286624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286624 NON-EXPEDITED N OT US-BAYER-2011-115487 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 365 DAY BAYER

8286690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286690 NON-EXPEDITED N US-BAYER-2011-117472 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIRSUTISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8286792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286792 NON-EXPEDITED N US-TEVA-313117USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286794 NON-EXPEDITED N US-TEVA-313222USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286795 NON-EXPEDITED N US-TEVA-313322USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CREON C ORAL  
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Detailed Report
8286796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286796 NON-EXPEDITED N US-TEVA-313242USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286798 NON-EXPEDITED N US-TEVA-313245USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOTEMAX C  

8286800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286800 NON-EXPEDITED N US-TEVA-313121USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286801 NON-EXPEDITED N US-TEVA-313255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286802 NON-EXPEDITED N US-TEVA-313106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG SCREEN POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8286803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286803 NON-EXPEDITED N US-TEVA-313256USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8286804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286804 NON-EXPEDITED N US-TEVA-313284USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286806 NON-EXPEDITED N US-TEVA-313215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2011 8286810 NON-EXPEDITED N US-TEVA-313320USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO EVRA C  

8080475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8080475 EXPEDITED (15-DAY) Y OT US-BAYER-2011-047560 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1135 DAY BAYER
HAEMATOCRIT DECREASED  
HAEMOGLOBIN DECREASED  
HYSTERECTOMY  
MENORRHAGIA  
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Detailed Report
8090792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8090792 NON-EXPEDITED Y OT US-BAYER-2011-069703 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8097555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8097555 NON-EXPEDITED Y US-BAYER-2011-050939 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 752 DAY BAYER
WEIGHT INCREASED VALTREX C ORAL 500 mg, BID  
DIZZINESS PAXIL C ORAL 12.5 mg, UNK  
ANXIETY  
FATIGUE  
HEADACHE  

8113257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8113257 NON-EXPEDITED Y US-BAYER-2011-077863 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
DYSPAREUNIA  
PENILE PAIN  

8115278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8115278 NON-EXPEDITED Y US-BAYER-2011-077687 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8124298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8124298 NON-EXPEDITED N OT US-BAYER-2011-081077 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
HEADACHE  
PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8163644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8163644 EXPEDITED (15-DAY) Y OT US-BAYER-2011-089609 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 159 DAY BAYER
OVARIAN CYST ORAL CONTRACEPTIVE NOS C  

8169310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8169310 NON-EXPEDITED N OT US-BAYER-2011-091987 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

PAIN  
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Detailed Report
8178816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8178816 NON-EXPEDITED N OT US-BAYER-2011-092976 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8179814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8179814 NON-EXPEDITED Y OT US-BAYER-2011-094929 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8180629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8180629 NON-EXPEDITED N US-BAYER-2011-098030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
NERVOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8208314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8208314 NON-EXPEDITED Y OT US-BAYER-2011-103254 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GASTROENTERITIS  
NAUSEA  
PAIN  
UTERINE PERFORATION  
VOMITING  
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Detailed Report
8216358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8216358 NON-EXPEDITED N US-BAYER-2011-105033 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 31 DAY BAYER

8217823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8217823 NON-EXPEDITED Y HO US-BAYER-2011-105296 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 50 DAY BAYER

8225183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8225183 NON-EXPEDITED N OT US-BAYER-2011-105278 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
DEVICE DISLOCATION  
PAIN  

8232186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8232186 NON-EXPEDITED Y US-BAYER-2011-097966 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8262937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8262937 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-110727 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8278283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8278283 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2011294202

15 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

8289949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8289949 NON-EXPEDITED N US-BAYER-2011-111273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8289995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8289995 NON-EXPEDITED N US-TEVA-313311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290037 EXPEDITED (15-DAY) Y OT US-BAYER-2011-117919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S 20 mcg/24hr, CONT  BAYER

8290139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290139 NON-EXPEDITED N US-TEVA-313330USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  
MENSTRUATION IRREGULAR  
MICTURITION DISORDER  
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Detailed Report
8290204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290204 NON-EXPEDITED N US-TEVA-313318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290217 NON-EXPEDITED Y US-BAYER-2011-119632 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 61 DAY BAYER

MIRENA S  BAYER

8290242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290242 NON-EXPEDITED Y OT US-BAYER-2011-116981 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8290247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290247 NON-EXPEDITED Y OT US-BAYER-2011-116982 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8290248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290248 NON-EXPEDITED N OT US-BAYER-2011-116872 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  
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Detailed Report
8290276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290276 NON-EXPEDITED N US-BAYER-2011-116768 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8290289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290289 NON-EXPEDITED N US-TEVA-313329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290291 NON-EXPEDITED N OT US-BAYER-2011-116656 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  
MIGRAINE  
PROCEDURAL PAIN  
WEIGHT LOSS POOR  

8290313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290313 NON-EXPEDITED N US-TEVA-313185USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290364 NON-EXPEDITED N US-TEVA-313219USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PALPITATIONS  

Page: 9,249 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8290369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290369 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2011301720

20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S unknown  PFIZER

8290374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290374 NON-EXPEDITED N US-TEVA-313291USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290501 NON-EXPEDITED N US-TEVA-313335USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SINGULAIR C ORAL 10 Milligram;  

KLONOPIN C ORAL 2 Milligram;  

8290525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290525 NON-EXPEDITED N US-TEVA-313333USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  

8290559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290559 NON-EXPEDITED N US-TEVA-313377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8290626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290626 NON-EXPEDITED N US-TEVA-313334USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290628 NON-EXPEDITED N US-BAYER-2011-118800 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8290629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290629 NON-EXPEDITED Y OT US-BAYER-2011-119577 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 289 DAY BAYER
DEVICE EXPULSION ZOLOFT C ORAL 25 mg, UNK  

8290630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290630 NON-EXPEDITED N US-BAYER-2011-118749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8290636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290636 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011298723

21 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S ORAL [LEVONORGESTREL
0.25mg] / [ETHINYL
ESTRADIOL 0.05mg],
daily

 PFIZER

URINARY TRACT INFECTION LEVOTHYROXINE SODIUM C 50 mg, 1x/day  
DISCOMFORT LEVOTHYROXINE SODIUM C 75 mg, 1x/day  
BREAST PAIN  
FEELING ABNORMAL  
SWELLING  

8290642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290642 NON-EXPEDITED N OT US-BAYER-2011-117198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUAL DISORDER  
POLYMENORRHOEA  

8290644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290644 NON-EXPEDITED Y US-BAYER-2011-118251 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 177 DAY BAYER

8290645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290645 NON-EXPEDITED N US-BAYER-2011-117774 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
RASH  
VULVOVAGINAL SWELLING  
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Detailed Report
8290646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290646 NON-EXPEDITED Y US-BAYER-2011-117764 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
MALAISE  
PRESYNCOPE  

8290647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290647 NON-EXPEDITED Y US-BAYER-2011-117784 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8290648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290648 NON-EXPEDITED N US-BAYER-2011-118330 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8290677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290677 NON-EXPEDITED N OT US-BAYER-2011-116881 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 49 DAY BAYER
DEVICE EXPULSION  

8290679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290679 NON-EXPEDITED Y OT US-BAYER-2011-116941 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 186 DAY BAYER
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Detailed Report
8290702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290702 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  
ABDOMINAL DISTENSION  
BACK PAIN  
DEPRESSION  
FEELING ABNORMAL  
FLANK PAIN  
IRRITABILITY  
MENORRHAGIA  
MUSCLE SPASMS  
PAIN  
PAIN IN EXTREMITY  
SINUSITIS  

8290751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290751 NON-EXPEDITED N US-TEVA-313217USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL  DURAMED

8290752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290752 NON-EXPEDITED N US-TEVA-313295USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290786 NON-EXPEDITED Y US-BAYER-2011-119630 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 119 DAY BAYER
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Detailed Report
8290787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290787 NON-EXPEDITED Y US-BAYER-2011-119344 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
DEVICE EXPULSION  

8290788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290788 NON-EXPEDITED N US-BAYER-2011-119629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/h, CONT  BAYER

8290789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290789 NON-EXPEDITED N US-BAYER-2011-119619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8290993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8290993 NON-EXPEDITED N US-TEVA-313402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8291053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291053 NON-EXPEDITED N US-TEVA-313411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8291109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291109 NON-EXPEDITED N US-TEVA-313281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8291346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291346 NON-EXPEDITED N US-TEVA-313460USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8291382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291382 NON-EXPEDITED N US-TEVA-313115USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8291419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291419 NON-EXPEDITED N US-TEVA-313448USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8291421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2011 8291421 EXPEDITED (15-DAY) Y CA,OT PHHY2011FR108225 < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELOCALIECTASIS LEVONORGESTREL S TRANSPLACENTAL  
FOETAL EXPOSURE DURING PREGNANCY  
PREMATURE BABY  
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Detailed Report
7734552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 7734552 EXPEDITED (15-DAY) Y IL-BAYER-2010-003676 46 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
DEVICE EXPULSION  
MENORRHAGIA  

7958960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 7958960 NON-EXPEDITED Y HO US-BAYER-2011-041640 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 178 DAY BAYER

8099431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8099431 NON-EXPEDITED Y OT US-BAYER-2011-072840 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8123802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8123802 NON-EXPEDITED Y US-BAYER-2011-081095 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8123806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8123806 NON-EXPEDITED N US-BAYER-2011-081037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT  
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Detailed Report
8146261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8146261 NON-EXPEDITED N US-BAYER-2011-088156 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8156367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8156367 NON-EXPEDITED Y US-BAYER-2011-085718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DAMAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8156804 NON-EXPEDITED Y US-BAYER-2011-089611 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT 1 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
INSERTION

 

8236202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8236202 NON-EXPEDITED Y US-BAYER-2011-106043 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg, CONT 27 DAY BAYER
DEVICE EXPULSION  

8244280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8244280 NON-EXPEDITED N US-BAYER-2011-101114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8257253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8257253 NON-EXPEDITED Y US-BAYER-2011-105164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8268425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8268425 NON-EXPEDITED Y US-BAYER-2011-110458 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE CYTOTEC C 400 UNK, UNK  
COMPLICATION OF DEVICE INSERTION  

8270128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8270128 EXPEDITED (15-DAY) Y LT GB-BAYER-2011-112897 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER
BREAST MASS FERROUS SULFATE C  

MEBENDAZOLE C  
TRANEXAMIC ACID C  

8275395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8275395 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-113471 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACROCHORDON MIRENA S INTRAUTERINE UNK  BAYER
SKIN HYPERPIGMENTATION ACETAMINOPHEN C UNK UNK, PRN  

8280303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8280303 NON-EXPEDITED N US-TEVA-312541USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8283494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8283494 NON-EXPEDITED N US-TEVA-312831USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8283565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8283565 EXPEDITED (15-DAY) N CA-BAYER-2011-115503 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S UNK  BAYER
ARTHRALGIA  
DYSMENORRHOEA  
LIMB DISCOMFORT  
MENORRHAGIA  
MYALGIA  
PAIN IN EXTREMITY  

8292043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292043 NON-EXPEDITED Y US-BAYER-2011-119570 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8292093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292093 NON-EXPEDITED N OT US-BAYER-2011-117362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION PROZAC C  

XANAX C  
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Detailed Report
8292118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292118 NON-EXPEDITED N US-BAYER-2011-119579 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8292119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292119 NON-EXPEDITED Y US-BAYER-2011-119421 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8292120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292120 NON-EXPEDITED Y US-BAYER-2011-119264 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 190 DAY BAYER

8292122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292122 NON-EXPEDITED N US-BAYER-2011-119081 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8292123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292123 NON-EXPEDITED N US-BAYER-2011-119342 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8292124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292124 NON-EXPEDITED Y US-BAYER-2011-119013 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8292125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292125 NON-EXPEDITED Y US-BAYER-2011-119082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8292126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292126 NON-EXPEDITED N US-BAYER-2011-119221 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 316 DAY BAYER

8292127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292127 NON-EXPEDITED N US-BAYER-2011-119226 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8292129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292129 NON-EXPEDITED N US-BAYER-2011-119024 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 284 DAY BAYER

8292130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292130 NON-EXPEDITED N US-BAYER-2011-119416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8292140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292140 NON-EXPEDITED Y US-BAYER-2011-119011 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 168 DAY BAYER
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Detailed Report
8292142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292142 NON-EXPEDITED N US-BAYER-2011-118947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8292143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292143 NON-EXPEDITED N US-BAYER-2011-119010 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8292144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292144 NON-EXPEDITED Y US-BAYER-2011-118988 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8292145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292145 NON-EXPEDITED Y US-BAYER-2011-118936 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER

8292146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292146 NON-EXPEDITED N US-BAYER-2011-118975 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8292147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292147 NON-EXPEDITED Y US-BAYER-2011-118996 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NIGHT SWEATS  

Page: 9,263 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8292148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292148 NON-EXPEDITED N US-BAYER-2011-118986 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8292149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292149 NON-EXPEDITED Y US-BAYER-2011-118965 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 117 DAY BAYER

8292150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292150 NON-EXPEDITED Y US-BAYER-2011-119012 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER

MIRENA S  BAYER

8292290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292290 EXPEDITED (15-DAY) Y HO,OT IN-BAYER-2011-117029 Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE LYNORAL S UNK  

8292292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292292 NON-EXPEDITED N US-BAYER-2011-118822 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8292293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292293 NON-EXPEDITED Y US-BAYER-2011-118815 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 165 DAY BAYER
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Detailed Report
8292294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292294 NON-EXPEDITED Y US-BAYER-2011-118928 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8292295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292295 NON-EXPEDITED N US-BAYER-2011-118883 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, QD 148 DAY BAYER

8292296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292296 NON-EXPEDITED Y US-BAYER-2011-118814 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 37 DAY BAYER

8292359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292359 NON-EXPEDITED N US-TEVA-313412USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
FLATULENCE  
HYPERHIDROSIS  
NAUSEA  
PYREXIA  

8292388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292388 NON-EXPEDITED N US-TEVA-313456USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8292417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292417 NON-EXPEDITED N US-TEVA-313449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8292433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292433 NON-EXPEDITED N US-TEVA-313461USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8292446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292446 NON-EXPEDITED N US-TEVA-313471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

8292447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292447 NON-EXPEDITED Y US-BAYER-2011-118365 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 194 DAY BAYER

8292448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292448 NON-EXPEDITED N US-BAYER-2011-118355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8292449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292449 NON-EXPEDITED Y US-BAYER-2011-118387 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8292455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292455 NON-EXPEDITED Y US-BAYER-2011-118382 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8292456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292456 NON-EXPEDITED N US-BAYER-2011-118396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S  BAYER

8292459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292459 NON-EXPEDITED Y US-BAYER-2011-118359 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER

8292460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292460 NON-EXPEDITED N US-BAYER-2011-118363 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8292461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292461 NON-EXPEDITED Y US-BAYER-2011-118418 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DIZZINESS  
PRESYNCOPE  
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Detailed Report
8292462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292462 NON-EXPEDITED N US-BAYER-2011-118273 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER  
PRODUCT SHAPE ISSUE  

8292463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292463 NON-EXPEDITED Y HO US-BAYER-2011-117955 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8292464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292464 NON-EXPEDITED N US-BAYER-2011-118370 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DIFFICULT TO USE  
DISCOMFORT  
PAIN  

8292466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292466 NON-EXPEDITED Y US-BAYER-2011-117938 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT  
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Detailed Report
8292474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292474 NON-EXPEDITED N OT US-BAYER-2011-117858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8292476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292476 NON-EXPEDITED N US-TEVA-313455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8292491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292491 NON-EXPEDITED N US-TEVA-313405USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8292657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292657 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 52 mg levonorgestrel  

8292680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292680 NON-EXPEDITED N US-TEVA-313476USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CRYSELLE S  DURAMED
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Detailed Report
8292704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292704 NON-EXPEDITED N US-TEVA-313474USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8292903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8292903 NON-EXPEDITED N US-TEVA-313569USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OFF LABEL USE  

8293012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293012 NON-EXPEDITED N US-TEVA-313625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8293027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293027 NON-EXPEDITED N US-BAYER-2011-119811 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8293028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293028 NON-EXPEDITED N US-BAYER-2011-120197 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8293029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293029 NON-EXPEDITED N US-BAYER-2011-119819 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8293031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293031 NON-EXPEDITED N OT US-BAYER-2011-117895 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
HEADACHE  

8293032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293032 NON-EXPEDITED Y US-BAYER-2011-120253 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8293033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293033 NON-EXPEDITED N US-BAYER-2011-120265 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
ABDOMINAL PAIN LOWER  

8293034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293034 NON-EXPEDITED Y US-BAYER-2011-120235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S 20 µg/d, CONT  BAYER

8293035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293035 NON-EXPEDITED N US-BAYER-2011-120217 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8293036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293036 NON-EXPEDITED N OT US-BAYER-2011-117863 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
Haemorrhage in pregnancy  
HEADACHE  
MEDICAL DEVICE COMPLICATION  

8293037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293037 NON-EXPEDITED N US-BAYER-2011-120207 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8293038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293038 NON-EXPEDITED N OT US-BAYER-2011-117969 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
UTERINE PAIN  

8293093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293093 NON-EXPEDITED Y US-BAYER-2011-119795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 9,272 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8293094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293094 NON-EXPEDITED Y US-BAYER-2011-119621 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8293095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293095 NON-EXPEDITED N US-BAYER-2011-119808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8293096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293096 NON-EXPEDITED Y US-BAYER-2011-119791 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER

MIRENA S  BAYER

8293097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293097 NON-EXPEDITED Y US-BAYER-2011-119631 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8293117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293117 NON-EXPEDITED Y US-BAYER-2011-120252 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 91 DAY BAYER

8293118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293118 NON-EXPEDITED Y US-BAYER-2011-120000 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 145 DAY BAYER
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Detailed Report
8293119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293119 NON-EXPEDITED Y US-BAYER-2011-120293 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8293121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293121 NON-EXPEDITED Y US-BAYER-2011-120294 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 19 DAY BAYER

8293122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293122 NON-EXPEDITED Y US-BAYER-2011-119581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8293123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293123 NON-EXPEDITED N US-BAYER-2011-120285 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8293124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293124 NON-EXPEDITED Y OT NO-BAYER-2011-094591 47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER

8293125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293125 NON-EXPEDITED N US-BAYER-2011-120224 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 116 DAY BAYER
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Detailed Report
8293126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293126 NON-EXPEDITED N US-BAYER-2011-119957 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8293127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293127 NON-EXPEDITED Y US-BAYER-2011-120210 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

CONTRACEPTIVES NOS C  

8293128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293128 NON-EXPEDITED N US-BAYER-2011-119993 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 157 DAY BAYER

8293130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293130 NON-EXPEDITED N US-BAYER-2011-120289 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8293208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293208 NON-EXPEDITED N US-TEVA-313622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8293280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293280 NON-EXPEDITED N US-TEVA-313560USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY TEST  

8293360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2011 8293360 NON-EXPEDITED N US-TEVA-313607USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8048745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8048745 NON-EXPEDITED N US-BAYER-2011-063356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8130368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8130368 NON-EXPEDITED Y US-BAYER-2011-084001 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 311 DAY BAYER

MIRENA S UNK 134 DAY BAYER
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Detailed Report
8133316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8133316 NON-EXPEDITED N US-BAYER-2011-084452 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
ABDOMINAL PAIN LOWER  
UTERINE SPASM  

8137726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8137726 NON-EXPEDITED Y US-BAYER-2011-083869 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK 62 DAY BAYER

8142612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8142612 NON-EXPEDITED N US-BAYER-2011-087164 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8148096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8148096 NON-EXPEDITED Y US-BAYER-2011-020170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8156781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8156781 NON-EXPEDITED Y US-BAYER-2011-090077 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
RASH MIRENA S  BAYER
ACNE  
SKIN BURNING SENSATION  
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Detailed Report
8165518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8165518 NON-EXPEDITED N US-BAYER-2011-091812 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 65 DAY BAYER

MIRENA S UNK  BAYER

8181171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8181171 NON-EXPEDITED N US-BAYER-2011-096291 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

MIRENA S  BAYER

8264408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8264408 NON-EXPEDITED Y US-BAYER-2011-106610 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 76 DAY BAYER
DEVICE DIFFICULT TO USE  

8264428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8264428 NON-EXPEDITED N US-BAYER-2011-106587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED  

8268454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8268454 NON-EXPEDITED N US-BAYER-2011-110785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
MENORRHAGIA  
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Detailed Report
8270519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8270519 NON-EXPEDITED Y US-BAYER-2011-108469 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8293881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293881 EXPEDITED (15-DAY) N OT US-BAYER-2011-118335 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  BAYER

8293882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293882 NON-EXPEDITED N OT US-BAYER-2011-118337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8293886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293886 NON-EXPEDITED N US-BAYER-2011-118997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8293890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293890 NON-EXPEDITED N US-BAYER-2011-120772 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8293891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293891 NON-EXPEDITED N US-BAYER-2011-120287 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 23 DAY BAYER
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Detailed Report
8293892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293892 NON-EXPEDITED Y US-BAYER-2011-120728 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8293893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293893 NON-EXPEDITED N US-BAYER-2011-120226 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER

8293894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293894 NON-EXPEDITED N US-BAYER-2011-120805 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  

8293895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293895 NON-EXPEDITED N US-BAYER-2011-119848 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE UNK  BAYER
OCULAR DISCOMFORT  
PARAESTHESIA  

8293896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293896 NON-EXPEDITED N OT US-BAYER-2011-117855 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DIZZINESS  
MALAISE  
NAUSEA  
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Detailed Report
8293897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293897 NON-EXPEDITED N US-BAYER-2011-120796 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICATION ERROR  
SKIN DISCOLOURATION  
VISION BLURRED  

8293966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293966 NON-EXPEDITED N US-BAYER-2011-120296 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8293967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293967 NON-EXPEDITED N US-BAYER-2011-119615 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 3 DAY BAYER

8293968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293968 NON-EXPEDITED N US-BAYER-2011-120670 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8293970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293970 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-104828 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CIRCULATORY COLLAPSE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD PRESSURE FLUCTUATION  
CARDIOVASCULAR DISORDER  
DIZZINESS  
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Detailed Report
8293977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293977 NON-EXPEDITED N US-TEVA-313648USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8293978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293978 NON-EXPEDITED N US-TEVA-313654USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8293980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293980 NON-EXPEDITED N US-TEVA-313664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8293981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293981 NON-EXPEDITED N US-TEVA-313641USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8293999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8293999 NON-EXPEDITED Y US-BAYER-2011-073104 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8294000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294000 NON-EXPEDITED N US-BAYER-2011-120234 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
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Detailed Report
8294025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294025 NON-EXPEDITED N US-TEVA-313626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8294103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294103 NON-EXPEDITED N US-TEVA-313590USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8294128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294128 NON-EXPEDITED N US-TEVA-313600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8294160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294160 NON-EXPEDITED N US-TEVA-313614USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8294216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294216 NON-EXPEDITED N US-TEVA-313671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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Detailed Report
8294237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294237 NON-EXPEDITED N US-TEVA-313670USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8294255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294255 NON-EXPEDITED N US-TEVA-313668USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8294652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294652 NON-EXPEDITED N US-TEVA-313727USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SYNTHROID C ORAL  
WELLBUTRIN C ORAL  
NUVARING C  
HYDROCODONE BITARTRATE C ORAL  
HYDROCODONE BITARTRATE C  

8294818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294818 NON-EXPEDITED N US-TEVA-313667USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTENTIONAL OVERDOSE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8294985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8294985 NON-EXPEDITED N US-TEVA-313753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALLOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8295047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295047 NON-EXPEDITED N US-BAYER-2011-069701 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TENSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8295075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295075 NON-EXPEDITED Y US-BAYER-2011-120967 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 47 DAY BAYER

8295079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295079 NON-EXPEDITED N US-BAYER-2011-118256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
MALAISE  
PRESYNCOPE  
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Detailed Report
8295107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295107 NON-EXPEDITED N US-TEVA-313787USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TOPROL XL C ORAL 100 Milligram;  
HYDROCHLOROTHIAZIDE C ORAL 25 Milligram;  
ASPIRIN C ORAL 81 Milligram;  

8295222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295222 NON-EXPEDITED N US-BAYER-2011-120050 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8295223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295223 NON-EXPEDITED N US-BAYER-2011-120288 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8295224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295224 NON-EXPEDITED N US-BAYER-2011-120793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8295225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295225 NON-EXPEDITED N OT US-BAYER-2011-118378 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE Daily dose 20 µg 353 DAY BAYER
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MOOD SWINGS  
SKIN DISCOLOURATION  
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Detailed Report
8295237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295237 EXPEDITED (15-DAY) Y OT AU-PFIZER
INC-2011303333

46 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACUTE FEBRILE NEUTROPHILIC DERMATOSIS TRIPHASIL-21 S ORAL  PFIZER

TRIPHASIL-21 S  PFIZER

8295238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295238 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER
INC-2011302830

17 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE TRIPHASIL-21 S ORAL UNK 30 DAY PFIZER
HYPERTRIGLYCERIDAEMIA KEPPRA C unknown  
CHOLANGITIS ZARONTIN C unknown  
CHOLELITHIASIS CLOBAZAM C unknown  

PHLOROGLUCINOL C unknown  
ACETAMINOPHEN C unknown  
ACETAMINOPHEN C unknown  
METOPIMAZINE C unknown  
SMECTA "IPSEN" C unknown  
CHLOROFORM\ISOAMYL
ACETATE\MENTHOL

C unknown  

8295300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295300 NON-EXPEDITED N US-TEVA-313803USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8295608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295608 NON-EXPEDITED N US-TEVA-313808USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  

8295814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8295814 NON-EXPEDITED N US-TEVA-313816USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8296139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8296139 NON-EXPEDITED N US-TEVA-313818USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8296268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8296268 NON-EXPEDITED N US-TEVA-313817USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMIN C C  

8296391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8296391 NON-EXPEDITED N US-TEVA-313820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8296757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8296757 NON-EXPEDITED N US-TEVA-313819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8296966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2011 8296966 NON-EXPEDITED N US-TEVA-313824USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8098917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8098917 NON-EXPEDITED N US-BAYER-2011-067767 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8135169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8135169 NON-EXPEDITED N US-BAYER-2011-082832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8136397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8136397 NON-EXPEDITED Y OT US-BAYER-2011-085554 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
DEVICE DISLOCATION  

8180664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8180664 NON-EXPEDITED N US-BAYER-2011-091631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8191133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8191133 NON-EXPEDITED N US-BAYER-2011-092684 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER
MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8194236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8194236 NON-EXPEDITED Y US-BAYER-2011-099273 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
ABDOMINAL PAIN LOWER  
DISCOMFORT  

8240673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8240673 NON-EXPEDITED Y US-BAYER-2011-100514 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8248289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8248289 NON-EXPEDITED N US-TEVA-309459USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8249266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8249266 NON-EXPEDITED N US-BAYER-2011-108827 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
METRORRHAGIA  
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Detailed Report
8258621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8258621 EXPEDITED (15-DAY) N DS GB-TEVA-309122ISR 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE LEVONORGESTREL S ORAL  DURAMED
MENSTRUAL DISORDER EFFEXOR S UNKNOWN 13 YR
ENDOMETRIAL DISORDER EFFEXOR S UNKNOWN 13 YR

8270222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8270222 NON-EXPEDITED N US-TEVA-311294USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8270821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8270821 NON-EXPEDITED N US-TEVA-311319USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA ZOLOFT C  

8271409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8271409 NON-EXPEDITED N US-TEVA-311414USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LACTATION DISORDER DEPO-PROVERA C  
ABDOMINAL DISCOMFORT  
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8272357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8272357 NON-EXPEDITED N US-TEVA-311670USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  

8272427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8272427 NON-EXPEDITED N US-TEVA-311671USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8273021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8273021 NON-EXPEDITED N US-TEVA-311529USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8274399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8274399 NON-EXPEDITED N US-TEVA-311748USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8276429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8276429 NON-EXPEDITED N US-TEVA-312220USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL  
XANAX C ORAL  
ALDACTONE C ORAL  
AMBIEN C ORAL  

Page: 9,292 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8276898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8276898 NON-EXPEDITED N US-TEVA-312253USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8282649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8282649 NON-EXPEDITED N US-TEVA-312724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8284026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8284026 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-116509 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8285386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8285386 EXPEDITED (15-DAY) Y OT US-BAYER-2011-116149 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, QD 48 DAY BAYER
HEADACHE  
MALAISE  
MUSCLE SPASMS  
NAUSEA  

8286047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8286047 NON-EXPEDITED N US-TEVA-313195USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8297730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8297730 NON-EXPEDITED Y OT US-BAYER-2011-118902 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8297731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8297731 NON-EXPEDITED N OT US-BAYER-2011-119356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8297732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8297732 NON-EXPEDITED Y OT US-BAYER-2011-121164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 17 DAY BAYER

8297735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8297735 NON-EXPEDITED N US-BAYER-2011-120295 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8297736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8297736 NON-EXPEDITED N US-BAYER-2011-120964 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S UNK  BAYER
COMPLICATION OF DEVICE INSERTION  
NERVOUSNESS  
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Detailed Report
8299090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299090 NON-EXPEDITED Y US-BAYER-2011-121483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE TWITCHING MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION  

8299112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299112 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S VAGINAL IUD 2 YR
STRESS  

8299176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299176 NON-EXPEDITED N OT US-BAYER-2011-118771 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8299177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299177 NON-EXPEDITED Y US-BAYER-2011-121136 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER

ABDOMINAL PAIN  

8299178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299178 NON-EXPEDITED Y OT US-BAYER-2011-118029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8299180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299180 NON-EXPEDITED Y OT US-BAYER-2011-119628 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8299181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299181 NON-EXPEDITED Y OT US-BAYER-2011-120065 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 37 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8299449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299449 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-118115 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERPLASIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8299546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299546 EXPEDITED (15-DAY) Y HO US-BAYER-2011-119536 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PROLAPSE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLADDER OPERATION  
DEVICE EXPULSION  
MENORRHAGIA  

8299588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299588 NON-EXPEDITED N US-TEVA-314083USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8299609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299609 NON-EXPEDITED Y OT US-BAYER-2011-119370 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8299610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299610 NON-EXPEDITED N US-BAYER-2011-121463 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8299611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299611 NON-EXPEDITED N OT US-BAYER-2011-117882 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MOBILITY DECREASED  
PAIN  
VAGINAL HAEMORRHAGE  

8299613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299613 NON-EXPEDITED N OT US-BAYER-2011-119042 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
VULVOVAGINAL BURNING SENSATION  

8299635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299635 NON-EXPEDITED Y US-BAYER-2011-121005 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8299636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299636 NON-EXPEDITED Y US-BAYER-2011-121140 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 923 DAY BAYER

8299637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299637 NON-EXPEDITED Y US-BAYER-2011-121065 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 49 DAY BAYER

8299638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299638 NON-EXPEDITED Y US-BAYER-2011-120935 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
ABDOMINAL PAIN  

8299640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299640 NON-EXPEDITED Y US-BAYER-2011-121212 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 33 DAY BAYER
UTERINE SPASM  

8299641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299641 NON-EXPEDITED Y US-BAYER-2011-121209 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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8299642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299642 NON-EXPEDITED N US-BAYER-2011-121189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8299644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299644 NON-EXPEDITED Y US-BAYER-2011-121153 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8299647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299647 NON-EXPEDITED N US-BAYER-2011-121159 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, CONT 23 DAY BAYER

8299649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299649 NON-EXPEDITED N US-BAYER-2011-121226 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 50 DAY BAYER

8299650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299650 NON-EXPEDITED Y US-BAYER-2011-121148 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 87 DAY BAYER

8299651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299651 NON-EXPEDITED Y US-BAYER-2011-121157 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PRODUCT SHAPE ISSUE  
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8299652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299652 NON-EXPEDITED Y US-BAYER-2011-121131 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 7 DAY BAYER

8299670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299670 NON-EXPEDITED N US-TEVA-314076USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8299710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299710 NON-EXPEDITED N US-TEVA-314066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8299752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8299752 NON-EXPEDITED N US-TEVA-314054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8853689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2011 8853689 NON-EXPEDITED US-BAYER-2011-118849 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
Device breakage  

Page: 9,300 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8079577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8079577 NON-EXPEDITED Y US-
BAYER-201041233NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8145573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8145573 NON-EXPEDITED N OT US-BAYER-2011-084248 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
DIZZINESS  
NAUSEA  
POLYMENORRHOEA  
VAGINAL DISCHARGE  
VULVOVAGINAL PAIN  

8217826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8217826 NON-EXPEDITED N US-BAYER-2011-105166 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 4 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8262945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8262945 NON-EXPEDITED Y US-BAYER-2011-106606 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 334 DAY BAYER
DEVICE EXPULSION  
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8272166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8272166 NON-EXPEDITED Y US-BAYER-2011-108341 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

8279115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8279115 NON-EXPEDITED N US-BAYER-2011-111534 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8280117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8280117 EXPEDITED (15-DAY) N US-BAYER-2011-114535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S 20 µg/d, CONT  BAYER

8281580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8281580 NON-EXPEDITED N US-TEVA-312700USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
NAUSEA  

8286014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8286014 NON-EXPEDITED N US-TEVA-313102USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8286790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8286790 NON-EXPEDITED N US-TEVA-313213USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENORRHAGIA  

8290955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8290955 NON-EXPEDITED N US-TEVA-313331USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8301683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301683 NON-EXPEDITED N US-BAYER-2011-121659 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 344 DAY BAYER

8301685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301685 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-092764 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, CONT  BAYER
DEVICE DISLOCATION  
GESTATIONAL DIABETES  

8301688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301688 NON-EXPEDITED N OT US-BAYER-2011-118372 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S 20 µg, CONT  BAYER
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Detailed Report
8301689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301689 NON-EXPEDITED Y OT US-BAYER-2011-118728 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S UNK  BAYER

8301690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301690 NON-EXPEDITED Y OT US-BAYER-2011-118812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER

8301691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301691 NON-EXPEDITED N OT US-BAYER-2011-118706 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 99 DAY BAYER
DEVICE EXPULSION  

8301692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301692 NON-EXPEDITED N OT US-BAYER-2011-118690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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Detailed Report
8301694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301694 NON-EXPEDITED N OT US-BAYER-2011-118714 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8301699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301699 NON-EXPEDITED N US-TEVA-314105USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8301715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301715 NON-EXPEDITED Y US-BAYER-2011-115061 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  

8301732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301732 NON-EXPEDITED N US-BAYER-2011-119580 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8301743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301743 NON-EXPEDITED N US-BAYER-2011-121683 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8301745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301745 NON-EXPEDITED N US-BAYER-2011-121711 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8301746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301746 NON-EXPEDITED N US-BAYER-2011-121617 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8301747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301747 NON-EXPEDITED N US-BAYER-2011-121575 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8301748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301748 NON-EXPEDITED N US-BAYER-2011-121604 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8301780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301780 NON-EXPEDITED Y US-BAYER-2011-121546 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1121 DAY BAYER

8301781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301781 NON-EXPEDITED Y US-BAYER-2011-121069 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 302 DAY BAYER
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8301782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301782 NON-EXPEDITED N US-BAYER-2011-121085 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8301783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301783 NON-EXPEDITED Y US-BAYER-2011-121568 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 181 DAY BAYER

8301784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301784 NON-EXPEDITED N US-BAYER-2011-121082 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

8301785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301785 NON-EXPEDITED Y US-BAYER-2011-121129 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8301786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301786 NON-EXPEDITED N US-BAYER-2011-121550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8301787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301787 NON-EXPEDITED Y US-BAYER-2011-121497 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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8301788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301788 NON-EXPEDITED Y US-BAYER-2011-121503 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8301789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301789 NON-EXPEDITED Y US-BAYER-2011-121522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
PAIN MIRENA S  BAYER
MALAISE  
UTERINE INFLAMMATION  
UTERINE TENDERNESS  

8301790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301790 NON-EXPEDITED Y US-BAYER-2011-121528 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN MIRENA S 20 mcg/24hr, UNK  BAYER

8301791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301791 NON-EXPEDITED Y US-BAYER-2011-120956 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 370 DAY BAYER
PELVIC PAIN  

8301793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301793 NON-EXPEDITED Y US-BAYER-2011-121053 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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8301855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8301855 NON-EXPEDITED N US-TEVA-314108USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMBIEN C  
CITALOPRAM HYDROBROMIDE C  

8302297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302297 NON-EXPEDITED N US-TEVA-314206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8302302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302302 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-117992 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S INTRAUTERINE UNK  BAYER

8302337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302337 EXPEDITED (15-DAY) N OT US-BAYER-2011-118713 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8302365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302365 NON-EXPEDITED N US-BAYER-2011-115047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S UNK  BAYER
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Detailed Report
8302404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302404 NON-EXPEDITED Y US-BAYER-2011-120760 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 123 DAY BAYER

8302431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302431 NON-EXPEDITED N US-TEVA-314212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8302569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302569 NON-EXPEDITED Y US-TEVA-314181USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG PRESCRIBING ERROR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ELLA S ORAL  

8302570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302570 NON-EXPEDITED N US-TEVA-314220USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8302825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302825 NON-EXPEDITED N US-TEVA-314104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8302937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302937 NON-EXPEDITED N US-TEVA-314101USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MINOCYCLINE HYDROCHLORIDE C  
CITALOPRAM C  

8302983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302983 NON-EXPEDITED N US-TEVA-314100USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8302998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8302998 NON-EXPEDITED N US-TEVA-314228USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303022 NON-EXPEDITED N US-TEVA-314096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303023 NON-EXPEDITED N US-TEVA-314094USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
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Detailed Report
8303056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303056 NON-EXPEDITED N US-TEVA-314221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303151 NON-EXPEDITED N US-TEVA-314088USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMOXICILLIN C  
DROSPIRENONE\ETHINYL
ESTRADIOL

C  

8303152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303152 NON-EXPEDITED N US-TEVA-314213USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303166 NON-EXPEDITED N US-TEVA-314208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  

8303170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303170 NON-EXPEDITED N US-TEVA-314203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8303212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303212 NON-EXPEDITED N US-TEVA-314194USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303269 NON-EXPEDITED N US-TEVA-314184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8303287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303287 NON-EXPEDITED N US-TEVA-314318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8303320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303320 NON-EXPEDITED N US-TEVA-314236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303376 NON-EXPEDITED N US-TEVA-314250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8303398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303398 NON-EXPEDITED N US-TEVA-314336USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8303432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303432 NON-EXPEDITED N US-TEVA-314286USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8303568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303568 NON-EXPEDITED N US-TEVA-314243USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
PRESYNCOPE  

8303577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303577 NON-EXPEDITED N US-TEVA-314334USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8303583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2011 8303583 NON-EXPEDITED N US-TEVA-314330USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8042084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8042084 NON-EXPEDITED Y OT US-BAYER-2011-061198 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 809 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8109193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8109193 NON-EXPEDITED N US-BAYER-2011-052265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  
OVARIAN CYST  
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Detailed Report
8116438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8116438 NON-EXPEDITED Y US-BAYER-2011-040870 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DIZZINESS  
HEADACHE  
MENORRHAGIA  
MUSCLE SPASMS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VISION BLURRED  
WEIGHT INCREASED  

8129082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8129082 NON-EXPEDITED N US-BAYER-2011-080766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 188 DAY BAYER
DYSFUNCTIONAL UTERINE BLEEDING  

8238336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8238336 NON-EXPEDITED Y OT US-BAYER-2011-106995 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DEPLOYMENT ISSUE  
DEVICE EXPULSION  
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Detailed Report
8239205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8239205 NON-EXPEDITED N US-BAYER-2011-108612 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8272312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8272312 NON-EXPEDITED N US-BAYER-2011-115513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPAREUNIA  

8273000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8273000 NON-EXPEDITED N US-TEVA-311514USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SIMPONI C  
MENSTRUATION IRREGULAR DICLOFENAC C ORAL  

NUVIGIL C ORAL  
LUNESTA C ORAL  
SYMBICORT C ORAL  

8282348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8282348 NON-EXPEDITED Y US-BAYER-2011-116439 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER
DEVICE EXPULSION  
MENSTRUAL DISORDER  

Page: 9,317 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8283940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8283940 NON-EXPEDITED N US-TEVA-312812USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8291437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8291437 NON-EXPEDITED N US-TEVA-313451USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8292117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8292117 NON-EXPEDITED Y US-BAYER-2011-119575 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER
SENSATION OF PRESSURE  

8292458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8292458 NON-EXPEDITED Y OT US-BAYER-2011-118388 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL LEVOTHYROXINE SODIUM C ORAL 100 mcg/24hr, QD  
DEVICE BREAKAGE PRISTIQ EXTENDED RELEASE C ORAL 50 mg, QD  
AMENORRHOEA  
DEVICE COMPONENT ISSUE  
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Detailed Report
8293991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8293991 NON-EXPEDITED N US-TEVA-313617USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LITHIUM CARBONATE C  
SEROQUEL C  
CLONAZEPAM C  

8299910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8299910 NON-EXPEDITED N US-TEVA-314020USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS LEVONORGESTREL S ORAL 1.5 Milligram;  
MENSTRUATION IRREGULAR ASPIRIN C  

8303868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303868 EXPEDITED (15-DAY) N HO US-BAYER-2011-118671 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN  
BLOOD PRESSURE DECREASED  
PAIN  
VOMITING  

8303871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303871 NON-EXPEDITED N US-
BAYER-201036371NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER
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Detailed Report
8303872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303872 EXPEDITED (15-DAY) Y OT US-BAYER-2011-120112 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE UNK 79 DAY BAYER

8303897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303897 NON-EXPEDITED N US-TEVA-314335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303904 NON-EXPEDITED N US-TEVA-314337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303919 NON-EXPEDITED N US-TEVA-314338USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303946 NON-EXPEDITED Y US-BAYER-2011-118386 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER

8303947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303947 NON-EXPEDITED Y US-BAYER-2011-119015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S 20 µg, CONT  BAYER
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Detailed Report
8303949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8303949 NON-EXPEDITED Y US-BAYER-2011-119016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8304064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304064 NON-EXPEDITED N US-BAYER-2011-122029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8304094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304094 NON-EXPEDITED N US-TEVA-314339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8304202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304202 NON-EXPEDITED Y US-BAYER-2011-122123 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8304203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304203 NON-EXPEDITED Y OT US-BAYER-2011-119302 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8304204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304204 NON-EXPEDITED N OT US-BAYER-2011-119231 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 177 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8304205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304205 NON-EXPEDITED N OT US-BAYER-2011-120579 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  

8304219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304219 NON-EXPEDITED N OT US-BAYER-2011-120164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK, CONT  BAYER
PAIN  

8304220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304220 NON-EXPEDITED N OT US-BAYER-2011-120575 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DISLOCATION  
PAIN  

8304225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304225 NON-EXPEDITED N US-TEVA-314340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8304250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304250 NON-EXPEDITED N US-TEVA-314329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN UNSPECIFIED INGREDIENT S  
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Detailed Report
8304258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304258 NON-EXPEDITED N US-TEVA-314317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8304259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304259 NON-EXPEDITED Y US-BAYER-2011-122107 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 1 DF, UNK 39 DAY BAYER

8304261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304261 NON-EXPEDITED Y US-BAYER-2011-122200 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 2 DAY BAYER

8304262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304262 NON-EXPEDITED Y US-BAYER-2011-122109 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 290 DAY BAYER

8304263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304263 NON-EXPEDITED Y US-BAYER-2011-122099 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S INTRAUTERINE 20 mcg/day  BAYER
ABDOMINAL DISTENSION  
HEADACHE  
PREMENSTRUAL SYNDROME  
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Detailed Report
8304362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304362 NON-EXPEDITED N US-TEVA-314328USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8304401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304401 NON-EXPEDITED N US-TEVA-314426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8304441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304441 NON-EXPEDITED N OT US-BAYER-2011-119220 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 562 DAY BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

8304443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304443 NON-EXPEDITED N US-BAYER-2011-122054 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8304444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304444 NON-EXPEDITED N US-BAYER-2011-122042 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8304448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304448 NON-EXPEDITED Y US-BAYER-2011-122030 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 145 DAY BAYER

8304474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304474 NON-EXPEDITED N US-BAYER-2011-121637 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8304475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304475 NON-EXPEDITED N US-BAYER-2011-121947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/day  BAYER

8304476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304476 NON-EXPEDITED Y US-BAYER-2011-121970 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8304482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304482 NON-EXPEDITED N US-TEVA-314450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8304651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304651 NON-EXPEDITED N US-TEVA-314446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THERAPEUTIC RESPONSE UNEXPECTED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8304683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304683 NON-EXPEDITED N US-BAYER-2011-122329 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 365 DAY BAYER

8304687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304687 NON-EXPEDITED N US-TEVA-314424USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8304714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304714 NON-EXPEDITED N US-TEVA-314476USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8304723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304723 NON-EXPEDITED N US-BAYER-2011-122130 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
PREGNANCY TEST FALSE POSITIVE  

8304725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304725 NON-EXPEDITED N US-BAYER-2011-122146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S 20 mcg/day  BAYER

MIRENA S  BAYER
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Detailed Report
8304731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304731 NON-EXPEDITED Y US-BAYER-2011-122198 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8304732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304732 NON-EXPEDITED N US-BAYER-2011-122102 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8304734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304734 NON-EXPEDITED N US-BAYER-2011-122196 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8304735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304735 NON-EXPEDITED Y US-BAYER-2011-122197 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8304736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304736 NON-EXPEDITED N US-BAYER-2011-122072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/ day  BAYER
ABDOMINAL PAIN  

8304737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304737 NON-EXPEDITED Y US-BAYER-2011-122195 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 73 DAY BAYER
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Detailed Report
8304738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304738 NON-EXPEDITED Y US-BAYER-2011-122108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/day 59 DAY BAYER

8304740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304740 NON-EXPEDITED Y US-BAYER-2011-122095 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8304741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304741 NON-EXPEDITED Y US-BAYER-2011-122020 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 32 DAY BAYER

8304756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304756 NON-EXPEDITED N US-BAYER-2011-114568 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S  BAYER

8304916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8304916 NON-EXPEDITED Y OT US-BAYER-2011-120137 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 332 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
FEELING ABNORMAL  
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Detailed Report
8305421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305421 NON-EXPEDITED N US-TEVA-314447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305450 NON-EXPEDITED N US-TEVA-314415USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST PAIN  
HEADACHE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8305498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305498 NON-EXPEDITED N US-TEVA-314508USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305504 NON-EXPEDITED N US-TEVA-314484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8305562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305562 NON-EXPEDITED N US-TEVA-314451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8305563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305563 NON-EXPEDITED N US-TEVA-314469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305573 NON-EXPEDITED N OT US-BAYER-2011-119996 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8305597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305597 NON-EXPEDITED N US-TEVA-314477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8305623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305623 NON-EXPEDITED N OT US-BAYER-2011-119038 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL PAIN  

8305634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305634 NON-EXPEDITED N US-TEVA-314539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305640 NON-EXPEDITED N US-TEVA-314546USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305657 NON-EXPEDITED N US-TEVA-314530USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305809 NON-EXPEDITED N US-TEVA-314511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305826 NON-EXPEDITED N US-TEVA-314507USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8305842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305842 NON-EXPEDITED N US-TEVA-314506USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8305871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305871 NON-EXPEDITED N US-TEVA-314482USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8305905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8305905 NON-EXPEDITED N US-TEVA-314562USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8312735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2011 8312735 DIRECT RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
DEVICE DIFFICULT TO USE  

7930166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 7930166 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER
INC-2011090583

27 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HISTIOCYTOSIS HAEMATOPHAGIC NORDETTE S ORAL UNK mg, UNK  PFIZER

IMURAN S ORAL 125 mg, UNK  
TIMOLOL C OPHTHALMIC  
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Detailed Report
8170926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8170926 NON-EXPEDITED N US-BAYER-2011-093426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8192225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8192225 NON-EXPEDITED N US-TEVA-305832USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8273102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8273102 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-113638 36 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RAYNAUD'S PHENOMENON MIRENA S INTRAUTERINE UNK 2218 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN IN EXTREMITY  
POOR PERIPHERAL CIRCULATION  

8291156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8291156 NON-EXPEDITED N US-TEVA-313462USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8301897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8301897 NON-EXPEDITED N US-TEVA-314109USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 9,333 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8302835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8302835 NON-EXPEDITED N US-TEVA-314103USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8306579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306579 NON-EXPEDITED N US-TEVA-314567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8306586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306586 NON-EXPEDITED N US-TEVA-314541USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8306589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306589 NON-EXPEDITED Y US-BAYER-2011-122517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8306595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306595 NON-EXPEDITED N US-TEVA-314557USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8306615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306615 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-119711 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ESSENTIAL THROMBOCYTHAEMIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
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Detailed Report
8306620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306620 EXPEDITED (15-DAY) Y OT US-BAYER-2011-119440 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8306751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306751 NON-EXPEDITED N US-BAYER-2011-122540 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8306760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306760 NON-EXPEDITED N US-TEVA-314564USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8306805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306805 NON-EXPEDITED N US-TEVA-314554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8306837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306837 NON-EXPEDITED Y US-BAYER-2011-119542 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 691 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8306838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306838 NON-EXPEDITED N OT US-BAYER-2011-119462 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DEVICE DISLOCATION  
UTERINE MALPOSITION  

8306839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306839 NON-EXPEDITED Y OT US-BAYER-2011-119501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK, CONT  BAYER

8306842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306842 NON-EXPEDITED N OT US-BAYER-2011-119397 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
MENSTRUATION DELAYED  

8306843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8306843 NON-EXPEDITED N OT US-BAYER-2011-119507 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8307020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307020 NON-EXPEDITED N OT US-BAYER-2011-120151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
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Detailed Report
8307024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307024 NON-EXPEDITED N US-BAYER-2011-121187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 35 DAY BAYER
PAIN  

8307025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307025 NON-EXPEDITED N US-BAYER-2011-121717 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8307026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307026 NON-EXPEDITED Y US-BAYER-2011-122199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER

8307027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307027 NON-EXPEDITED Y US-BAYER-2011-122000 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8307028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307028 NON-EXPEDITED Y OT US-BAYER-2011-120797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8307029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307029 NON-EXPEDITED Y US-BAYER-2011-121223 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
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Detailed Report
8307030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307030 NON-EXPEDITED Y US-BAYER-2011-121605 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER
DEVICE BREAKAGE  

8307031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307031 NON-EXPEDITED N OT US-BAYER-2011-120683 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8307175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307175 NON-EXPEDITED N US-TEVA-314566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8307193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307193 NON-EXPEDITED Y US-BAYER-2011-122487 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 75 DAY BAYER

8307194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307194 NON-EXPEDITED N US-BAYER-2011-122461 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
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Detailed Report
8307195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307195 NON-EXPEDITED Y US-BAYER-2011-122437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8307196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307196 NON-EXPEDITED N US-BAYER-2011-122422 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8307198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307198 NON-EXPEDITED Y OT US-BAYER-2011-120160 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8307260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307260 NON-EXPEDITED Y US-BAYER-2011-122360 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8307261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307261 NON-EXPEDITED Y US-BAYER-2011-122571 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8307262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307262 NON-EXPEDITED Y US-BAYER-2011-122582 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8307263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307263 NON-EXPEDITED Y US-BAYER-2011-122362 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 267 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8307265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307265 NON-EXPEDITED Y US-BAYER-2011-122581 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE UNK, CONT  BAYER
GAIT DISTURBANCE  

8307266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307266 NON-EXPEDITED Y US-BAYER-2011-122585 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 404 DAY BAYER

8307267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307267 NON-EXPEDITED N US-BAYER-2011-122586 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8307294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307294 NON-EXPEDITED N US-TEVA-314671USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DOXYCYCLINE C  
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Detailed Report
8307297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307297 NON-EXPEDITED Y US-BAYER-2011-122138 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 294 DAY BAYER

8307299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307299 NON-EXPEDITED N US-BAYER-2011-122708 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

8307300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307300 NON-EXPEDITED Y US-BAYER-2011-122165 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8307307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307307 NON-EXPEDITED N US-BAYER-2011-122350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
MOOD SWINGS  

8307356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307356 NON-EXPEDITED N US-BAYER-2011-122579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8307482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307482 NON-EXPEDITED Y US-BAYER-2011-122703 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 169 DAY BAYER
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Detailed Report
8307484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307484 NON-EXPEDITED Y US-BAYER-2011-122401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8307605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307605 NON-EXPEDITED N US-TEVA-314568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8307614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307614 NON-EXPEDITED N US-BAYER-2011-120028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8307727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307727 NON-EXPEDITED N US-TEVA-314693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8307730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307730 NON-EXPEDITED Y OT US-BAYER-2011-120556 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8307731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307731 NON-EXPEDITED N US-BAYER-2011-122764 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST INDURATION MIRENA S INTRAUTERINE UNK  BAYER
NIPPLE DISORDER  

8307733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307733 NON-EXPEDITED Y OT US-BAYER-2011-120702 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  

8307789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307789 NON-EXPEDITED N US-TEVA-314700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8307792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8307792 NON-EXPEDITED N US-TEVA-314706USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8308084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308084 EXPEDITED (15-DAY) Y HO US-BAYER-2011-119827 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM BEYAZ S ORAL UNK  BAYER

MIRENA S UNK  BAYER
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Detailed Report
8308127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308127 NON-EXPEDITED N US-TEVA-314727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8308222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308222 NON-EXPEDITED N US-TEVA-314728USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8308547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308547 EXPEDITED (15-DAY) N OT US-
WATSON-2011-21588

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY LEVONORGESTREL S ORAL UNK  WATSON
ABORTION SPONTANEOUS UNSPECIFIED INGREDIENT S UNKNOWN UNK  
DRUG INEFFECTIVE  
PREGNANCY ON ORAL CONTRACEPTIVE  
VAGINAL HAEMORRHAGE  

8308592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308592 NON-EXPEDITED N US-TEVA-314729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  
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Detailed Report
8308756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308756 DIRECT N DS 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  

8308842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308842 NON-EXPEDITED N US-TEVA-314699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN TIGHTNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8308860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8308860 NON-EXPEDITED N US-TEVA-314691USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8309027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8309027 NON-EXPEDITED N US-TEVA-314752USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8309069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8309069 NON-EXPEDITED N US-TEVA-314802USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA DEPO-PROVERA S  
ABDOMINAL PAIN LOWER ANTIBIOTIC C  

Page: 9,345 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8309070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8309070 NON-EXPEDITED N US-TEVA-314755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8309089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8309089 NON-EXPEDITED N US-TEVA-314807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2011 8315364 DIRECT N RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  
ABDOMINAL PAIN UPPER  
MOVEMENT DISORDER  
PAIN  
RHEUMATIC FEVER  
SEPSIS  

8282206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2011 8282206 NON-EXPEDITED N US-BAYER-2011-111280 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8310838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2011 8310838 EXPEDITED (15-DAY) N HO US-BAYER-2011-119871 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE UNK, CONT  BAYER
CHEST PAIN  
DYSPNOEA  
MUSCULOSKELETAL PAIN  

8310840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2011 8310840 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-120669 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRADYCARDIA FOETAL MIRENA S TRANSPLACENTAL CONT  BAYER

8112258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8112258 NON-EXPEDITED N OT US-BAYER-2011-075940 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER
LIDOCAINE C 1 %, UNK  

8118939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8118939 NON-EXPEDITED N OT US-BAYER-2011-078099 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE DIFFICULT TO USE  
MEDICAL DEVICE COMPLICATION  
PAIN  
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8136386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8136386 NON-EXPEDITED Y OT LU-BAYER-2011-055843 34 YR Female LUX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8217817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8217817 NON-EXPEDITED N OT US-BAYER-2011-104528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL TENDERNESS  

8240855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8240855 NON-EXPEDITED N US-BAYER-2011-108087 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER

MIRENA S UNK 1 DAY BAYER

8248644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8248644 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-108847 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST ABORTION COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8275038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8275038 EXPEDITED (15-DAY) Y HO,OT BE-BAYER-2011-114903 24 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN NADROPARIN CALCIUM C UNK  
DIARRHOEA SINTROM C UNK  
C-REACTIVE PROTEIN INCREASED  
POLLAKIURIA  

8279844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8279844 EXPEDITED (15-DAY) Y HO DE-BAYER-2011-115257 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER IN SITU MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1579 DAY BAYER
INTRADUCTAL PAPILLOMA OF BREAST  

8290934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8290934 NON-EXPEDITED N US-TEVA-313332USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST PAIN  
NAUSEA  
PAIN IN EXTREMITY  
PELVIC PAIN  

8292128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8292128 NON-EXPEDITED Y US-BAYER-2011-119260 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8299639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8299639 NON-EXPEDITED N OT US-BAYER-2011-119998 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 293 DAY BAYER
DEVICE EXPULSION  

8304722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8304722 NON-EXPEDITED Y US-BAYER-2011-122132 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8311115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311115 EXPEDITED (15-DAY) N OT US-BAYER-2011-121479 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1827 DAY BAYER
DEPRESSION MIRENA S  BAYER
ANGER  
CRYING  
EMOTIONAL DISORDER  
MOOD SWINGS  
PAIN  
SCREAMING  
WEIGHT INCREASED  

8311362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311362 NON-EXPEDITED Y US-BAYER-2011-122881 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8311363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311363 NON-EXPEDITED N US-BAYER-2011-122890 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8311365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311365 NON-EXPEDITED Y US-BAYER-2011-122795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEHYDROEPIANDROSTERONE DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT DECREASED  

8311367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311367 NON-EXPEDITED N US-BAYER-2011-122780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S  BAYER

8311368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311368 NON-EXPEDITED N US-BAYER-2011-122789 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 407 DAY BAYER

VAGINAL CREAM C  

8311369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311369 NON-EXPEDITED N US-BAYER-2011-122786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
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Detailed Report
8311372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311372 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-118247 26 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
Haemorrhage in pregnancy  
PLACENTA PRAEVIA  
PREMATURE LABOUR  

8311374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311374 NON-EXPEDITED Y US-BAYER-2011-122827 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

8311376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311376 NON-EXPEDITED Y US-BAYER-2011-122720 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

MIRENA S  BAYER

8311391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311391 NON-EXPEDITED N US-TEVA-314783USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8311553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311553 NON-EXPEDITED Y US-BAYER-2011-120037 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE PAIN  
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Detailed Report
8311575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311575 NON-EXPEDITED N US-TEVA-314803USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8311581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311581 NON-EXPEDITED Y OT US-BAYER-2011-120795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8311583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311583 NON-EXPEDITED N US-BAYER-2011-122896 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8311584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311584 NON-EXPEDITED Y US-BAYER-2011-123098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8311585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311585 NON-EXPEDITED N US-BAYER-2011-123072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8311586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311586 NON-EXPEDITED N US-BAYER-2011-123165 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8311587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311587 NON-EXPEDITED Y US-BAYER-2011-122900 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8311588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311588 NON-EXPEDITED N US-BAYER-2011-123107 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DIFFICULT TO USE  

8311589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311589 NON-EXPEDITED Y US-BAYER-2011-122897 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8311606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311606 NON-EXPEDITED N US-TEVA-314800USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8311608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311608 NON-EXPEDITED N US-TEVA-314806USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8311672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311672 NON-EXPEDITED Y OT FR-BAYER-2011-120963 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
MENORRHAGIA  

8311674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311674 NON-EXPEDITED Y US-BAYER-2011-122584 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8311676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311676 NON-EXPEDITED Y US-BAYER-2011-122886 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 43 DAY BAYER

8311677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311677 NON-EXPEDITED N US-BAYER-2011-123095 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER

8311678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311678 NON-EXPEDITED Y US-BAYER-2011-122465 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
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8311679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311679 NON-EXPEDITED N US-BAYER-2011-123172 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIRAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
ASTHENIA  
DYSPAREUNIA  
HEADACHE  
MALAISE  
MEDICAL DEVICE PAIN  

8311680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311680 NON-EXPEDITED N US-BAYER-2011-123336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8311693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311693 NON-EXPEDITED N US-BAYER-2011-122496 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK 43 DAY BAYER

8311694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311694 NON-EXPEDITED Y US-BAYER-2011-122573 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8311696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311696 NON-EXPEDITED N US-BAYER-2011-120951 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8311698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311698 NON-EXPEDITED Y US-BAYER-2011-123097 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK UNK, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8311699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311699 NON-EXPEDITED Y OT SE-BAYER-2011-120952 39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER
COMPLICATION OF DEVICE INSERTION  

8311700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311700 NON-EXPEDITED Y US-BAYER-2011-122723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
NAUSEA  
WEIGHT DECREASED  
WEIGHT INCREASED  

8311701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311701 NON-EXPEDITED N US-BAYER-2011-122830 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 170 DAY BAYER
PAIN  
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8311741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311741 NON-EXPEDITED Y OT US-BAYER-2011-121079 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER

8311742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311742 NON-EXPEDITED N US-BAYER-2011-120973 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICAL DEVICE COMPLICATION  
POLYMENORRHOEA  

8311743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311743 NON-EXPEDITED N OT US-BAYER-2011-121089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 113 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8311744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311744 NON-EXPEDITED Y US-BAYER-2011-121216 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8311746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311746 NON-EXPEDITED Y OT US-BAYER-2011-121073 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 376 DAY BAYER
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8311747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311747 NON-EXPEDITED Y OT US-BAYER-2011-120972 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8311750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311750 NON-EXPEDITED N OT DE-BAYER-2011-121461 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8311751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311751 NON-EXPEDITED N OT US-BAYER-2011-121234 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8311766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311766 NON-EXPEDITED N OT US-BAYER-2011-122018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8311768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311768 NON-EXPEDITED Y OT US-BAYER-2011-121940 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER
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8311769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311769 NON-EXPEDITED Y OT US-BAYER-2011-121919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8311770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311770 NON-EXPEDITED N OT US-BAYER-2011-123120 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8311771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311771 NON-EXPEDITED Y OT US-BAYER-2011-121882 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

8311772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311772 NON-EXPEDITED Y OT US-BAYER-2011-121494 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8311775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311775 NON-EXPEDITED Y US-BAYER-2011-122835 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8311778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311778 NON-EXPEDITED N OT US-BAYER-2011-121669 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 9 DAY BAYER
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8311781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311781 NON-EXPEDITED N US-TEVA-314804USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  

8311820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311820 NON-EXPEDITED N US-TEVA-314766USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER CLOMID S  

8311996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8311996 NON-EXPEDITED N OT US-BAYER-2011-122519 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8312150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312150 NON-EXPEDITED N US-TEVA-314938USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
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Detailed Report
8312187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312187 NON-EXPEDITED N US-TEVA-314939USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LORYNA (DROSPIRENONE AND

ETHINYL ESTRADIOL)
C ORAL  

8312300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312300 NON-EXPEDITED N US-TEVA-314962USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8312338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312338 NON-EXPEDITED N US-BAYER-2011-123386 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8312341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312341 NON-EXPEDITED N US-BAYER-2011-123423 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ANXIETY  
BACK PAIN  
FATIGUE  
GINGIVAL BLEEDING  
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Detailed Report
8312369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312369 NON-EXPEDITED N US-TEVA-314986USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ALPRAZOLAM C ORAL 4 Milligram;  
ABDOMINAL PAIN  
BREAST TENDERNESS  

8312400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2011 8312400 NON-EXPEDITED N US-BAYER-2011-123448 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8012257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8012257 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-051779 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE I MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S UNK  BAYER
ZOPICLONE C  
FLUVASTATIN SODIUM C  
EZETIMIBE C  

8254626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8254626 NON-EXPEDITED Y US-BAYER-2011-106653 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT 106 DAY BAYER
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Detailed Report
8264121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8264121 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-111879 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGIOEDEMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
TONGUE OEDEMA  

8269409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8269409 NON-EXPEDITED Y OT US-BAYER-2011-111982 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION MISSED  
DEVICE DISLOCATION  

8274818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8274818 NON-EXPEDITED N US-BAYER-2011-109672 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER

MIRENA S  BAYER
ADVIL C INTRAUTERINE 20 µg/d, CONT  
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Detailed Report
8291128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8291128 EXPEDITED (15-DAY) Y HO,OT GB-ROCHE-1020152 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE LABOUR XOLAIR S SUBCUTANEOUS  
PREMATURE BABY MIRENA S  
RASH VESICULAR VENTOLIN C  
GRAND MAL CONVULSION FEXOFENADINE C  
MENORRHAGIA FLUTICASONE PROPIONATE

\SALMETEROL XINAFOATE
C  

VAGINAL HAEMORRHAGE SLO-PHYLLIN C  
INFERTILITY BAMBUTEROL C  
RASH PAPULAR LAMOTRIGINE C  
MATERNAL EXPOSURE BEFORE PREGNANCY MOMETASONE FUROATE C  
RASH PRURITIC MONTELUKAST SODIUM C  

PREDNISOLONE C  
CALCIUM CARBONATE
\CHOLECALCIFEROL

C  

8310841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8310841 NON-EXPEDITED N OT US-BAYER-2011-121000 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  

8312994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8312994 EXPEDITED (15-DAY) N OT US-BAYER-2011-122311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8312997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8312997 NON-EXPEDITED N US-BAYER-2011-121018 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8313007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313007 NON-EXPEDITED N US-BAYER-2011-123383 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8313008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313008 NON-EXPEDITED N US-BAYER-2011-123466 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8313009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313009 NON-EXPEDITED Y US-BAYER-2011-123377 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S UNK 1825 DAY BAYER

MIRENA S 20 mcg/24hr, CONT 106 DAY BAYER

8313010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313010 NON-EXPEDITED Y US-BAYER-2011-123450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8313011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313011 NON-EXPEDITED Y US-BAYER-2011-123389 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8313012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313012 NON-EXPEDITED N US-BAYER-2011-123458 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 13 DAY BAYER

8313013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313013 NON-EXPEDITED Y US-BAYER-2011-123405 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8313014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313014 NON-EXPEDITED Y OT US-BAYER-2011-122525 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 214 DAY BAYER
DEVICE DISLOCATION  

8313015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313015 NON-EXPEDITED N OT US-BAYER-2011-121557 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL PAIN MIRENA S  BAYER
DEVICE DISLOCATION  
OVARIAN CYST  
UTERINE LEIOMYOMA  

8313017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313017 NON-EXPEDITED Y US-BAYER-2011-123460 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
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Detailed Report
8313018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313018 NON-EXPEDITED Y US-BAYER-2011-123467 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 6 DAY BAYER

8313020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313020 NON-EXPEDITED Y US-BAYER-2011-123512 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 26 DAY BAYER

8313021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313021 NON-EXPEDITED N US-BAYER-2011-123500 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8313023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313023 NON-EXPEDITED N US-BAYER-2011-123471 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  
INCREASED APPETITE  
NAUSEA  
PELVIC PAIN  

8313024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313024 NON-EXPEDITED Y US-BAYER-2011-123496 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 124 DAY BAYER
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Detailed Report
8313025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313025 NON-EXPEDITED Y US-BAYER-2011-123474 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S UNK 131 DAY BAYER

8313026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313026 NON-EXPEDITED Y US-BAYER-2011-123489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S  BAYER

8313027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313027 NON-EXPEDITED N US-BAYER-2011-123523 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8313028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313028 NON-EXPEDITED N US-BAYER-2011-123519 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION MIRENA S UNK  BAYER
EMOTIONAL DISORDER  

8313029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313029 NON-EXPEDITED N US-BAYER-2011-123504 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8313048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313048 NON-EXPEDITED Y US-BAYER-2011-123473 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 544 DAY BAYER

8313157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313157 NON-EXPEDITED N OT US-BAYER-2011-122142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  
ACNE  
VAGINAL HAEMORRHAGE  

8313346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313346 NON-EXPEDITED N US-TEVA-315041USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL XR C ORAL 20 Milligram;  

8313354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313354 NON-EXPEDITED N US-TEVA-315024USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8313475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313475 NON-EXPEDITED N US-TEVA-315034USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8313483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313483 NON-EXPEDITED N US-TEVA-315035USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8313503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313503 NON-EXPEDITED N US-BAYER-2011-123666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8313517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313517 NON-EXPEDITED N US-TEVA-315037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313549 NON-EXPEDITED N US-TEVA-315038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313597 NON-EXPEDITED N OT US-BAYER-2011-122514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8313605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313605 NON-EXPEDITED N US-TEVA-315040USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  
NAUSEA  
PELVIC PAIN  

8313606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313606 NON-EXPEDITED N US-TEVA-315039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313621 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2011311488

27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE NORDETTE S ORAL [0.15 mg levonorgestrel/

0.03 mg ethinyl
estradiol] for 21 days
and pause

 PFIZER

8313683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313683 NON-EXPEDITED N US-TEVA-315089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  
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Detailed Report
8313711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313711 NON-EXPEDITED N US-TEVA-315098USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313736 NON-EXPEDITED N US-TEVA-315112USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313768 NON-EXPEDITED N US-TEVA-315090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313928 EXPEDITED (15-DAY) N OT US-TEVA-314959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313929 NON-EXPEDITED N US-TEVA-315095USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  
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Detailed Report
8313979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8313979 NON-EXPEDITED N US-TEVA-315091USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN VITAMINS NOS C  

8314042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314042 NON-EXPEDITED N US-BAYER-2011-121043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8314060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314060 NON-EXPEDITED N US-TEVA-315093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8314070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314070 NON-EXPEDITED N US-TEVA-315092USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314116 NON-EXPEDITED Y US-BAYER-2011-123785 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

Page: 9,374 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8314119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314119 NON-EXPEDITED N US-TEVA-315156USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN NUVARING C  

ZOLOFT C  

8314137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314137 NON-EXPEDITED N US-TEVA-315120USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314145 NON-EXPEDITED N US-TEVA-315115USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314146 NON-EXPEDITED N US-TEVA-315145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314178 NON-EXPEDITED N US-TEVA-315110USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS NOS C  
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8314321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314321 NON-EXPEDITED N US-TEVA-315144USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ENALAPRIL MALEATE C  
HYDROCHLOROTHIAZIDE C  

8314377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314377 NON-EXPEDITED N US-TEVA-315111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8314389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314389 NON-EXPEDITED N US-TEVA-315160USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314390 NON-EXPEDITED N US-TEVA-315174USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314399 NON-EXPEDITED N US-TEVA-315159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  
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8314417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314417 NON-EXPEDITED N US-TEVA-315155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8314432 NON-EXPEDITED N US-TEVA-315178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2011 8320797 DIRECT N DS 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE DISORDER SEASONIQUE S  
GLARE  
QUALITY OF LIFE DECREASED  
VISION BLURRED  
VISUAL ACUITY REDUCED  

7924031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 7924031 NON-EXPEDITED Y OT US-BAYER-2011-032724 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
MENORRHAGIA  
NAUSEA  
OVARIAN CYST RUPTURED  
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8093192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8093192 NON-EXPEDITED N US-
BAYER-201019689NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIMB INJURY MIRENA S  BAYER

8095303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8095303 NON-EXPEDITED N US-
BAYER-201041253NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER
UTERINE PAIN  

8156531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8156531 NON-EXPEDITED Y OT US-BAYER-2011-085719 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 331 DAY BAYER
DYSMENORRHOEA  

8157277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8157277 NON-EXPEDITED Y US-BAYER-2011-081114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS CLIMARA PRO S TRANSDERMAL UNK  BAYER
INSOMNIA  

8162895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8162895 NON-EXPEDITED Y HO US-BAYER-2011-089434 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
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8173001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8173001 NON-EXPEDITED Y OT US-BAYER-2011-092675 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8177052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8177052 NON-EXPEDITED N OT US-BAYER-2011-094963 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
MUSCLE SPASMS  

8200077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8200077 NON-EXPEDITED Y OT US-BAYER-2011-101770 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 564 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

TRAZODONE HYDROCHLORIDE C ORAL UNK  
PROMETRIUM C ORAL UNK  

8236249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8236249 NON-EXPEDITED N HO,OT US-BAYER-2011-106548 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 953 DAY BAYER

8238327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8238327 NON-EXPEDITED Y OT US-BAYER-2011-107102 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DEVICE EXPULSION  
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Detailed Report
8240888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8240888 NON-EXPEDITED N HO,OT US-BAYER-2011-108518 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 561 DAY BAYER
PAIN IBUPROFEN C ORAL UNK  
ABDOMINAL PAIN  

8268455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8268455 NON-EXPEDITED N US-BAYER-2011-112794 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8295008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8295008 NON-EXPEDITED N US-TEVA-313726USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIARRHOEA  
MENSTRUATION IRREGULAR  

8311692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8311692 NON-EXPEDITED N US-BAYER-2011-123070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
FEELING ABNORMAL  
FEELING JITTERY  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8314773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314773 NON-EXPEDITED N OT US-BAYER-2011-123710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8314774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314774 NON-EXPEDITED Y OT US-BAYER-2011-121946 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8314775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314775 NON-EXPEDITED N OT US-BAYER-2011-121980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SEXUALLY TRANSMITTED DISEASE  

8314777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314777 NON-EXPEDITED Y OT US-BAYER-2011-122028 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 21 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8314791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314791 NON-EXPEDITED N US-BAYER-2011-123989 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8314793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314793 NON-EXPEDITED N US-BAYER-2011-123941 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8314795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314795 NON-EXPEDITED N US-BAYER-2011-123923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8314796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314796 NON-EXPEDITED N US-BAYER-2011-123944 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8314823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314823 NON-EXPEDITED N US-BAYER-2011-123672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 mcg/24hr, CONT 1095 DAY BAYER

8314824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314824 NON-EXPEDITED N US-BAYER-2011-124000 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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8314825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314825 NON-EXPEDITED Y US-BAYER-2011-123998 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8314826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8314826 NON-EXPEDITED N US-BAYER-2011-122151 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8315010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315010 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-122273 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  
EYE MOVEMENT DISORDER  
HEART RATE INCREASED  
MUSCLE SPASMS  

8315033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315033 NON-EXPEDITED N OT US-BAYER-2011-122792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8315036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315036 NON-EXPEDITED N US-TEVA-315200USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8315046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315046 NON-EXPEDITED N US-TEVA-315197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315086 NON-EXPEDITED N US-TEVA-315195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315099 NON-EXPEDITED N US-PFIZER
INC-2011314797

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED DEPO-PROVERA S UNK  PFIZER

DEPO-PROVERA S  PFIZER
LEVONORGESTREL S  

8315208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315208 NON-EXPEDITED N US-TEVA-315184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8315278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315278 NON-EXPEDITED N US-TEVA-315219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
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8315295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315295 EXPEDITED (15-DAY) Y OT US-BAYER-2011-121929 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL HAEMORRHAGE  

8315339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315339 NON-EXPEDITED N US-TEVA-315283USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8315392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315392 NON-EXPEDITED N US-TEVA-315273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315466 NON-EXPEDITED N US-TEVA-315218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315572 NON-EXPEDITED N US-TEVA-315206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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8315602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315602 NON-EXPEDITED N US-TEVA-315264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8315668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315668 NON-EXPEDITED N US-TEVA-315270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL HAEMORRHAGE  

8315700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315700 NON-EXPEDITED N US-BAYER-2011-122474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8315736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315736 NON-EXPEDITED N US-TEVA-315267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315866 NON-EXPEDITED N US-TEVA-315325USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8315894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315894 NON-EXPEDITED N US-TEVA-315329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8315991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315991 NON-EXPEDITED N US-TEVA-315326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8315998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8315998 NON-EXPEDITED N US-TEVA-315315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
SWELLING FACE  

8316011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8316011 NON-EXPEDITED N US-TEVA-315313USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8316020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8316020 NON-EXPEDITED N US-TEVA-315339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
SWELLING FACE  
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Detailed Report
8316054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8316054 NON-EXPEDITED N US-TEVA-315357USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8316071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2011 8316071 NON-EXPEDITED N US-TEVA-315348USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8133756 NON-EXPEDITED N US-BAYER-2011-084949 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
CRYING  
DEPRESSION  
FEELING OF DESPAIR  
POST PROCEDURAL DISCOMFORT  

8156708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8156708 NON-EXPEDITED Y US-BAYER-2011-088751 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL MIRENA S  BAYER
BREAST ENLARGEMENT  
BREAST PAIN  
NAUSEA  
UNEVALUABLE EVENT  
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Detailed Report
8156811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8156811 NON-EXPEDITED N US-BAYER-2011-089433 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISTURBANCE IN ATTENTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
DEPRESSION  
FATIGUE  
HYPOAESTHESIA  
VISUAL ACUITY REDUCED  
VISUAL IMPAIRMENT  

8171485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8171485 NON-EXPEDITED N US-BAYER-2011-084959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR CLIMARA PRO S TRANSDERMAL UNK  BAYER
DIZZINESS  
HEADACHE  

8270296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8270296 NON-EXPEDITED Y US-BAYER-2011-113893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK  BAYER
RASH  

8272417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8272417 NON-EXPEDITED N OT US-BAYER-2011-113776 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
8290791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8290791 NON-EXPEDITED Y OT US-BAYER-2011-119479 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER
ABDOMINAL PAIN  
HEADACHE  
HOT FLUSH  
MOOD ALTERED  
NIGHT SWEATS  
PREMENSTRUAL SYNDROME  
VAGINAL DISCHARGE  

8305496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8305496 NON-EXPEDITED N US-BAYER-2011-119295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER

8316566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316566 NON-EXPEDITED N US-TEVA-315383USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8316735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316735 NON-EXPEDITED N US-TEVA-315274USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PRILOSEC C  

VAGINAL HAEMORRHAGE AMBIEN C  
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Detailed Report
8316768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316768 NON-EXPEDITED Y US-BAYER-2011-124324 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8316769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316769 NON-EXPEDITED Y US-BAYER-2011-124289 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER

8316770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316770 NON-EXPEDITED N US-BAYER-2011-124313 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8316775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316775 NON-EXPEDITED N US-BAYER-2011-124371 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 137 DAY BAYER

8316781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316781 NON-EXPEDITED N US-TEVA-315405USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA KLONOPIN C ORAL  

TRAZODONE HYDROCHLORIDE C ORAL  
PERCOCET C ORAL  
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Detailed Report
8316788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316788 NON-EXPEDITED N US-BAYER-2011-124297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8316806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316806 NON-EXPEDITED Y US-BAYER-2011-124230 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8316808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316808 NON-EXPEDITED N US-BAYER-2011-124234 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

MIRENA S  BAYER

8316809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316809 NON-EXPEDITED N US-BAYER-2011-124285 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 301 DAY BAYER

8316810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316810 NON-EXPEDITED N US-BAYER-2011-124243 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8316811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316811 NON-EXPEDITED Y US-BAYER-2011-124256 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S UNK 1 DAY BAYER
MIRENA S UNK  BAYER

8316815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316815 NON-EXPEDITED N US-BAYER-2011-124283 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
VAGINAL DISCHARGE  
VITAMIN D DECREASED  

8316816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316816 NON-EXPEDITED N US-BAYER-2011-124105 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  

8316817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316817 NON-EXPEDITED Y US-BAYER-2011-124244 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 84 DAY BAYER

8316818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316818 NON-EXPEDITED Y US-BAYER-2011-124226 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8316819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316819 NON-EXPEDITED Y US-BAYER-2011-124236 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 51 DAY BAYER

8316821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316821 NON-EXPEDITED N US-BAYER-2011-124001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8316822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316822 NON-EXPEDITED N US-BAYER-2011-124270 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 285 DAY BAYER

MIRENA S  BAYER

8316843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316843 NON-EXPEDITED N US-BAYER-2011-123073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8316845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316845 NON-EXPEDITED N OT US-BAYER-2011-123100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
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Detailed Report
8316846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316846 NON-EXPEDITED Y OT US-BAYER-2011-123081 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
METRORRHAGIA  

8316847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316847 NON-EXPEDITED N OT US-BAYER-2011-122749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
EAR DISCOMFORT  
MEDICAL DEVICE DISCOMFORT  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8316848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316848 NON-EXPEDITED Y US-BAYER-2011-123392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8316849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316849 NON-EXPEDITED N OT US-BAYER-2011-123164 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PELVIC INFLAMMATORY DISEASE  
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Detailed Report
8316852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316852 NON-EXPEDITED Y OT US-BAYER-2011-123077 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8316865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316865 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-122685 32 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PERITONEAL PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8316866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316866 EXPEDITED (15-DAY) Y HO,OT GB-BAYER-2011-122993 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE XOLAIR S SUBCUTANEOUS 375 mg, Q2WK  
GRAND MAL CONVULSION BAMBUTEROL C 20 mg, QD  
INFERTILITY CALCIUM CARBONATE C 2 DF, QD  
PREGNANCY WITH CONTRACEPTIVE DEVICE FEXOFENADINE C ORAL 180 mg, QD  
THREATENED LABOUR LAMOTRIGINE C 75 mg, BID  
PRURITUS MOMETASONE FUROATE C NASAL 2 DF, UNK  
RASH VESICULAR MONTELUKAST C 10 mg, QD  
PREMATURE LABOUR PREDNISOLONE C 17.5 mg, UNK  

FLUTICASONE PROPIONATE
\SALMETEROL XINAFOATE

C 500 µg, UNK  

SLO-PHYLLIN C 400 mg, BID  
VENTOLIN C 100 µg, UNK  
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Detailed Report
8316947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316947 NON-EXPEDITED N US-TEVA-315355USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8316948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316948 NON-EXPEDITED N US-TEVA-315378USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8316975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8316975 NON-EXPEDITED N US-TEVA-315380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8317002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317002 NON-EXPEDITED N US-TEVA-315341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LIVE BIRTH  

8317122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317122 DIRECT Y DE 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIO-RESPIRATORY ARREST LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  

Page: 9,397 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8317155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317155 DIRECT N HO,CA,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 1  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH IMPLANT CONTRACEPTIVE  

8317177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317177 DIRECT N HO,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 52 mg  levonorgestrel.  
ABDOMINAL PAIN  
MUSCLE SPASMS  
UTERINE PERFORATION  

8317233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317233 NON-EXPEDITED N US-TEVA-315370USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8317267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2011 8317267 NON-EXPEDITED N US-TEVA-315411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
7989203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2012 7989203 NON-EXPEDITED Y US-BAYER-2010-008163 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

7605014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 7605014 NON-EXPEDITED N US-
BAYER-201031584NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

8041897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8041897 NON-EXPEDITED Y OT US-BAYER-2011-059446 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8041904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8041904 NON-EXPEDITED N OT US-BAYER-2011-059448 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 95 DAY BAYER

8060037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8060037 NON-EXPEDITED Y OT US-BAYER-2011-065337 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE DEPLOYMENT ISSUE MIRENA S UNK  BAYER
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8140623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8140623 NON-EXPEDITED Y OT US-BAYER-2011-082703 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 481 DAY BAYER
DEVICE DIFFICULT TO USE  

8157319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8157319 NON-EXPEDITED Y OT US-BAYER-2011-086617 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER

8165520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8165520 NON-EXPEDITED Y US-BAYER-2011-092046 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 251 DAY BAYER

8180628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8180628 NON-EXPEDITED N OT US-BAYER-2011-095586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8194212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8194212 NON-EXPEDITED Y OT US-BAYER-2011-097738 37 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  
UTERINE HAEMORRHAGE  
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Detailed Report
8194234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8194234 NON-EXPEDITED Y US-BAYER-2011-099158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8194291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8194291 NON-EXPEDITED N OT US-BAYER-2011-099008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, UNK 43 DAY BAYER
DEVICE DISLOCATION MIRENA S UNK  BAYER

MIRENA S UNK  BAYER
NUVARING C  

8200042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8200042 NON-EXPEDITED Y OT US-BAYER-2011-100282 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
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Detailed Report
8224917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8224917 EXPEDITED (15-DAY) N OT GB-BAYER-2011-106010 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AFFECT LABILITY  
ALOPECIA  
BACK PAIN  
BARTHOLIN'S CYST  
BURNING SENSATION  
CHEST PAIN  
COITAL BLEEDING  
DEPRESSED MOOD  
DRUG HYPERSENSITIVITY  
DYSPEPSIA  
ERYTHEMA  
FATIGUE  
FEELING ABNORMAL  
GROIN PAIN  
HEADACHE  
PAINFUL RESPIRATION  
PELVIC PAIN  
PRURITUS  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  

8236048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8236048 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-107700 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 9,402 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8236203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8236203 NON-EXPEDITED Y OT US-BAYER-2011-106202 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8236855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8236855 NON-EXPEDITED Y US-BAYER-2011-100104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
EMOTIONAL DISTRESS  

8237893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8237893 EXPEDITED (15-DAY) Y OT US-BAYER-2011-108120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID ADENOMA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
THYROID CANCER  

8239216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8239216 NON-EXPEDITED N OT US-BAYER-2011-108047 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 43 DAY BAYER

8240839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8240839 NON-EXPEDITED N US-BAYER-2011-104750 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HERPES VIRUS INFECTION  
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Detailed Report
8243837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8243837 EXPEDITED (15-DAY) N OT US-BAYER-2011-108785 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
CEREBROVASCULAR ACCIDENT  
LOSS OF CONSCIOUSNESS  

8248569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8248569 NON-EXPEDITED Y OT US-BAYER-2011-103485 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
DEVICE COMPONENT ISSUE  
DEVICE DISLOCATION  

8269442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8269442 NON-EXPEDITED Y OT US-BAYER-2011-112181 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 5 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  
PRODUCT SHAPE ISSUE  

8269497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8269497 NON-EXPEDITED Y OT US-BAYER-2011-112595 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT  
PROCEDURAL PAIN  
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8275035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8275035 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-115107 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LEUKOCYTOCLASTIC VASCULITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
ARTHRALGIA  
RASH MACULAR  

8275979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8275979 NON-EXPEDITED Y US-BAYER-2011-109848 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
MENORRHAGIA  

8282298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8282298 NON-EXPEDITED Y OT US-BAYER-2011-115785 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8290277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8290277 NON-EXPEDITED N OT US-BAYER-2011-116714 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
DEVICE BREAKAGE  
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Detailed Report
8294992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8294992 NON-EXPEDITED N US-TEVA-313745USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8299179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8299179 NON-EXPEDITED N OT US-BAYER-2011-119004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 285 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8307601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8307601 EXPEDITED (15-DAY) N OT NO-BAYER-2011-119845 39 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
PRESYNCOPE  

8318051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318051 NON-EXPEDITED N US-TEVA-315413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8318061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318061 NON-EXPEDITED N US-TEVA-315412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8318075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318075 NON-EXPEDITED N US-TEVA-315404USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8318127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318127 NON-EXPEDITED N OT US-BAYER-2011-123508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER

8318128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318128 NON-EXPEDITED N US-BAYER-2011-121988 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
PREGNANCY  

8318256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318256 NON-EXPEDITED N OT US-BAYER-2011-122766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
MASS  
MOOD SWINGS  
VAGINAL INFLAMMATION  
VULVOVAGINAL PAIN  
VULVOVAGINAL SWELLING  
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Detailed Report
8318263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318263 NON-EXPEDITED N US-TEVA-315406USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8318364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318364 NON-EXPEDITED N US-TEVA-315407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8318365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318365 EXPEDITED (15-DAY) N OT GB-BAYER-2011-122994 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
ABDOMINAL PAIN UPPER  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE DISCOMFORT  
NECK PAIN  
URINARY TRACT INFECTION  

8318495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318495 NON-EXPEDITED N US-TEVA-315408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
NAUSEA  
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Detailed Report
8318523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318523 NON-EXPEDITED N OT US-BAYER-2011-122430 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER

8318533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318533 NON-EXPEDITED N US-TEVA-315409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR HYDROXYCHLOROQUINE C  

8318653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318653 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-123671 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE UNK  BAYER
MALAISE STRONTIUM RANELATE S ORAL 2 g, QD 365 DAY
VERTIGO PREDNISOLONE C ORAL 15 mg, QD  
ASTHENIA METHOTREXATE C ORAL 10 mg, OW  
URINARY INCONTINENCE FOLIC ACID C ORAL UNK  
FAECAL INCONTINENCE AMITRIPTYLINE

HYDROCHLORIDE
C ORAL 8 DF, HS 730 DAY

INSOMNIA NEXIUM C ORAL 20 mg, UNK  
HYPOTONIA  
PALPITATIONS  
VISION BLURRED  

8318816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318816 DIRECT Y HO,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS INTERSTITIAL MIRENA S INTRAUTERINE  
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Detailed Report
8318928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318928 EXPEDITED (15-DAY) N OT DE-PFIZER
INC-2011315769

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE THYROIDITIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S  PFIZER

8318998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8318998 NON-EXPEDITED N US-TEVA-315414USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LISINOPRIL C  
MENSTRUATION DELAYED HYDROCHLOROTHIAZIDE C  
BREAST PAIN  
HEADACHE  

8319281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319281 NON-EXPEDITED N US-TEVA-315613USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FREQUENT BOWEL MOVEMENTS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8319302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319302 NON-EXPEDITED N US-TEVA-315651USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA WELLBUTRIN C  
MENSTRUATION IRREGULAR  
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Detailed Report
8319498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319498 NON-EXPEDITED N US-TEVA-315573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8319660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319660 NON-EXPEDITED N US-TEVA-315580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8319688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319688 NON-EXPEDITED N US-TEVA-315663USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8319858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319858 NON-EXPEDITED N OT US-BAYER-2011-123454 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8319886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2012 8319886 NON-EXPEDITED Y OT NO-BAYER-2011-117044 39 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
DEVICE DISLOCATION  
HEADACHE  
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Detailed Report
6962118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 6962118 NON-EXPEDITED Y OT US-
BAYER-200916927NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS 768 DAY BAYER
NAUSEA ZOLOFT C ORAL 50 MG/DAY  
DEVICE DISLOCATION XANAX C ORAL 0.5 mg (Daily Dose), ,

oral
 

COMPLICATION OF DEVICE REMOVAL  
HAEMORRHAGE  
MALAISE  
POSTPARTUM HAEMORRHAGE  

7407984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 7407984 NON-EXPEDITED Y OT US-
BAYER-201023703NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
ABORTION MISSED  
BACK PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7938057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 7938057 NON-EXPEDITED Y OT BE-BAYER-2011-036557 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 2228 DAY BAYER
GRANULOMA  
PRODUCT SHAPE ISSUE  
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Detailed Report
8130337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8130337 NON-EXPEDITED N OT US-BAYER-2011-080923 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 134 DAY BAYER
DYSPAREUNIA  

8138381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8138381 NON-EXPEDITED Y OT US-BAYER-2011-082518 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
ABORTION MISSED MIRENA S UNK  BAYER
AMENORRHOEA  
DEVICE EXPULSION  
MENORRHAGIA  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  

8143344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8143344 NON-EXPEDITED Y OT US-BAYER-2011-084625 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

CARBOCAINE C 35CC  
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Detailed Report
8156664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8156664 NON-EXPEDITED N OT US-BAYER-2011-088280 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
ABDOMINAL DISCOMFORT  
BREAST ENLARGEMENT  
CONSTIPATION  
DIZZINESS  
DYSSTASIA  
FEELING ABNORMAL  
HEADACHE  
IRRITABILITY  
LOSS OF LIBIDO  
MOOD SWINGS  
UTERINE PAIN  
WEIGHT INCREASED  

8174070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8174070 NON-EXPEDITED Y OT US-BAYER-2011-092911 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 150 DAY BAYER
MENOMETRORRHAGIA MIRENA S  BAYER
DYSMENORRHOEA MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
8178692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8178692 NON-EXPEDITED Y OT US-BAYER-2011-094504 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1207 DAY BAYER
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

DEXTROAMPHETAMINE C ORAL Daily dose 10 mg  

HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  

8180715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8180715 NON-EXPEDITED N OT US-BAYER-2011-093606 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION MIRENA S UNK  BAYER

8181366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8181366 NON-EXPEDITED Y OT US-BAYER-2011-098128 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE BREAKAGE  
MEDICAL DEVICE COMPLICATION  

8202803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8202803 NON-EXPEDITED Y OT US-BAYER-2011-102682 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8217159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8217159 NON-EXPEDITED N OT US-BAYER-2011-105119 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  

8246394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8246394 NON-EXPEDITED N OT US-BAYER-2011-108523 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 145 DAY BAYER

8269396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8269396 NON-EXPEDITED N OT US-BAYER-2011-112068 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER
MENOMETRORRHAGIA MIRENA S  BAYER

8271348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8271348 NON-EXPEDITED N OT US-BAYER-2011-112631 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INFECTION  

8293979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8293979 NON-EXPEDITED N US-TEVA-313661USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8311487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8311487 NON-EXPEDITED N US-BAYER-2011-122831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLIMARA PRO S  BAYER

8320410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320410 NON-EXPEDITED N US-BAYER-2012-000439 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8320423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320423 NON-EXPEDITED N US-TEVA-315628USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320424 NON-EXPEDITED N US-TEVA-315616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8320458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320458 NON-EXPEDITED N US-TEVA-315596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8320518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320518 NON-EXPEDITED N US-TEVA-315568USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8320527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320527 NON-EXPEDITED N US-TEVA-315620USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8320542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320542 NON-EXPEDITED Y HO US-BAYER-2011-122797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8320544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320544 NON-EXPEDITED N OT US-BAYER-2011-122788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  

8320549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320549 NON-EXPEDITED N US-TEVA-315656USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8320564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320564 NON-EXPEDITED N US-TEVA-315664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8320583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320583 NON-EXPEDITED N US-TEVA-315681USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320649 NON-EXPEDITED N US-TEVA-315702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320656 NON-EXPEDITED Y OT US-BAYER-2011-124125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320657 NON-EXPEDITED Y OT US-BAYER-2011-124100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 61 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8320658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320658 NON-EXPEDITED Y OT US-BAYER-2011-124109 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320678 NON-EXPEDITED N US-TEVA-315708USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8320686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320686 NON-EXPEDITED N US-BAYER-2011-123513 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S 20 mcg/24hr, CONT  BAYER
ACNE MIRENA S 20 mcg/24hr, CONT  BAYER
MIGRAINE  

8320687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320687 NON-EXPEDITED Y OT US-BAYER-2011-123678 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
GENITAL HAEMORRHAGE  

8320688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320688 NON-EXPEDITED Y OT US-BAYER-2011-123514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8320738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320738 NON-EXPEDITED N US-TEVA-315710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320756 NON-EXPEDITED N OT US-BAYER-2012-000524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICITIS MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8320757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320757 NON-EXPEDITED Y US-BAYER-2012-000520 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 275 DAY BAYER

8320758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320758 NON-EXPEDITED N US-BAYER-2012-000521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

8320760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320760 NON-EXPEDITED N US-BAYER-2012-000495 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8320762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320762 NON-EXPEDITED Y US-BAYER-2012-000509 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8320771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320771 NON-EXPEDITED N US-TEVA-315712USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320830 NON-EXPEDITED N US-TEVA-315714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8320888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320888 NON-EXPEDITED Y OT US-BAYER-2012-000473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  
VAGINAL ODOUR  

8320894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320894 NON-EXPEDITED N US-TEVA-315767USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8320902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320902 NON-EXPEDITED N US-TEVA-315717USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320913 NON-EXPEDITED N OT US-BAYER-2012-000112 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8320916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320916 NON-EXPEDITED Y US-BAYER-2012-000286 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

Page: 9,422 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8320917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320917 NON-EXPEDITED N OT US-BAYER-2011-124558 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8320919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320919 NON-EXPEDITED Y US-BAYER-2012-000123 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK, UNK  BAYER

8320920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320920 NON-EXPEDITED N US-BAYER-2011-124616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S  BAYER

8320921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320921 NON-EXPEDITED N OT US-BAYER-2011-124612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320922 NON-EXPEDITED N US-BAYER-2011-124601 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S 20 mcg/24hr, CONT (1

unit)
 BAYER

ABDOMINAL PAIN  
VAGINAL DISCHARGE  
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Detailed Report
8320923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320923 NON-EXPEDITED Y US-BAYER-2011-124552 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 157 DAY BAYER

8320925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320925 NON-EXPEDITED N US-BAYER-2011-124580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320927 NON-EXPEDITED Y US-BAYER-2012-000119 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 83 DAY BAYER

8320930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320930 NON-EXPEDITED N US-BAYER-2012-000684 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320932 NON-EXPEDITED N US-BAYER-2011-124619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
NAUSEA  

8320939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320939 NON-EXPEDITED Y US-BAYER-2011-124489 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S  BAYER
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Detailed Report
8320940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320940 NON-EXPEDITED N OT US-BAYER-2011-124493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320941 NON-EXPEDITED N US-BAYER-2011-124595 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
EMOTIONAL DISORDER  

8320943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320943 NON-EXPEDITED N OT US-BAYER-2011-124481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8320955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320955 NON-EXPEDITED N US-BAYER-2011-124453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER
VAGINAL DISCHARGE  
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Detailed Report
8320956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320956 NON-EXPEDITED Y US-BAYER-2011-124456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEPRESSION  
DYSPAREUNIA  
MOOD SWINGS  
PALPITATIONS  
PANIC ATTACK  

8320959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320959 NON-EXPEDITED N US-TEVA-315685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320982 NON-EXPEDITED N US-TEVA-315757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320987 NON-EXPEDITED N US-TEVA-315707USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8320994 NON-EXPEDITED N US-TEVA-315701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8321033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321033 NON-EXPEDITED N US-BAYER-2011-124446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8321045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321045 NON-EXPEDITED N US-TEVA-315722USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFLAMMATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL PRURITUS  

8321046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321046 NON-EXPEDITED N US-TEVA-315764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8321049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321049 NON-EXPEDITED N OT US-BAYER-2011-124123 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8321052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321052 NON-EXPEDITED N OT US-BAYER-2011-124440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8321053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321053 NON-EXPEDITED N US-BAYER-2011-124002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

ANTIBIOTICS C UNK  

8321054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321054 NON-EXPEDITED N OT US-BAYER-2011-124263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8321055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321055 NON-EXPEDITED N US-BAYER-2011-124445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8321064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321064 NON-EXPEDITED N US-TEVA-315720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8321126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321126 NON-EXPEDITED N US-TEVA-315721USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA CHOLESTYRAMINE C  
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Detailed Report
8321155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321155 NON-EXPEDITED Y US-BAYER-2012-000688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8321156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321156 NON-EXPEDITED N US-BAYER-2012-000673 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8321157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321157 NON-EXPEDITED N US-BAYER-2012-000707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8321158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321158 NON-EXPEDITED Y US-BAYER-2012-000794 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8321159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321159 NON-EXPEDITED N US-BAYER-2012-000730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8321161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321161 NON-EXPEDITED Y OT US-BAYER-2012-000523 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg/d 63 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8321162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321162 NON-EXPEDITED N US-BAYER-2012-000710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8321163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321163 NON-EXPEDITED Y US-BAYER-2012-000751 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 427 DAY BAYER

8321164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321164 NON-EXPEDITED N US-BAYER-2012-000721 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8321178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321178 NON-EXPEDITED N OT US-BAYER-2012-000513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8321186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321186 NON-EXPEDITED N US-TEVA-315795USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8321314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321314 NON-EXPEDITED N US-TEVA-315864USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OROPHARYNGEAL PAIN  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  

8321508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321508 NON-EXPEDITED N US-TEVA-315719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8321588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321588 NON-EXPEDITED N US-TEVA-315854USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8321610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321610 NON-EXPEDITED N US-TEVA-315865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8321661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321661 NON-EXPEDITED N US-TEVA-315836USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8321672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321672 NON-EXPEDITED Y US-BAYER-2012-000842 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER

8321729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321729 NON-EXPEDITED N US-TEVA-315803USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8321751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321751 NON-EXPEDITED N US-TEVA-315793USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8321766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321766 NON-EXPEDITED N US-TEVA-315771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8321787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2012 8321787 NON-EXPEDITED N US-TEVA-315765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8235347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8235347 EXPEDITED (15-DAY) Y DS GB-BAYER-2011-079112 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8248960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8248960 NON-EXPEDITED N US-TEVA-309629USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8286793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8286793 NON-EXPEDITED N US-TEVA-313119USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8290533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8290533 NON-EXPEDITED N US-TEVA-313259USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8303874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8303874 NON-EXPEDITED N US-
BAYER-201011497NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ZITHROMAX C  

8313134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8313134 EXPEDITED (15-DAY) Y OT DK-BAYER-2011-121449 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD BILIRUBIN UNCONJUGATED
INCREASED

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8322143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322143 NON-EXPEDITED N OT US-BAYER-2012-000923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8322145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322145 NON-EXPEDITED N US-BAYER-2012-000679 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 457 DAY BAYER

8322146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322146 NON-EXPEDITED N OT US-BAYER-2012-000681 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 19 DAY BAYER
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Detailed Report
8322149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322149 NON-EXPEDITED Y OT US-BAYER-2012-000702 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
ABDOMINAL PAIN  
HAEMORRHAGIC OVARIAN CYST  
PELVIC PAIN  

8322150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322150 NON-EXPEDITED Y OT US-BAYER-2012-000903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8322152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322152 NON-EXPEDITED N OT US-BAYER-2012-000689 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8322153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322153 NON-EXPEDITED Y US-BAYER-2012-000517 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8322157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322157 NON-EXPEDITED N OT US-BAYER-2012-000913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8322158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322158 NON-EXPEDITED N US-BAYER-2012-000919 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 179 DAY BAYER
DEVICE EXPULSION  

8322162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322162 NON-EXPEDITED Y US-BAYER-2012-000884 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 284 DAY BAYER

8322163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322163 NON-EXPEDITED N US-BAYER-2012-000881 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8322243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322243 NON-EXPEDITED N OT US-BAYER-2012-000791 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 104 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8322245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322245 NON-EXPEDITED N OT US-BAYER-2012-000852 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8322313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322313 NON-EXPEDITED N US-TEVA-315880USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SKIN BURNING SENSATION  

8322380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322380 EXPEDITED (15-DAY) N OT US-BAYER-2011-124607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 30 mcg/24hr, CONT  BAYER
ANXIETY  
PANIC REACTION  

8322383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322383 NON-EXPEDITED N US-TEVA-315883USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KEPPRA C ORAL 1500 Milligram;  
ZONEGRAN C ORAL  
IMITREX C ORAL  

8322415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322415 EXPEDITED (15-DAY) N OT US-BAYER-2011-124606 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S UNK UNK, CONT  BAYER
ANXIETY  
PANIC REACTION  
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Detailed Report
8322502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322502 NON-EXPEDITED N US-TEVA-315912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8322523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322523 NON-EXPEDITED N US-TEVA-315892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8322668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322668 NON-EXPEDITED N US-TEVA-315904USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8322676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322676 NON-EXPEDITED N US-TEVA-315920USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8322679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322679 NON-EXPEDITED N US-TEVA-315881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8322700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322700 NON-EXPEDITED N US-TEVA-315916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C  
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Detailed Report
8322710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322710 NON-EXPEDITED N US-TEVA-316017USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8322830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8322830 NON-EXPEDITED N US-TEVA-315903USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8323194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323194 NON-EXPEDITED N US-TEVA-315884USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8323236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323236 NON-EXPEDITED N US-BAYER-2012-001104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8323237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323237 NON-EXPEDITED N US-BAYER-2012-000932 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8323283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323283 NON-EXPEDITED N US-BAYER-2012-001126 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

MIRENA S UNK 1 DAY BAYER

8323284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323284 NON-EXPEDITED N US-BAYER-2012-001110 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8323285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323285 NON-EXPEDITED N US-BAYER-2012-001116 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8323290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323290 NON-EXPEDITED N US-TEVA-315906USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8323334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323334 NON-EXPEDITED N US-TEVA-315952USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8323375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323375 NON-EXPEDITED N US-TEVA-315983USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8323376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323376 NON-EXPEDITED N US-TEVA-315987USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8323426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323426 NON-EXPEDITED N US-TEVA-316046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8323438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8323438 NON-EXPEDITED N US-TEVA-316029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2012 8324148 EXPEDITED (15-DAY) N OT US-
WATSON-2011-22400

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL UNK 1 DAY WATSON
DRUG INEFFECTIVE  
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Detailed Report
6362991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 6362991 EXPEDITED (15-DAY) Y HO,OT US-BAYER-
US-2007-026236

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
BEDRIDDEN  
COITAL BLEEDING  
CYSTITIS  
DEVICE DISLOCATION  
DYSURIA  
KIDNEY INFECTION  
NAUSEA  
PAIN  
PRODUCT SHAPE ISSUE  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
VOMITING  

8022811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8022811 NON-EXPEDITED Y HO,OT US-BAYER-2011-054950 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT 1150 DAY BAYER
PELVIC PAIN  

8080138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8080138 EXPEDITED (15-DAY) N OT US-BAYER-2011-054263 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
INFERTILITY FEMALE  
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Detailed Report
8129358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8129358 NON-EXPEDITED N US-BAYER-2011-039504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
PAIN  
VAGINAL HAEMORRHAGE  

8192023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8192023 NON-EXPEDITED N US-BAYER-2011-097615 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 281 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

CELEXA C ORAL 40 mg, UNK  

8200082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8200082 NON-EXPEDITED Y HO US-BAYER-2011-102672 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE HURRICANE GEL AND SPRAY C TOPICAL UNK  
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Detailed Report
8216473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8216473 NON-EXPEDITED N OT US-BAYER-2011-103878 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 406 DAY BAYER
FATIGUE LISINOPRIL C UNK  
ABORTION MISSED  
ADNEXA UTERI CYST  
BREAST DISORDER  
DEVICE EXPULSION  
HEADACHE  
HYPOMENORRHOEA  
LIBIDO INCREASED  
PAIN  
POST PROCEDURAL HAEMORRHAGE  

8216478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8216478 NON-EXPEDITED N OT US-BAYER-2011-104068 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 96 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
PAIN  
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Detailed Report
8264039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8264039 EXPEDITED (15-DAY) Y OT CH-PFIZER
INC-2011286515

42 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION ZOLOFT S UNK  PFIZER
HEADACHE ALITRETINOIN S ORAL 30 mg, 1x/day  
DIZZINESS MIRENA S INTRAUTERINE UNK  
DRUG INTERACTION LAMICTAL S ORAL UNK  

CLOBAZAM S ORAL UNK  
TRILEPTAL S ORAL UNK  
TOPAMAX S ORAL UNK  
CHLORDIAZEPOXIDE S UNK  

8269399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8269399 NON-EXPEDITED Y OT US-BAYER-2011-112070 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8279848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8279848 EXPEDITED (15-DAY) N CA-BAYER-2011-114476 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ADNEXA UTERI PAIN  
BLADDER DISORDER  
CYST  
DARK CIRCLES UNDER EYES  
DIZZINESS  
HAEMOGLOBIN INCREASED  
NAUSEA  
NERVOUSNESS  
SERUM FERRITIN INCREASED  

8292092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8292092 NON-EXPEDITED Y OT US-BAYER-2011-116949 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 1825 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 42 DAY BAYER
UTERINE SPASM  

8294596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8294596 NON-EXPEDITED N US-TEVA-313705USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PAPULE  
PRURITUS  
SKIN BURNING SENSATION  

Page: 9,446 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8295060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8295060 NON-EXPEDITED N US-TEVA-313719USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHEST DISCOMFORT ORTHO TRI CYCLEN C  
ABDOMINAL PAIN METHADONE HYDROCHLORIDE C ORAL 80 Milligram;  
DIARRHOEA LANSOPRAZOLE C ORAL 30 Milligram;  

8301806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8301806 NON-EXPEDITED N US-TEVA-314106USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8303213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8303213 NON-EXPEDITED N US-TEVA-314327USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8303301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8303301 NON-EXPEDITED N US-TEVA-314316USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8311695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8311695 NON-EXPEDITED N US-BAYER-2011-122725 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 386 DAY BAYER
CHEST DISCOMFORT  
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8316850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8316850 NON-EXPEDITED N US-BAYER-2011-122893 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8318582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8318582 NON-EXPEDITED N US-TEVA-315410USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8320924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8320924 NON-EXPEDITED Y US-BAYER-2012-000325 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8321643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8321643 NON-EXPEDITED N US-TEVA-315843USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
DYSMENORRHOEA  
HEADACHE  
VOMITING  
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8322783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8322783 NON-EXPEDITED N US-TEVA-315907USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OVARIAN CYST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LEVONORGESTREL S ORAL 1.5 Milligram;  

8324543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324543 NON-EXPEDITED N US-BAYER-2012-001298 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8324546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324546 NON-EXPEDITED N US-BAYER-2012-001295 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S  BAYER

8324547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324547 NON-EXPEDITED Y US-BAYER-2012-001117 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8324593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324593 NON-EXPEDITED N US-TEVA-316027USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

Page: 9,449 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8324634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324634 NON-EXPEDITED N US-TEVA-316022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324694 NON-EXPEDITED N US-TEVA-315995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324729 NON-EXPEDITED N US-TEVA-315988USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324803 NON-EXPEDITED N US-TEVA-315953USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324858 NON-EXPEDITED N US-TEVA-316082USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

8324908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324908 NON-EXPEDITED N US-TEVA-316084USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN VITAMINS NOS C  
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8324909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324909 NON-EXPEDITED N US-TEVA-316079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324915 EXPEDITED (15-DAY) N OT US-BAYER-2012-000797 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
URINARY TRACT INFECTION  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PRURITUS  

8324969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324969 NON-EXPEDITED N US-TEVA-316127USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8324975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324975 NON-EXPEDITED N US-BAYER-2012-001334 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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8324978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324978 NON-EXPEDITED N OT US-BAYER-2012-000898 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ACNE  
AMENORRHOEA  
BREAST DISCHARGE  
BREAST ENGORGEMENT  
DIZZINESS  
FEELING ABNORMAL  
HEADACHE  
INFECTION  
MENSTRUAL DISORDER  
NAUSEA  
TOOTH DISORDER  
VOMITING  

8324979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324979 NON-EXPEDITED N OT US-BAYER-2012-000834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
BREAST MASS  
BREAST PAIN  
MENSTRUATION DELAYED  
OVARIAN CYST RUPTURED  
UTERINE PAIN  
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8324981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324981 NON-EXPEDITED N US-TEVA-316078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8324987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8324987 NON-EXPEDITED N OT US-BAYER-2012-000922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8325036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325036 NON-EXPEDITED N US-TEVA-316077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325052 NON-EXPEDITED N US-TEVA-316076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325095 NON-EXPEDITED N US-TEVA-316098USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8325262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325262 NON-EXPEDITED Y US-BAYER-2012-001293 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 UNK, UNK 82 DAY BAYER
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Detailed Report
8325263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325263 NON-EXPEDITED Y US-BAYER-2012-001369 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 860 DAY BAYER

8325264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325264 NON-EXPEDITED Y US-BAYER-2012-001371 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 5 DAY BAYER

8325326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325326 NON-EXPEDITED N US-TEVA-316101USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325372 NON-EXPEDITED N US-BAYER-2012-001675 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8325394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325394 NON-EXPEDITED Y US-BAYER-2012-001681 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 837 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8325395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325395 NON-EXPEDITED Y US-BAYER-2012-001685 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8325396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325396 NON-EXPEDITED Y US-BAYER-2012-001668 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8325398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325398 NON-EXPEDITED N US-BAYER-2012-001678 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8325427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325427 NON-EXPEDITED N US-TEVA-316125USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325492 NON-EXPEDITED N US-TEVA-316100USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8325518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325518 NON-EXPEDITED N US-TEVA-316143USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR DISKUS C  
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8325531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325531 NON-EXPEDITED N US-BAYER-2012-001664 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8325532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325532 NON-EXPEDITED Y US-BAYER-2012-001706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

8325533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325533 NON-EXPEDITED N US-BAYER-2012-001697 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8325536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325536 NON-EXPEDITED Y US-BAYER-2012-001410 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 99 DAY BAYER

8325537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325537 NON-EXPEDITED Y US-BAYER-2012-001655 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 202 DAY BAYER

8325538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325538 NON-EXPEDITED Y US-BAYER-2012-001413 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
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Detailed Report
8325539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325539 NON-EXPEDITED Y US-BAYER-2012-001629 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

MIRENA S  BAYER

8325540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325540 NON-EXPEDITED Y US-BAYER-2012-001299 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 93 DAY BAYER

MIRENA S  BAYER

8325559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325559 NON-EXPEDITED N US-BAYER-2012-001648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S 20 mcg/24hr, CONT  BAYER
ALOPECIA  

8325563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325563 NON-EXPEDITED Y US-BAYER-2012-001716 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8325564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325564 NON-EXPEDITED Y US-BAYER-2012-001656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8325565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325565 NON-EXPEDITED N OT NO-BAYER-2011-122636 33 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8325568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325568 NON-EXPEDITED N OT US-BAYER-2012-001367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DISCOMFORT  
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  
VULVOVAGINAL PAIN  

8325597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325597 NON-EXPEDITED N US-TEVA-316128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSARTHRIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8325748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325748 NON-EXPEDITED N US-TEVA-316126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325866 NON-EXPEDITED N US-TEVA-316074USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8325872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325872 NON-EXPEDITED N US-BAYER-2012-001662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8325879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325879 NON-EXPEDITED N US-TEVA-316073USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8325922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325922 NON-EXPEDITED N US-TEVA-316072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8325977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2012 8325977 NON-EXPEDITED N US-BAYER-2012-001701 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 368 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8127036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8127036 NON-EXPEDITED N OT US-BAYER-2011-080874 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8228827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8228827 NON-EXPEDITED N OT US-BAYER-2011-105625 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8243392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8243392 NON-EXPEDITED N US-BAYER-2011-101623 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8248268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8248268 NON-EXPEDITED Y US-BAYER-2011-102915 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 560 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 317 DAY BAYER

8290641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8290641 NON-EXPEDITED N US-BAYER-2011-117183 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
PROCEDURAL PAIN  

8305788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8305788 NON-EXPEDITED N US-TEVA-314513USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8312286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8312286 NON-EXPEDITED N US-TEVA-314952USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8313031 NON-EXPEDITED Y US-BAYER-2011-123497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8314359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8314359 NON-EXPEDITED N US-TEVA-315117USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  

8314370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8314370 NON-EXPEDITED N US-TEVA-315113USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8314790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8314790 NON-EXPEDITED Y US-BAYER-2011-122829 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 93 DAY BAYER
PELVIC PAIN  

Page: 9,461 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8315117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8315117 NON-EXPEDITED N US-TEVA-315190USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8316807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8316807 NON-EXPEDITED Y US-BAYER-2011-124267 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER

8319714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8319714 NON-EXPEDITED N US-TEVA-315612USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LOESTRIN 24 FE C  

LOESTRIN 24 FE C  

8320993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8320993 NON-EXPEDITED N US-TEVA-315763USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8321323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8321323 NON-EXPEDITED N US-TEVA-315801USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ABILIFY C  

LAMICTAL C  
DEXEDRINE C  
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8322160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8322160 EXPEDITED (15-DAY) N OT US-BAYER-2012-000930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8323231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8323231 NON-EXPEDITED N US-TEVA-315957USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8324579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8324579 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-000110 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S UNK  BAYER
CHEST PAIN  
DYSPNOEA  
PAIN IN EXTREMITY  
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8326453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326453 EXPEDITED (15-DAY) N HO,LT,OT BR-BAYER-2012-001164 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
AMENORRHOEA NEUTROFER C ORAL 1 DF, QD  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DEPRESSION  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

MALAISE  
RUPTURED ECTOPIC PREGNANCY  
SYNCOPE  
URINARY INCONTINENCE  
UTERINE HAEMORRHAGE  

8326454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326454 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-001573 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8326463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326463 EXPEDITED (15-DAY) N OT US-BAYER-2012-001833 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
FLUSHING  
MUSCLE SPASMS  
PALLOR  
SYNCOPE  
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Detailed Report
8326481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326481 NON-EXPEDITED Y US-BAYER-2012-001839 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 44 DAY BAYER

8326482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326482 NON-EXPEDITED Y US-BAYER-2012-001847 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326483 NON-EXPEDITED Y US-BAYER-2012-001826 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8326484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326484 NON-EXPEDITED N US-BAYER-2012-001885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326485 NON-EXPEDITED N US-BAYER-2012-001807 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 57 DAY BAYER

MIRENA S  BAYER

8326487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326487 NON-EXPEDITED N US-BAYER-2012-001827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
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Detailed Report
8326488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326488 NON-EXPEDITED N US-BAYER-2012-001836 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8326490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326490 NON-EXPEDITED Y US-BAYER-2012-001676 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8326491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326491 NON-EXPEDITED Y US-BAYER-2012-001842 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8326492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326492 NON-EXPEDITED Y US-BAYER-2012-001669 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S  BAYER

8326494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326494 NON-EXPEDITED N OT US-BAYER-2012-000769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN  
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Detailed Report
8326497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326497 NON-EXPEDITED N US-BAYER-2012-001852 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S UNK 1 DAY BAYER

COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

8326505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326505 NON-EXPEDITED N US-BAYER-2012-001794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326506 NON-EXPEDITED N US-BAYER-2012-001883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326507 NON-EXPEDITED Y US-BAYER-2012-001785 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8326508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326508 NON-EXPEDITED Y US-BAYER-2012-001789 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8326509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326509 NON-EXPEDITED N US-BAYER-2012-001798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8326510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326510 NON-EXPEDITED N US-BAYER-2012-001787 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8326511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326511 NON-EXPEDITED N US-BAYER-2012-001776 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8326512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326512 NON-EXPEDITED Y US-BAYER-2012-001742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 µg/d, CONT 218 DAY BAYER
DEPRESSION  

8326513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326513 NON-EXPEDITED N US-BAYER-2012-001746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE IRRITATION CLIMARA PRO S UNK  BAYER

8326514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326514 NON-EXPEDITED N US-BAYER-2012-001782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8326515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326515 NON-EXPEDITED N US-BAYER-2012-001748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8326516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326516 NON-EXPEDITED N US-BAYER-2012-001767 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER

8326517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326517 NON-EXPEDITED N US-BAYER-2012-001740 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326702 NON-EXPEDITED Y US-BAYER-2012-001694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326703 NON-EXPEDITED Y US-BAYER-2012-001725 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8326704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326704 NON-EXPEDITED N US-BAYER-2012-001729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 mcg/24hr, CONT  BAYER

8326720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326720 NON-EXPEDITED N US-BAYER-2012-001738 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8326748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326748 NON-EXPEDITED N US-BAYER-2012-001757 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8326772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326772 NON-EXPEDITED Y US-BAYER-2012-001733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISTENSION  

8326777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326777 NON-EXPEDITED N US-BAYER-2012-001736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8326891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326891 DIRECT N HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
OVARIAN CYST  
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Detailed Report
8326906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326906 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg  
ABDOMINAL PAIN  
ALOPECIA  
ANTINUCLEAR ANTIBODY POSITIVE  
ARTHRALGIA  
DEPRESSION  
TENOSYNOVITIS STENOSANS  
VITAMIN D DEFICIENCY  

8326935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326935 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
DYSSTASIA  
GAIT DISTURBANCE  

8326995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326995 NON-EXPEDITED Y US-BAYER-2012-001306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OESTRADIOL DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BLOOD FOLLICLE STIMULATING HORMONE
DECREASED

 

BLOOD GONADOTROPHIN DECREASED  
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Detailed Report
8326997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8326997 NON-EXPEDITED N US-BAYER-2012-001603 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8327002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327002 NON-EXPEDITED N US-BAYER-2012-001586 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DIZZINESS  

8327112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327112 NON-EXPEDITED Y US-BAYER-2012-001731 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8327491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327491 NON-EXPEDITED N US-TEVA-316025USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8327502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327502 NON-EXPEDITED N US-TEVA-316396USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8327503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327503 NON-EXPEDITED Y US-BAYER-2012-002310 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 181 DAY BAYER

8327578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327578 NON-EXPEDITED N US-BAYER-2012-002334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER

8327662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327662 NON-EXPEDITED N US-TEVA-316427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8327691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327691 NON-EXPEDITED N US-TEVA-316409USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8327712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327712 NON-EXPEDITED N OT US-BAYER-2012-001646 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
GENITAL HAEMORRHAGE  
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Detailed Report
8327714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327714 NON-EXPEDITED Y OT US-BAYER-2012-002288 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8327715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327715 NON-EXPEDITED N OT US-BAYER-2012-001635 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8327717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327717 NON-EXPEDITED Y OT US-BAYER-2012-002316 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 411 DAY BAYER
DEVICE EXPULSION  

8327718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327718 NON-EXPEDITED N OT US-BAYER-2012-001647 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8327719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327719 NON-EXPEDITED Y OT US-BAYER-2012-002263 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER
DEVICE EXPULSION  
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8327720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327720 NON-EXPEDITED N OT US-BAYER-2012-002320 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8327721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327721 NON-EXPEDITED Y OT US-BAYER-2012-001585 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  
PAIN  

8327743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327743 EXPEDITED (15-DAY) Y LT,OT CA-BAYER-2012-001853 58 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S UNK  BAYER
ANGIOEDEMA  
URTICARIA  

8327766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327766 NON-EXPEDITED N US-TEVA-316379USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION DELAYED  
NAUSEA  
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8327781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327781 NON-EXPEDITED N US-TEVA-316428USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO CYCLEN C  

8327935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2012 8327935 EXPEDITED (15-DAY) N HO,OT US-
WATSON-2011-22426

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA LEVONORGESTREL S ORAL Took both tablets at

once
 WATSON

DEHYDRATION LEVONORGESTREL S ORAL UNK  WATSON
MENSTRUATION DELAYED  
METRORRHAGIA  

7882317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 7882317 NON-EXPEDITED Y US-BAYER-2011-026539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8123672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8123672 NON-EXPEDITED N US-BAYER-2011-036734 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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8206167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8206167 EXPEDITED (15-DAY) N OT US-BAYER-2011-101786 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLEX PARTIAL SEIZURES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BRADYPHRENIA  
ENURESIS  
EYE MOVEMENT DISORDER  
LOSS OF CONSCIOUSNESS  
POSTICTAL STATE  
STARING  
TONGUE BITING  
TREMOR  

8238232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8238232 NON-EXPEDITED Y OT US-BAYER-2011-107975 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S UNK  BAYER

Page: 9,477 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8262309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8262309 EXPEDITED (15-DAY) Y HO US-
WATSON-2011-19111

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL THROMBOSIS ETHINYL ESTRADIOL

\NORETHINDRONE
S ORAL one tablet daily  WATSON

SUPERIOR SAGITTAL SINUS THROMBOSIS LEVONORGESTREL S ORAL one tablet daily  
CONFUSIONAL STATE  
CONVULSION  
MIGRAINE  
MONOPLEGIA  
MYALGIA  
SUBARACHNOID HAEMORRHAGE  
TENSION HEADACHE  
VISUAL ACUITY REDUCED  

8272415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8272415 NON-EXPEDITED N OT US-BAYER-2011-113765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 439 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION CYTOTEC C  
COMPLICATION OF DEVICE REMOVAL  

8321673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8321673 NON-EXPEDITED N US-BAYER-2012-000820 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

COPPER-CONTAINING
INTRAUTERINE DEVICE (IUD)

C INTRAUTERINE UNK UNK, CONT  
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8328478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328478 EXPEDITED (15-DAY) N DS US-BAYER-2012-002364 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8328480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328480 NON-EXPEDITED N US-TEVA-316438USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8328483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328483 NON-EXPEDITED N US-BAYER-2012-002341 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

8328484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328484 NON-EXPEDITED N US-BAYER-2012-001734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL UNK  BAYER

8328485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328485 NON-EXPEDITED Y US-BAYER-2012-002429 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 204 DAY BAYER

8328486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328486 NON-EXPEDITED Y US-BAYER-2012-002474 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
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8328487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328487 NON-EXPEDITED N US-BAYER-2012-002439 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8328488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328488 NON-EXPEDITED N OT US-BAYER-2012-002466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8328490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328490 NON-EXPEDITED N US-BAYER-2012-002445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8328491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328491 NON-EXPEDITED N US-BAYER-2012-002404 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S  BAYER

8328493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328493 NON-EXPEDITED N US-TEVA-316444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8328504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328504 NON-EXPEDITED N US-BAYER-2012-002685 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8328505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328505 NON-EXPEDITED Y US-BAYER-2012-002683 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 127 DAY BAYER
DISCOMFORT  

8328506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328506 NON-EXPEDITED Y US-BAYER-2012-002693 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 367 DAY BAYER

8328507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328507 NON-EXPEDITED Y US-BAYER-2012-002357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S UNK  BAYER
WEIGHT INCREASED  

8328509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328509 NON-EXPEDITED N US-TEVA-316431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8328554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328554 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-002600 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOWER RESPIRATORY TRACT INFECTION MIRENA S UNK  BAYER
CANDIDIASIS  
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Detailed Report
8328596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328596 NON-EXPEDITED N US-TEVA-316459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8328642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328642 NON-EXPEDITED N US-TEVA-316314USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8328698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328698 EXPEDITED (15-DAY) N OT NL-PFIZER
INC-2012002813

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER TRIPHASIL-21 S 1 DF, cyclic 3421 DAY PFIZER
PANIC DISORDER NORDETTE S 1 DF, cyclic 3421 DAY
HEADACHE  

8328720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328720 NON-EXPEDITED N US-TEVA-316316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8328803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328803 NON-EXPEDITED N US-TEVA-316349USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SPRINTEC C  
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8328839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328839 NON-EXPEDITED N US-BAYER-2012-002689 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8328840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328840 NON-EXPEDITED N US-BAYER-2012-002695 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER

8328841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328841 NON-EXPEDITED Y US-BAYER-2012-002692 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8328842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328842 NON-EXPEDITED Y US-BAYER-2012-002696 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8328850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328850 NON-EXPEDITED N US-TEVA-316355USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8328864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328864 NON-EXPEDITED N US-BAYER-2012-002729 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
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Detailed Report
8328868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328868 NON-EXPEDITED N US-TEVA-316425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8328935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8328935 NON-EXPEDITED N US-TEVA-316541USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SPRINTEC C  

8329039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329039 NON-EXPEDITED N US-TEVA-316468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329045 NON-EXPEDITED N US-TEVA-316411USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329133 NON-EXPEDITED N US-TEVA-316449USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329282 NON-EXPEDITED Y US-BAYER-2012-002819 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8329283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329283 NON-EXPEDITED N US-BAYER-2012-002828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8329284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329284 NON-EXPEDITED N US-BAYER-2012-002734 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8329306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329306 NON-EXPEDITED N US-PFIZER
INC-2012003167

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN DEPO-PROVERA S 1 in 3 months  PFIZER
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 mg, 1 in 1x/day 1 DAY
ABDOMINAL PAIN LOWER ANTIBIOTICS C UNK 6 DAY
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

8329320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329320 NON-EXPEDITED N US-TEVA-316384USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ZYRTEC C  
MICROGESTIN LO C  
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Detailed Report
8329336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329336 NON-EXPEDITED N US-TEVA-316528USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA LISINOPRIL C ORAL  

NORVASC C ORAL  

8329416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329416 NON-EXPEDITED N US-TEVA-316430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329438 NON-EXPEDITED N US-TEVA-316462USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RANITIDINE C  

8329516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329516 NON-EXPEDITED N US-TEVA-316466USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329518 NON-EXPEDITED N US-TEVA-316469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8329560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329560 NON-EXPEDITED N US-TEVA-316560USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8329562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329562 NON-EXPEDITED N US-BAYER-2012-002698 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8329644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329644 NON-EXPEDITED N US-TEVA-316539USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329646 NON-EXPEDITED N US-BAYER-2012-002838 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S ENDOCERVICAL 20 mcg/24hr, UNK 33 DAY BAYER

8329647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329647 NON-EXPEDITED N US-BAYER-2012-002847 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S ENDOCERVICAL 20 mcg/24hr, UNK  BAYER
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Detailed Report
8329718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2012 8329718 NON-EXPEDITED N US-TEVA-316626USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8062243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8062243 EXPEDITED (15-DAY) Y OT US-BAYER-2011-064921 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DEVICE EXPULSION  
POSTPARTUM HAEMORRHAGE  

8170963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8170963 NON-EXPEDITED N OT US-BAYER-2011-092151 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
CHILLS  
DYSURIA  
PELVIC INFLAMMATORY DISEASE  
PYREXIA  
URETHRAL INJURY  
VAGINAL DISCHARGE  
VULVITIS  
VULVOVAGINAL ERYTHEMA  
VULVOVAGINAL PAIN  
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Detailed Report
8235737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8235737 EXPEDITED (15-DAY) Y OT RU-BAYER-2011-105881 37 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
ENDOMETRIAL HYPERPLASIA  
PRODUCT QUALITY ISSUE  

8238330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8238330 NON-EXPEDITED Y OT US-BAYER-2011-107551 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 3 DAY BAYER
ABDOMINAL PAIN  
DEVICE DEPLOYMENT ISSUE  
PELVIC PAIN  

8314788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8314788 NON-EXPEDITED N US-BAYER-2011-122139 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 190 DAY BAYER

8320918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8320918 NON-EXPEDITED Y OT US-BAYER-2011-124567 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8322151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8322151 NON-EXPEDITED Y OT US-BAYER-2012-000808 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 6 DAY BAYER
DEVICE EXPULSION  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8324974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8324974 NON-EXPEDITED Y OT US-BAYER-2012-001301 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S UNK 155 DAY BAYER

CERVICAL DYSPLASIA MIRENA S UNK  BAYER

8330000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330000 NON-EXPEDITED Y US-BAYER-2012-002730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8330010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330010 NON-EXPEDITED N US-BAYER-2012-002833 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8330011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330011 NON-EXPEDITED N US-BAYER-2012-002845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER
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Freedom of Information Act (FOIA) 

Detailed Report
8330012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330012 NON-EXPEDITED N US-BAYER-2012-002795 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8330040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330040 NON-EXPEDITED N US-BAYER-2012-003008 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8330043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330043 NON-EXPEDITED N US-BAYER-2012-003060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MACULAR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8330044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330044 NON-EXPEDITED N US-BAYER-2012-002999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8330045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330045 NON-EXPEDITED N US-BAYER-2012-003019 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8330046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330046 NON-EXPEDITED N US-BAYER-2012-003061 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 88 DAY BAYER

8330060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330060 NON-EXPEDITED N US-BAYER-2012-002856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8330147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330147 NON-EXPEDITED Y OT US-BAYER-2012-003150 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8330148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330148 NON-EXPEDITED Y OT US-BAYER-2012-002883 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8330149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330149 NON-EXPEDITED N OT US-BAYER-2012-003147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8330222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330222 EXPEDITED (15-DAY) Y OT AR-BAYER-2012-002877 Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL ACUITY REDUCED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CATARACT  
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Detailed Report
8330237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330237 EXPEDITED (15-DAY) Y DS DK-BAYER-2012-002901 39 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 634 DAY BAYER

8330287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330287 NON-EXPEDITED N US-TEVA-316678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  

8330303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330303 NON-EXPEDITED N US-TEVA-316670USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C  

8330314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330314 NON-EXPEDITED N US-TEVA-316651USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330341 NON-EXPEDITED N US-TEVA-316686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8330342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330342 NON-EXPEDITED N US-TEVA-316645USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330371 NON-EXPEDITED N US-TEVA-316684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330433 NON-EXPEDITED N US-TEVA-316688USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8330526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330526 NON-EXPEDITED N US-TEVA-316682USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330565 NON-EXPEDITED N US-TEVA-316680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8330598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330598 NON-EXPEDITED N US-TEVA-316618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8330614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330614 NON-EXPEDITED N US-TEVA-316635USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330619 NON-EXPEDITED N US-TEVA-316640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330668 NON-EXPEDITED N US-TEVA-316675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8330691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330691 NON-EXPEDITED N US-TEVA-316666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8330940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330940 NON-EXPEDITED N US-TEVA-316617USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
FEELING HOT  
HEADACHE  
VOMITING  

8330998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330998 NON-EXPEDITED N US-BAYER-2012-003196 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8330999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8330999 NON-EXPEDITED Y US-BAYER-2012-003225 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8331001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331001 NON-EXPEDITED Y US-BAYER-2012-003210 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 274 DAY BAYER

8331008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331008 NON-EXPEDITED N US-TEVA-316646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8331013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331013 NON-EXPEDITED Y OT US-BAYER-2012-002777 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8331015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331015 NON-EXPEDITED Y US-BAYER-2012-003281 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8331019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331019 NON-EXPEDITED N OT US-BAYER-2012-002875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8331020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331020 NON-EXPEDITED N US-BAYER-2012-003272 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 179 DAY BAYER

8331021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331021 NON-EXPEDITED Y US-BAYER-2012-003307 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8331054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331054 NON-EXPEDITED N US-TEVA-316567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL TABLET C  
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Detailed Report
8331055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331055 NON-EXPEDITED N US-TEVA-316693USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8331061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331061 NON-EXPEDITED N US-TEVA-316692USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8331065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331065 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012005585

40 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS NORDETTE S ORAL UNK  PFIZER
UTERINE DISORDER  
UTERINE HAEMORRHAGE  

8331073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331073 NON-EXPEDITED N US-TEVA-316654USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
VOMITING  
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Detailed Report
8331147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331147 EXPEDITED (15-DAY) Y LT,OT FR-PFIZER
INC-2012005471

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM TRIPHASIL-21 S ORAL UNK  PFIZER
MYOPATHY HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY

HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
HUMAN IMMUNOGLOBULIN G S INTRAVENOUS UNK 3 DAY
METHOTREXATE SODIUM S SUBCUTANEOUS 20 mg, weekly  
PREDNISONE C ORAL 1 mg/kg, 1x/day  
PREDNISONE C UNK  
ACTONEL C  
ASPIRIN C  
CALCIUM CARBONATE\CITRIC
ACID

C  

NEXIUM C  
ZOCOR C  
POTASSIUM CHLORIDE C  
FOLIC ACID C  
XANAX C  
ESCITALOPRAM OXALATE C  

8331157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331157 NON-EXPEDITED N US-TEVA-316687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 9,499 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8331158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331158 NON-EXPEDITED N US-BAYER-2012-003175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
MUSCLE SPASMS  

8331175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331175 NON-EXPEDITED N US-TEVA-316814USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8331188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331188 NON-EXPEDITED N US-TEVA-316854USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
UNKNOWN BIRTH CONTROL
PILLS

C  

8331288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331288 NON-EXPEDITED N US-BAYER-2012-003171 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER

8331289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331289 NON-EXPEDITED Y US-BAYER-2012-003239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 68 DAY BAYER
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Detailed Report
8331294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331294 NON-EXPEDITED Y US-BAYER-2012-003302 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8331298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331298 NON-EXPEDITED Y US-BAYER-2012-003339 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8331299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331299 NON-EXPEDITED Y US-BAYER-2012-003304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER

8331321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331321 NON-EXPEDITED N US-BAYER-2012-003168 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  
UTERINE CERVICAL PAIN  
VULVOVAGINAL PAIN  
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Detailed Report
8331362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331362 NON-EXPEDITED N US-BAYER-2012-003271 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN UPPER  
BACK PAIN  
FATIGUE  
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
VOMITING  

8331404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331404 NON-EXPEDITED Y US-BAYER-2012-002326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S  BAYER

8331420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331420 NON-EXPEDITED N US-TEVA-316850USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8331453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331453 NON-EXPEDITED N US-TEVA-316827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8331540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331540 EXPEDITED (15-DAY) Y OT FR-
ASTRAZENECA-2012SE
00771

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY NEXIUM S ORAL  ASTRAZENECA

STRONTIUM RANELATE S ORAL  
PREDNISOLONE S ORAL  
METHOTREXATE SODIUM S ORAL  
MIRENA S INTRAUTERINE  
TRILEPTAL S ORAL  
FOLIC ACID S ORAL  
AMITRIPTYLINE
HYDROCHLORIDE

S ORAL  

8331554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331554 NON-EXPEDITED N US-TEVA-316909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8331560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331560 NON-EXPEDITED N US-TEVA-316900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8331566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8331566 NON-EXPEDITED N US-TEVA-316913USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8341838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8341838 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
DEVICE DISLOCATION  
MATERNAL EXPOSURE DURING PREGNANCY  
NEPHROLITHIASIS  

8341865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2012 8341865 DIRECT N 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
DEVICE DEPLOYMENT ISSUE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7876977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 7876977 NON-EXPEDITED N OT US-BAYER-2011-023734 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION NORVASC C ORAL 5 mg, UNK  
DEVICE BREAKAGE PAXIL C ORAL 10 mg, UNK  
PROCEDURAL PAIN NAPROSYN C ORAL 250 mg, PRN  
DISCOMFORT PRILOSEC C ORAL  
AMENORRHOEA  
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Detailed Report
8108028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8108028 NON-EXPEDITED Y US-BAYER-2011-046581 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 254 DAY BAYER
ACNE DOXYCYCLINE C 100 mg, BID  
VAGINITIS BACTERIAL METROGEL C  
VULVOVAGINAL MYCOTIC INFECTION DIFLUCAN C  
ABDOMINAL PAIN  
ANXIETY  
DEPRESSION  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  

8260139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8260139 EXPEDITED (15-DAY) Y OT IL-BAYER-2011-109707 37 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOCAL NODULAR HYPERPLASIA MIRENA S UNK  BAYER
HEPATIC ENZYME INCREASED CYMBALTA C  

VALPROATE SODIUM C  
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Detailed Report
8280974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8280974 EXPEDITED (15-DAY) Y OT DKLU1075065 41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLOBAZAM S ORAL ORAL  
DIZZINESS ALITRETINOIN S ORAL 30 MG MILLIGRAM(S),

1 IN 1 D, ORAL
 

GRAND MAL CONVULSION MIRENA S INTRA-UTERINE  
MULTIPLE INJURIES LAMOTRIGINE S ORAL ORAL  
CONDITION AGGRAVATED TRILEPTAL S ORAL ORAL  

TOPAMAX S ORAL ORAL  
ZOLOFT S  
CHLORDIAZEPOXIDE S  

8282297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8282297 NON-EXPEDITED N US-BAYER-2011-115969 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8282345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8282345 NON-EXPEDITED Y US-BAYER-2011-117862 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
ABDOMINAL PAIN LOWER  

8311375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8311375 NON-EXPEDITED N US-BAYER-2011-122887 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER
DEVICE ISSUE  
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Detailed Report
8314794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8314794 EXPEDITED (15-DAY) Y OT US-BAYER-2011-123828 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S UNK  BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  
POLLAKIURIA  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8314797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8314797 NON-EXPEDITED Y US-BAYER-2011-123787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8315726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8315726 NON-EXPEDITED N US-BAYER-2011-124220 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8316664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8316664 EXPEDITED (15-DAY) Y HO,OT GB-BAYER-2011-122992 152 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JAUNDICE NEONATAL MIRENA S TRANSPLACENTAL  BAYER
JOINT DISLOCATION XOLAIR S TRANSPLACENTAL 375 mg, Q2WK  
HYPERBILIRUBINAEMIA  
SEPSIS  
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Detailed Report
8320887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8320887 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-000332 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL ADHESIONS  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
DYSPAREUNIA  
ENDOMETRIOSIS  
PERITONEAL DISORDER  

8333369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333369 NON-EXPEDITED N US-TEVA-316878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333382 NON-EXPEDITED Y US-BAYER-2012-003262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8333383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333383 NON-EXPEDITED N US-BAYER-2012-003237 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8333384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333384 NON-EXPEDITED N US-BAYER-2012-003200 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
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Detailed Report
8333385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333385 NON-EXPEDITED Y US-BAYER-2012-003260 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8333386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333386 NON-EXPEDITED Y US-BAYER-2012-003253 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 86 DAY BAYER

8333398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333398 NON-EXPEDITED N US-BAYER-2012-003398 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8333399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333399 NON-EXPEDITED Y US-BAYER-2012-003363 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8333400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333400 NON-EXPEDITED N US-BAYER-2012-003357 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8333402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333402 NON-EXPEDITED N US-BAYER-2012-003408 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 47 DAY BAYER
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Detailed Report
8333403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333403 NON-EXPEDITED N US-BAYER-2012-003347 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER

8333405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333405 NON-EXPEDITED N US-BAYER-2012-003370 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8333406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333406 NON-EXPEDITED Y US-BAYER-2012-003391 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8333407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333407 NON-EXPEDITED N US-BAYER-2012-003351 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 229 DAY BAYER

8333416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333416 NON-EXPEDITED N US-BAYER-2012-003404 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 36 DAY BAYER

8333455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333455 NON-EXPEDITED N US-BAYER-2012-003331 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8333545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333545 NON-EXPEDITED N US-TEVA-316852USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8333564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333564 NON-EXPEDITED N US-TEVA-316829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333600 NON-EXPEDITED N US-TEVA-316875USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333621 NON-EXPEDITED N US-TEVA-316891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333670 NON-EXPEDITED N US-TEVA-316881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333677 NON-EXPEDITED N US-TEVA-316887USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8333725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333725 NON-EXPEDITED N US-TEVA-316898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  
IRON PILLS C ORAL  

8333763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333763 NON-EXPEDITED N US-TEVA-316885USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8333916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333916 EXPEDITED (15-DAY) N OT US-BAYER-2012-003238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY HYPERTENSION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
DEVICE DISLOCATION  
MENSTRUATION IRREGULAR  
PATIENT-DEVICE INCOMPATIBILITY  
UNEVALUABLE EVENT  

8333935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333935 EXPEDITED (15-DAY) N OT US-BAYER-2012-003388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg, CONT 11 DAY BAYER
HAEMOGLOBIN DECREASED  
VAGINAL HAEMORRHAGE  
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Detailed Report
8333936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333936 EXPEDITED (15-DAY) N OT US-BAYER-2012-003381 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 246 DAY BAYER
CAESAREAN SECTION  
MATERNAL EXPOSURE DURING PREGNANCY  

8333984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8333984 NON-EXPEDITED N US-TEVA-316901USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8334029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334029 NON-EXPEDITED N OT US-BAYER-2012-003393 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8334030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334030 NON-EXPEDITED Y OT US-BAYER-2012-003234 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
DEVICE EXPULSION  
PAIN  

8334031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334031 NON-EXPEDITED N OT US-BAYER-2012-003375 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 214 DAY BAYER
DEVICE EXPULSION  
PAIN  
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Detailed Report
8334032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334032 NON-EXPEDITED Y OT US-BAYER-2012-003293 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
VAGINAL DISCHARGE  

8334033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334033 NON-EXPEDITED N OT US-BAYER-2012-003300 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8334034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334034 NON-EXPEDITED Y OT US-BAYER-2012-003275 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

MIRENA S  BAYER

8334035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334035 NON-EXPEDITED N OT US-BAYER-2012-003282 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 724 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8334100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334100 NON-EXPEDITED N US-TEVA-316914USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8334136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334136 EXPEDITED (15-DAY) N OT NO-BAYER-2011-093309 34 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S UNK  BAYER
UTERINE LEIOMYOMA MIRENA S UNK  BAYER
ANAEMIA  
COMPLICATION OF DEVICE INSERTION  
DEVICE DEPLOYMENT ISSUE  
MENORRHAGIA  

8334291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334291 NON-EXPEDITED N US-TEVA-316911USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8334562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334562 NON-EXPEDITED N OT US-BAYER-2012-003176 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8334565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2012 8334565 NON-EXPEDITED N US-TEVA-316895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7776909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 7776909 NON-EXPEDITED Y OT US-BAYER-2011-007849 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 870 DAY BAYER
DISCOMFORT  
FATIGUE  
INJURY  
PAIN  

7847897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 7847897 EXPEDITED (15-DAY) Y HO US-TEVA-269907USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINITIS BACTERIAL ALBUTEROL C INHALATION  
DRUG INEFFECTIVE  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

PYREXIA  
STREPTOCOCCUS TEST POSITIVE  

7891589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 7891589 NON-EXPEDITED N US-TEVA-275276USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OFF LABEL USE  
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Detailed Report
8200002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8200002 NON-EXPEDITED Y US-BAYER-2011-096953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8249367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8249367 NON-EXPEDITED N US-TEVA-309568USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR NEOCON C  

ATIVAN C  

8286392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8286392 NON-EXPEDITED N OT US-BAYER-2011-116954 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER
COMPLICATION OF DEVICE REMOVAL  

8286408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8286408 NON-EXPEDITED N OT US-BAYER-2011-116951 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8311113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8311113 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-120896 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT 627 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8324523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8324523 NON-EXPEDITED N US-TEVA-316031USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8325230 NON-EXPEDITED N US-TEVA-316103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8327408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8327408 NON-EXPEDITED N US-TEVA-316318USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN OXYCONTIN S  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8329083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8329083 NON-EXPEDITED N US-TEVA-316465USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OEDEMA PERIPHERAL CENTRUM MULTI-VITAMIN C  
ABDOMINAL PAIN LOWER CALCIUM CARBONATE C  
MENSTRUATION IRREGULAR  

8329281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8329281 NON-EXPEDITED Y US-BAYER-2012-002766 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 926 DAY BAYER
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8335484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335484 NON-EXPEDITED N US-TEVA-317111USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  

8335507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335507 NON-EXPEDITED N US-TEVA-317118USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8335531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335531 NON-EXPEDITED N US-TEVA-317122USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8335533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335533 NON-EXPEDITED N US-BAYER-2012-003629 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8335534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335534 NON-EXPEDITED Y US-BAYER-2012-003580 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S UNK 1 DAY BAYER

8335535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335535 NON-EXPEDITED Y US-BAYER-2012-003599 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8335536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335536 NON-EXPEDITED N US-BAYER-2012-003944 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8335537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335537 NON-EXPEDITED N US-BAYER-2012-003597 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8335538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335538 NON-EXPEDITED N US-BAYER-2012-003939 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 16 DAY BAYER

8335540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335540 NON-EXPEDITED N US-BAYER-2012-003841 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER

8335541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335541 NON-EXPEDITED N US-BAYER-2012-003850 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8335542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335542 NON-EXPEDITED N US-BAYER-2012-003598 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 25 DAY BAYER
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Detailed Report
8335543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335543 NON-EXPEDITED N US-BAYER-2012-003785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 245 DAY BAYER

8335544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335544 NON-EXPEDITED Y US-BAYER-2012-003904 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8335545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335545 NON-EXPEDITED N US-BAYER-2012-003749 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8335547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335547 NON-EXPEDITED Y US-BAYER-2012-003660 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8335548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335548 NON-EXPEDITED N US-BAYER-2012-003898 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER

8335549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335549 NON-EXPEDITED N US-BAYER-2012-003949 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 47 DAY BAYER
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Detailed Report
8335550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335550 NON-EXPEDITED N US-BAYER-2012-003793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

8335551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335551 NON-EXPEDITED Y US-BAYER-2012-003892 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8335552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335552 NON-EXPEDITED Y US-BAYER-2012-003935 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8335553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335553 NON-EXPEDITED Y US-BAYER-2012-003938 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8335554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335554 NON-EXPEDITED N US-BAYER-2012-003789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 160 DAY BAYER

8335555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335555 NON-EXPEDITED Y US-BAYER-2012-003895 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

Page: 9,522 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8335556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335556 NON-EXPEDITED N US-BAYER-2012-003666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER
DEVICE EXPULSION  
FEELING ABNORMAL  

8335558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335558 NON-EXPEDITED Y US-BAYER-2012-003890 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8335564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335564 NON-EXPEDITED N US-TEVA-317124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8335589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335589 NON-EXPEDITED N OT US-BAYER-2012-003585 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 168 DAY BAYER
DEVICE EXPULSION  

8335612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335612 NON-EXPEDITED Y US-BAYER-2012-003839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8335614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335614 NON-EXPEDITED N US-BAYER-2012-003897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8335616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335616 NON-EXPEDITED N US-BAYER-2012-003753 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANGER  
DIZZINESS  
HOT FLUSH  
MOOD ALTERED  
MOOD SWINGS  
MUSCLE SPASMS  

8335617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335617 NON-EXPEDITED N US-BAYER-2012-003790 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8335618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335618 NON-EXPEDITED Y US-BAYER-2012-003893 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
CHEST DISCOMFORT  
DEVICE EXPULSION  
DYSPAREUNIA  
FOOD CRAVING  
HEADACHE  
NAUSEA  
PELVIC DISCOMFORT  

8335788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335788 NON-EXPEDITED N OT US-BAYER-2012-003712 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
VAGINAL HAEMORRHAGE  

8335789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335789 NON-EXPEDITED N HO US-BAYER-2012-003716 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
DEVICE EXPULSION  

Page: 9,525 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8335791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335791 NON-EXPEDITED N OT US-BAYER-2012-003709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
CHEST DISCOMFORT  
CHEST PAIN  
DIARRHOEA  
HYPOAESTHESIA  
MIGRAINE  
MUSCULAR WEAKNESS  

8335792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335792 NON-EXPEDITED N OT US-BAYER-2012-003737 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  

8335794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335794 EXPEDITED (15-DAY) N OT BR-BAYER-2012-003997 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8335795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335795 NON-EXPEDITED Y OT US-BAYER-2012-003741 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 9,526 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8335796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335796 NON-EXPEDITED Y OT US-BAYER-2012-003800 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8335808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335808 NON-EXPEDITED N US-TEVA-317063USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS VITAMINS NOS C  
MENSTRUATION IRREGULAR  

8335834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335834 NON-EXPEDITED N US-BAYER-2012-003805 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NAUSEA  
VOMITING  

8335837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335837 NON-EXPEDITED N OT US-BAYER-2012-003846 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
HEADACHE  
MIGRAINE  
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Detailed Report
8335838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335838 NON-EXPEDITED N OT US-BAYER-2012-003853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
CHEST PAIN  
DIARRHOEA  
HYPOAESTHESIA  
MIGRAINE  

8335852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335852 NON-EXPEDITED N US-TEVA-317134USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8335865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335865 NON-EXPEDITED N OT US-BAYER-2012-003941 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
DEVICE EXPULSION  

8335866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335866 NON-EXPEDITED Y OT US-BAYER-2012-004036 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8335867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335867 NON-EXPEDITED Y OT US-BAYER-2012-003937 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 315 DAY BAYER
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Detailed Report
8335876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335876 DIRECT Y HO,LT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOPTYSIS LOSEASONIQUE S ORAL 0.1 mg/0.02 mg  
FACTOR V LEIDEN MUTATION  
PELVIC VENOUS THROMBOSIS  
PULMONARY EMBOLISM  

8335902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335902 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20mcg  
ABDOMINAL DISTENSION  
ACNE  
AGGRESSION  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
FLUID RETENTION  
HEADACHE  
INCREASED APPETITE  
MEMORY IMPAIRMENT  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8335923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335923 NON-EXPEDITED N US-TEVA-317007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8335946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335946 NON-EXPEDITED Y OT US-BAYER-2012-004047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8335947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8335947 NON-EXPEDITED N OT US-BAYER-2012-004069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8336077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336077 NON-EXPEDITED N US-TEVA-317010USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8336095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336095 NON-EXPEDITED N US-TEVA-317016USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LAMICTAL C  
NAUSEA FOLIC ACID C  

IRON C  

8336139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336139 NON-EXPEDITED N US-TEVA-317062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8336249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336249 NON-EXPEDITED N US-TEVA-317074USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
BACK PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8336475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336475 NON-EXPEDITED N US-BAYER-2012-004033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8336476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336476 NON-EXPEDITED Y US-BAYER-2012-004045 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8336477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336477 NON-EXPEDITED N US-BAYER-2012-004034 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 117 DAY BAYER

8336552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336552 NON-EXPEDITED N US-BAYER-2012-004086 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
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Detailed Report
8336553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336553 NON-EXPEDITED N US-BAYER-2012-003894 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

 

8336554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336554 NON-EXPEDITED N US-BAYER-2012-004126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8336555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336555 NON-EXPEDITED N US-BAYER-2012-004073 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 267 DAY BAYER

8336556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336556 NON-EXPEDITED N US-BAYER-2012-003855 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
BREAST HYPERPLASIA  
WEIGHT INCREASED  

8336558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336558 NON-EXPEDITED N US-BAYER-2012-004046 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 271 DAY BAYER
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Detailed Report
8336576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336576 NON-EXPEDITED Y OT US-BAYER-2012-004051 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8336614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336614 NON-EXPEDITED N US-TEVA-317127USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8336615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336615 NON-EXPEDITED N US-TEVA-317128USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8336663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336663 NON-EXPEDITED N US-BAYER-2012-003818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA CLIMARA PRO S  BAYER
DIZZINESS  

8336671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8336671 NON-EXPEDITED N US-TEVA-317076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8337052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2012 8337052 NON-EXPEDITED N US-TEVA-317307USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

7776902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 7776902 NON-EXPEDITED Y HO,DS US-BAYER-2011-007574 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT 1310 DAY BAYER
PAIN  

7989284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 7989284 NON-EXPEDITED N US-
BAYER-201014547NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL DISCOMFORT  
BACK PAIN  
DYSMENORRHOEA  
FATIGUE  
FEELING ABNORMAL  
HYPOMENORRHOEA  
JOINT SWELLING  
MENORRHAGIA  
NAUSEA  
NO ADVERSE EVENT  
PALPITATIONS  
VOMITING  

Page: 9,534 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8108044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8108044 NON-EXPEDITED N OT US-BAYER-2011-074628 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE UNK 111 DAY BAYER

8115307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8115307 NON-EXPEDITED Y OT US-BAYER-2011-077960 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8126260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8126260 NON-EXPEDITED N OT US-
BAYER-201032646NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PELVIC PAIN  

8256482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8256482 EXPEDITED (15-DAY) Y OT US-BAYER-2011-110189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PAIN  
PELVIC PAIN  
TENDERNESS  
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Detailed Report
8260148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8260148 NON-EXPEDITED Y OT US-BAYER-2011-110325 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE DISLOCATION  

8269381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8269381 NON-EXPEDITED N OT US-BAYER-2011-111216 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8269401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8269401 NON-EXPEDITED Y OT US-BAYER-2011-111727 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
NO ADVERSE EVENT  
PELVIC PAIN  

8274998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8274998 EXPEDITED (15-DAY) N OT US-BAYER-2011-114350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 186 DAY BAYER
PRESYNCOPE MIRENA S  BAYER
ABDOMINAL PAIN ADVAIR DISKUS C  
PHOTOSENSITIVITY REACTION ANTIBIOTICS C  
SWELLING PREDNISONE C  
DEVICE EXPULSION  
SKIN DISCOLOURATION  
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Detailed Report
8279130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8279130 EXPEDITED (15-DAY) Y OT US-BAYER-2011-114532 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENTRICULAR EXTRASYSTOLES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA ORTHO-NOVUM (ETHINYL

ESTRADIOL\NORETHINDRONE)
C UNK  

DIZZINESS ATENOLOL C 25 mg, QD  
TOPROL XL C 25 mg, UNK  
TOPROL XL C 50 mg, UNK  
NASONEX C 50 µg, UNK  
FLONASE C 50 µg, BID  
ALBUTEROL C 90 µg, UNK  
ASTEPRO C 2 puff(s), QD  
PREDNISONE C 20 mg, BID  

8280290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8280290 NON-EXPEDITED Y OT US-BAYER-2011-115027 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 64 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
VAGINAL HAEMORRHAGE  

8282350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8282350 NON-EXPEDITED Y US-BAYER-2011-115936 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 115 DAY BAYER
ADVERSE EVENT  
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Detailed Report
8308143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8308143 NON-EXPEDITED N US-TEVA-314681USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OVARIAN CYST RUPTURED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN MIFEPRISTONE S  
ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  
MENORRHAGIA  

8311942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8311942 NON-EXPEDITED N OT US-BAYER-2011-123369 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8313049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8313049 NON-EXPEDITED N OT US-BAYER-2011-122509 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/day  BAYER
DYSMENORRHOEA  
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8315297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8315297 NON-EXPEDITED N US-BAYER-2011-124101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8315766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8315766 NON-EXPEDITED N US-TEVA-315299USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
BACK PAIN  
DECREASED APPETITE  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8316820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8316820 NON-EXPEDITED Y US-BAYER-2011-124102 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8322155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8322155 NON-EXPEDITED N OT US-BAYER-2012-000522 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ALOPECIA  
ASTHENIA  
BURNING SENSATION  
DEPRESSION  
DYSPAREUNIA  
FATIGUE  
LOSS OF LIBIDO  
MOOD ALTERED  
PELVIC INFLAMMATORY DISEASE  
PRURITUS  
UTERINE CERVICAL PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8322183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8322183 NON-EXPEDITED N US-TEVA-315860USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8323381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8323381 NON-EXPEDITED N US-TEVA-315945USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8324990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8324990 NON-EXPEDITED N US-TEVA-316097USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8325771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8325771 NON-EXPEDITED N US-TEVA-316099USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8329050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8329050 NON-EXPEDITED N US-TEVA-316467USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

METHADONE HYDROCHLORIDE C  

8330530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8330530 NON-EXPEDITED N US-TEVA-316821USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IMODIUM C ORAL  

Page: 9,541 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8330573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8330573 NON-EXPEDITED N US-TEVA-316632USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8334758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8334758 NON-EXPEDITED N US-BAYER-2012-003724 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA UNKNOWN C UNK  

UNKNOWN C  

8337506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337506 NON-EXPEDITED N US-TEVA-317329USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337508 NON-EXPEDITED N US-TEVA-317333USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337516 NON-EXPEDITED N US-TEVA-317340USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8337518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337518 NON-EXPEDITED N US-BAYER-2012-003802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8337519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337519 NON-EXPEDITED Y US-BAYER-2012-004146 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 10 DAY BAYER

8337531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337531 NON-EXPEDITED N US-TEVA-317305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337545 NON-EXPEDITED N US-TEVA-317306USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8337549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337549 NON-EXPEDITED N US-BAYER-2012-003902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8337551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337551 NON-EXPEDITED Y US-BAYER-2012-004130 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
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Detailed Report
8337552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337552 NON-EXPEDITED Y US-BAYER-2012-004168 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8337553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337553 NON-EXPEDITED N US-BAYER-2012-004121 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8337555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337555 NON-EXPEDITED Y US-BAYER-2012-004127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8337556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337556 NON-EXPEDITED Y US-BAYER-2012-004026 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 41 DAY BAYER

8337558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337558 NON-EXPEDITED Y US-BAYER-2012-004171 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 43 DAY BAYER
MENORRHAGIA  
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Detailed Report
8337565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337565 NON-EXPEDITED N US-BAYER-2012-004187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 25 mcg/24hr, CONT  BAYER

8337566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337566 NON-EXPEDITED Y US-BAYER-2012-004286 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8337567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337567 NON-EXPEDITED N US-BAYER-2012-004204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8337568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337568 NON-EXPEDITED N US-BAYER-2012-004285 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8337569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337569 NON-EXPEDITED Y US-BAYER-2012-004261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 24 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8337570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337570 NON-EXPEDITED Y US-BAYER-2012-004216 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
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8337571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337571 NON-EXPEDITED N US-BAYER-2012-004200 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8337572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337572 NON-EXPEDITED Y US-BAYER-2012-004186 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8337573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337573 NON-EXPEDITED Y US-BAYER-2012-004209 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 392 DAY BAYER

8337574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337574 NON-EXPEDITED Y US-BAYER-2012-004221 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8337588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337588 NON-EXPEDITED Y US-BAYER-2012-004263 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S UNK  BAYER

8337589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337589 NON-EXPEDITED N US-BAYER-2012-004023 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
DEVICE COMPONENT ISSUE  
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8337590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337590 NON-EXPEDITED Y US-BAYER-2012-004266 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8337592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337592 NON-EXPEDITED N US-BAYER-2012-004284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PATIENT-DEVICE INCOMPATIBILITY MIRENA S 20 mcg/24hr, CONT  BAYER

8337595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337595 NON-EXPEDITED N US-TEVA-317357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337611 NON-EXPEDITED N US-TEVA-317350USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CELEXA C  

8337631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337631 NON-EXPEDITED N US-TEVA-317338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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8337637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337637 NON-EXPEDITED N OT US-BAYER-2012-004258 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PAIN  

8337642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337642 NON-EXPEDITED N OT US-BAYER-2012-004072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
MEDICAL DEVICE COMPLICATION  

8337685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337685 NON-EXPEDITED N US-TEVA-317330USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337695 NON-EXPEDITED N US-TEVA-317327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337712 NON-EXPEDITED N US-TEVA-317325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8337761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337761 NON-EXPEDITED N US-TEVA-317326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337793 NON-EXPEDITED N US-TEVA-317269USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPO-PROVERA S  

8337805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337805 EXPEDITED (15-DAY) N OT US-BAYER-2012-001641 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABASIA  
ABDOMINAL PAIN  
BLOOD PRESSURE DECREASED  
CIRCULATORY COLLAPSE  
DEVICE DAMAGE  
HYPERVENTILATION  
HYPOAESTHESIA  
NERVE INJURY  
VOMITING  

8337808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337808 NON-EXPEDITED N OT US-BAYER-2012-004402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 30 DAY BAYER
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Detailed Report
8337809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337809 NON-EXPEDITED Y OT US-BAYER-2012-004417 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 50 DAY BAYER

MIRENA S  BAYER

8337825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337825 NON-EXPEDITED N US-TEVA-317216USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN MICRONOR C ORAL  

MUCINEX DM C  
BUSPAR C  

8337830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337830 NON-EXPEDITED N US-BAYER-2012-004435 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 4 DAY BAYER

8337832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337832 NON-EXPEDITED Y US-BAYER-2012-004487 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 251 DAY BAYER

8337841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337841 NON-EXPEDITED Y US-BAYER-2012-004477 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 23 DAY BAYER
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Detailed Report
8337863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337863 NON-EXPEDITED N US-TEVA-317592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION DELAYED  

8337875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337875 NON-EXPEDITED N US-TEVA-317252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8337888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337888 NON-EXPEDITED N US-TEVA-317579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8337910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337910 NON-EXPEDITED N US-BAYER-2012-004256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S 20 mcg/24hr, CONT  BAYER

8337911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337911 NON-EXPEDITED N US-BAYER-2012-004458 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 31 DAY BAYER
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Detailed Report
8337945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8337945 NON-EXPEDITED N US-TEVA-317615USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8338012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338012 NON-EXPEDITED N US-TEVA-317565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8338018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338018 NON-EXPEDITED Y US-BAYER-2012-004564 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8338019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338019 NON-EXPEDITED N US-BAYER-2012-004498 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338020 NON-EXPEDITED N US-BAYER-2012-004523 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
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Detailed Report
8338041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338041 NON-EXPEDITED N US-TEVA-317525USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8338059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338059 NON-EXPEDITED N US-TEVA-317506USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8338080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2012 8338080 NON-EXPEDITED N US-TEVA-317646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7747175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 7747175 EXPEDITED (15-DAY) Y HO SE-BAYER-2010-005798 37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8172018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8172018 EXPEDITED (15-DAY) N OT US-BAYER-2011-092683 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 657 DAY BAYER
ABDOMINAL DISTENSION  
CERVIX INFLAMMATION  
CERVIX OEDEMA  
DEVICE DISLOCATION  
DISCOMFORT  
DYSPAREUNIA  
EMOTIONAL DISTRESS  
ERYTHEMA  
FLUID RETENTION  
LOSS OF LIBIDO  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
PAIN  
SMEAR CERVIX ABNORMAL  
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
WEIGHT INCREASED  

8194224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8194224 NON-EXPEDITED Y OT US-BAYER-2011-098521 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1331 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8283562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8283562 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-115654 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRAIN STEM INFARCTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VERTIGO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA ASPIRIN C ORAL 100 mg, QD  BAYER
HEADACHE SIMVASTATIN C ORAL 40 mg, HS  
FALL LEVOTHYROXINE SODIUM C 100 µg, QD  
GAIT DISTURBANCE  

8286570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8286570 NON-EXPEDITED Y OT US-BAYER-2011-115767 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 750 DAY BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8290280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8290280 NON-EXPEDITED N OT US-BAYER-2011-116788 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8321674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8321674 NON-EXPEDITED Y US-BAYER-2012-000857 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
PELVIC PAIN  
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Detailed Report
8327716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8327716 NON-EXPEDITED N OT US-BAYER-2012-002264 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  

8338403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338403 NON-EXPEDITED N US-TEVA-317576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8338436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338436 NON-EXPEDITED N US-TEVA-317531USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRILOSEC C  

8338767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338767 NON-EXPEDITED Y US-BAYER-2012-004665 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 103 DAY BAYER

8338769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338769 NON-EXPEDITED N US-BAYER-2012-004653 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8338778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338778 NON-EXPEDITED N US-BAYER-2012-004554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8338779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338779 NON-EXPEDITED Y US-BAYER-2012-004644 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8338780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338780 NON-EXPEDITED N US-BAYER-2012-004638 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 46 DAY BAYER

8338781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338781 NON-EXPEDITED N US-BAYER-2012-004561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8338782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338782 NON-EXPEDITED N US-BAYER-2012-004503 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8338783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338783 NON-EXPEDITED Y US-BAYER-2012-004464 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 210 DAY BAYER

8338784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338784 NON-EXPEDITED N US-BAYER-2012-004652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8338786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338786 NON-EXPEDITED Y US-BAYER-2012-004466 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8338787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338787 NON-EXPEDITED N US-BAYER-2012-004666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8338788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338788 NON-EXPEDITED Y US-BAYER-2012-004499 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8338789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338789 NON-EXPEDITED Y US-BAYER-2012-004579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338791 NON-EXPEDITED N US-BAYER-2012-004571 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 5 DAY BAYER

8338848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338848 NON-EXPEDITED N US-BAYER-2012-004707 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8338851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338851 NON-EXPEDITED N OT US-BAYER-2012-004553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK 91 DAY BAYER
AMENORRHOEA  

8338852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338852 NON-EXPEDITED N US-BAYER-2012-004671 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S 20 mcg/24hr, CONT  BAYER

8338853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338853 NON-EXPEDITED Y OT IL-BAYER-2012-004502 37 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8338854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338854 NON-EXPEDITED Y OT US-BAYER-2012-004573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338859 NON-EXPEDITED N US-BAYER-2012-004630 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8338861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338861 NON-EXPEDITED N US-BAYER-2012-004569 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8338864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338864 NON-EXPEDITED Y US-BAYER-2012-004431 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
FEELING ABNORMAL  

8338865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338865 NON-EXPEDITED N OT US-BAYER-2012-004622 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
DYSPEPSIA  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
WEIGHT INCREASED  

8338869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338869 NON-EXPEDITED N OT US-BAYER-2012-004599 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8338870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338870 NON-EXPEDITED N US-BAYER-2012-004684 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 51 DAY BAYER

8338871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338871 NON-EXPEDITED N US-BAYER-2012-004706 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8338872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338872 NON-EXPEDITED Y OT US-BAYER-2012-004600 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338873 NON-EXPEDITED N OT US-BAYER-2012-004613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER
DEVICE EXPULSION  

8338876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338876 NON-EXPEDITED N US-TEVA-317642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8338891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338891 NON-EXPEDITED Y OT US-BAYER-2012-004701 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER
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8338892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338892 EXPEDITED (15-DAY) Y OT US-BAYER-2012-004594 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8338893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338893 NON-EXPEDITED N OT US-BAYER-2012-004704 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338906 NON-EXPEDITED N US-TEVA-317620USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8338953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338953 EXPEDITED (15-DAY) N OT CA-BAYER-2012-004422 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338956 NON-EXPEDITED N US-BAYER-2012-004830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8338965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8338965 NON-EXPEDITED N US-TEVA-317639USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8339013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339013 NON-EXPEDITED N US-TEVA-317591USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339023 NON-EXPEDITED N US-TEVA-317598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIZZINESS  

8339065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339065 NON-EXPEDITED N US-TEVA-317644USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339070 NON-EXPEDITED N US-TEVA-317636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8339124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339124 NON-EXPEDITED N US-TEVA-317645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8339136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339136 NON-EXPEDITED N OT US-BAYER-2012-004842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8339137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339137 NON-EXPEDITED N OT US-BAYER-2012-004649 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
MEDICAL DEVICE COMPLICATION  

8339212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339212 NON-EXPEDITED Y US-BAYER-2012-004867 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8339214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339214 NON-EXPEDITED Y US-BAYER-2012-004893 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8339219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339219 NON-EXPEDITED N US-TEVA-317657USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8339259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339259 NON-EXPEDITED N US-TEVA-317654USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8339350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339350 NON-EXPEDITED N US-TEVA-317649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
SKIN DISCOLOURATION  

8339383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339383 NON-EXPEDITED N US-TEVA-317730USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339411 NON-EXPEDITED N US-TEVA-317755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C ORAL  
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8339588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339588 NON-EXPEDITED N US-TEVA-317497USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OEDEMA PERIPHERAL ZITHROMAX C  
WEIGHT INCREASED NUVARING C  
BREAST DISCOLOURATION  
BREAST PAIN  
PELVIC PAIN  

8339634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339634 NON-EXPEDITED Y OT US-BAYER-2012-004661 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8339635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339635 NON-EXPEDITED N US-BAYER-2012-004892 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
DYSPAREUNIA  

8339636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339636 NON-EXPEDITED N OT US-BAYER-2012-004852 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8339637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339637 NON-EXPEDITED Y US-BAYER-2012-004888 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8339642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339642 NON-EXPEDITED Y US-BAYER-2012-004862 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN  

8339643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339643 NON-EXPEDITED Y US-BAYER-2012-004923 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 430 DAY BAYER

8339673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339673 NON-EXPEDITED N US-TEVA-317652USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339677 NON-EXPEDITED Y US-BAYER-2012-004935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 402 DAY BAYER

8339679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339679 NON-EXPEDITED Y OT US-BAYER-2012-004834 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 264 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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Detailed Report
8339683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339683 NON-EXPEDITED N OT US-BAYER-2012-004856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8339698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339698 NON-EXPEDITED N US-TEVA-317655USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339769 NON-EXPEDITED N US-TEVA-317756USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339848 NON-EXPEDITED N US-TEVA-317728USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8339862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339862 NON-EXPEDITED N US-TEVA-317826USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8339871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339871 NON-EXPEDITED N US-TEVA-317819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8339880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339880 NON-EXPEDITED N US-TEVA-317796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8339913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8339913 NON-EXPEDITED N US-TEVA-317844USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ALEVE C ORAL  

8340023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8340023 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S TRANSDERMAL 1 patch  
HEADACHE  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

INSOMNIA  
MOOD SWINGS  
PALPITATIONS  
PRODUCT QUALITY ISSUE  

8340143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8340143 NON-EXPEDITED N US-TEVA-317793USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
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Detailed Report
8340307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8340307 NON-EXPEDITED N US-TEVA-317762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8340437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2012 8340437 NON-EXPEDITED N US-TEVA-317863USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8044188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8044188 EXPEDITED (15-DAY) Y OT US-BAYER-2011-060855 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN LOWER  
ASTHENIA  
DEVICE DISLOCATION  
DIZZINESS  
HOT FLUSH  
MUSCLE SPASMS  
NAUSEA  
PRESYNCOPE  
UTERINE PERFORATION  

Page: 9,570 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8066553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8066553 EXPEDITED (15-DAY) Y OT US-BAYER-2011-066591 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINITIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
VAGINAL DISCHARGE ANTIBIOTICS C  
SUPRAPUBIC PAIN ALLEGRA D-12 HOUR C UNK UNK, BID  
ABDOMINAL PAIN VALTREX C 500 mg, UNK  
AMENORRHOEA  
DEVICE EXPULSION  
FOREIGN BODY  
MENORRHAGIA  
UTERINE POLYP  
VAGINAL HAEMORRHAGE  

8173956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8173956 NON-EXPEDITED Y HO US-BAYER-2011-093956 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8236246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8236246 NON-EXPEDITED Y OT US-BAYER-2011-106551 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
ABDOMINAL PAIN  

8261651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8261651 NON-EXPEDITED N OT US-BAYER-2011-110327 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 9,571 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8295080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8295080 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-118383 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 344 DAY BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
DEVICE EXPULSION  
RETAINED PLACENTA OR MEMBRANES  
SEPSIS  
VAGINAL HAEMORRHAGE  

8320915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8320915 NON-EXPEDITED Y OT US-BAYER-2011-124504 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8329648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8329648 NON-EXPEDITED Y US-BAYER-2012-002841 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8333917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8333917 EXPEDITED (15-DAY) N OT US-BAYER-2012-003276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8338000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8338000 NON-EXPEDITED Y HO,OT US-BAYER-2012-004393 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION ORAL CONTRACEPTIVE NOS C  
PELVIC PAIN  
SCAR  

8340863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340863 EXPEDITED (15-DAY) Y OT BR-BAYER-2012-004383 46 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CANDIDIASIS  

8340873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340873 NON-EXPEDITED N OT US-BAYER-2012-004447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8340874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340874 EXPEDITED (15-DAY) N OT US-BAYER-2012-004924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
FUNGAL INFECTION  
UTERINE CERVICAL PAIN  
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Detailed Report
8340883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340883 NON-EXPEDITED N OT US-BAYER-2012-004938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8340884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340884 NON-EXPEDITED Y OT US-BAYER-2012-005047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8340885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340885 NON-EXPEDITED N OT US-BAYER-2012-005061 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8340890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340890 NON-EXPEDITED Y OT US-BAYER-2012-005103 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8340914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340914 NON-EXPEDITED N US-TEVA-317818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8340923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340923 NON-EXPEDITED Y US-BAYER-2012-005113 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 36 DAY BAYER
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Detailed Report
8340924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340924 NON-EXPEDITED N US-TEVA-317823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8340944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340944 NON-EXPEDITED N US-TEVA-317827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8340954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340954 NON-EXPEDITED N US-TEVA-317830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8340986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8340986 NON-EXPEDITED N US-TEVA-317833USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8341130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341130 NON-EXPEDITED N US-BAYER-2012-005067 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8341131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341131 NON-EXPEDITED N US-BAYER-2012-005145 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 162 DAY BAYER
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Detailed Report
8341133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341133 NON-EXPEDITED Y US-BAYER-2012-005114 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 66 DAY BAYER

8341134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341134 NON-EXPEDITED Y US-BAYER-2012-004956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 821 DAY BAYER

8341135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341135 NON-EXPEDITED N US-BAYER-2012-004691 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
DEVICE EXPULSION  

8341136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341136 NON-EXPEDITED N US-BAYER-2012-004198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8341137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341137 NON-EXPEDITED N US-BAYER-2012-005034 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 252 DAY BAYER

8341138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341138 NON-EXPEDITED N US-BAYER-2012-005112 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
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Detailed Report
8341183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341183 NON-EXPEDITED N US-TEVA-317855USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8341350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341350 NON-EXPEDITED N US-TEVA-317846USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON SUPPLEMENTATION C  

8341389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341389 NON-EXPEDITED N US-TEVA-317861USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING CELEXA C  

CELEXA C  
XANAX C  

8341476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341476 DIRECT Y HO,LT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S UNKNOWN DURATION  
CEREBROVASCULAR ACCIDENT  

8341508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341508 NON-EXPEDITED N US-BAYER-2012-003772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLIMARA PRO S TRANSDERMAL UNK  BAYER
HOT FLUSH  
MIDDLE INSOMNIA  
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Detailed Report
8341669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341669 NON-EXPEDITED Y OT US-BAYER-2012-004854 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  

8341688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341688 NON-EXPEDITED N US-TEVA-317859USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTHYROIDISM PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HYPERTENSION  
PALPITATIONS  
URTICARIA  

8341795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341795 NON-EXPEDITED N US-TEVA-317985USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8341810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341810 NON-EXPEDITED N US-TEVA-318008USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
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Detailed Report
8341860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341860 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2012-005211 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8341886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341886 NON-EXPEDITED N US-BAYER-2012-005441 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 82 DAY BAYER

8341911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341911 NON-EXPEDITED N US-BAYER-2012-005349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSED MOOD  
FATIGUE  

8341912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341912 NON-EXPEDITED Y US-BAYER-2012-005313 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8341914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341914 NON-EXPEDITED N US-BAYER-2012-005489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8341965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341965 NON-EXPEDITED N US-TEVA-318033USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8341987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341987 NON-EXPEDITED N US-TEVA-318029USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING NAPROXEN C  

8341989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341989 NON-EXPEDITED Y US-BAYER-2012-005511 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8341990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8341990 NON-EXPEDITED N OT US-BAYER-2012-005344 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8342027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342027 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0961602A

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION LAMICTAL S ORAL 50MGD per day  GLAXOSMITHKLINE
CRYING LEVONORGESTREL S UNKNOWN  
MOOD ALTERED LAMOTRIGINE S ORAL  GLAXOSMITHKLINE
METRORRHAGIA VYVANSE C  GLAXOSMITHKLINE
MUSCLE SPASMS SINGULAIR C  GLAXOSMITHKLINE
VISION BLURRED ALLEGRA C  
ABDOMINAL PAIN LOWER VALIUM C  GLAXOSMITHKLINE

ROBAXIN C  
BUPROPION HYDROCHLORIDE C ORAL  GLAXOSMITHKLINE

8342084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342084 NON-EXPEDITED N US-TEVA-318012USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342232 NON-EXPEDITED N US-TEVA-318010USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 9,581 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8342242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342242 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER
INC-2012008880

19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day, 21 days

out of 28
 PFIZER

DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  

8342252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342252 NON-EXPEDITED N US-TEVA-318004USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8342278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342278 NON-EXPEDITED N US-TEVA-317975USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8342298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342298 NON-EXPEDITED N US-TEVA-317918USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8342306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342306 NON-EXPEDITED N US-TEVA-317923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C ORAL  

8342319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342319 NON-EXPEDITED N US-TEVA-317784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342320 NON-EXPEDITED N US-TEVA-317931USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342353 NON-EXPEDITED N US-TEVA-317951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2012 8342414 NON-EXPEDITED Y US-BAYER-2012-005569 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
7895489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 7895489 NON-EXPEDITED Y OT US-BAYER-2011-028606 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1744 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE ACETAMINOPHEN C 325 mg, PRN  
DEVICE EXPULSION  

8084525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8084525 NON-EXPEDITED Y US-
BAYER-201021674NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8097637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8097637 NON-EXPEDITED Y OT US-BAYER-2011-070365 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
POST PROCEDURAL DISCOMFORT  
VAGINAL HAEMORRHAGE  

8278989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8278989 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-114122 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FACIAL PARESIS MIRENA S  BAYER

ASPIRIN C  
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Detailed Report
8334036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8334036 NON-EXPEDITED Y US-BAYER-2012-003254 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8335656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8335656 EXPEDITED (15-DAY) Y US-BAYER-2012-003816 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8336577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8336577 NON-EXPEDITED Y OT US-BAYER-2012-004105 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 237 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  
DYSPAREUNIA  
FEELING ABNORMAL  

8336677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8336677 NON-EXPEDITED N US-TEVA-317075USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8337085 NON-EXPEDITED N US-TEVA-317232USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD CRAVING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
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Detailed Report
8337576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8337576 NON-EXPEDITED N US-TEVA-317361USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8337591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8337591 NON-EXPEDITED N US-BAYER-2012-004181 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
DEVICE EXPULSION  

8338409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8338409 NON-EXPEDITED N US-TEVA-317567USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8338897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8338897 EXPEDITED (15-DAY) Y OT US-BAYER-2012-004583 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
DEVICE DISLOCATION  

8338898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8338898 NON-EXPEDITED N OT US-BAYER-2012-004702 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

Page: 9,586 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8339682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8339682 EXPEDITED (15-DAY) N OT US-BAYER-2012-004637 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
HEADACHE  

8342912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8342912 NON-EXPEDITED N US-TEVA-318007USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8342948 NON-EXPEDITED N US-TEVA-318037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8342973 NON-EXPEDITED N US-TEVA-318054USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343088 NON-EXPEDITED Y US-BAYER-2012-005564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 50 DAY BAYER

8343089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343089 NON-EXPEDITED N US-BAYER-2012-005626 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 78 DAY BAYER
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Detailed Report
8343090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343090 NON-EXPEDITED N US-BAYER-2012-005567 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8343091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343091 NON-EXPEDITED N US-BAYER-2012-005615 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8343094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343094 NON-EXPEDITED N US-BAYER-2012-005513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8343095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343095 NON-EXPEDITED N US-BAYER-2012-005500 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE UNK  BAYER

8343096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343096 NON-EXPEDITED Y US-BAYER-2012-005474 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER

8343097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343097 NON-EXPEDITED Y US-BAYER-2012-005519 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER
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Detailed Report
8343098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343098 NON-EXPEDITED Y US-BAYER-2012-005633 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8343099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343099 NON-EXPEDITED N US-BAYER-2012-005524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK 244 DAY BAYER

8343100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343100 NON-EXPEDITED N US-BAYER-2012-005617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  BAYER

8343113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343113 NON-EXPEDITED N US-TEVA-318058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8343143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343143 NON-EXPEDITED N US-BAYER-2012-005522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK 1825 DAY BAYER

MIRENA S  BAYER

8343226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343226 NON-EXPEDITED N US-TEVA-318060USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8343275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343275 NON-EXPEDITED N US-TEVA-318064USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343288 NON-EXPEDITED N US-TEVA-318056USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ZYBAN C  
NAUSEA PROZAC C  

8343306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343306 NON-EXPEDITED N DS US-BAYER-2012-003306 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8343308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343308 NON-EXPEDITED Y OT US-BAYER-2012-005443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8343310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343310 NON-EXPEDITED Y HO,OT US-BAYER-2012-005594 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  
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Detailed Report
8343318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343318 NON-EXPEDITED N US-TEVA-318066USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343322 NON-EXPEDITED N OT US-BAYER-2012-005518 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8343323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343323 NON-EXPEDITED Y OT US-BAYER-2012-005571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8343324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343324 NON-EXPEDITED N US-TEVA-318071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8343344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343344 NON-EXPEDITED N US-TEVA-318065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8343364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343364 NON-EXPEDITED N US-TEVA-317983USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  
FEELING OF RELAXATION  
INCREASED APPETITE  
MENSTRUATION DELAYED  

8343370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343370 NON-EXPEDITED N US-BAYER-2012-005857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HAIR TEXTURE ABNORMAL  

8343371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343371 NON-EXPEDITED Y US-BAYER-2012-005879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8343372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343372 NON-EXPEDITED Y US-BAYER-2012-005872 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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Detailed Report
8343381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343381 NON-EXPEDITED N US-TEVA-318063USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  
VOMITING  

8343395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343395 NON-EXPEDITED N OT US-BAYER-2012-005493 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8343423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343423 NON-EXPEDITED N US-TEVA-318013USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION DELAYED  
PELVIC PAIN  

8343426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343426 NON-EXPEDITED N US-TEVA-318059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8343436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343436 NON-EXPEDITED N US-TEVA-318057USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343448 NON-EXPEDITED N US-TEVA-318046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343465 NON-EXPEDITED N US-TEVA-318035USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343484 NON-EXPEDITED N US-TEVA-317924USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8343526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343526 DIRECT Y HO,LT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  

INSOMNIA  
KIDNEY INFECTION  
PRODUCT SUBSTITUTION ISSUE  
SUICIDAL IDEATION  
URINARY TRACT INFECTION  
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Detailed Report
8343709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343709 NON-EXPEDITED N US-TEVA-318081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8343876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343876 NON-EXPEDITED Y US-BAYER-2012-005991 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8343877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343877 NON-EXPEDITED N US-BAYER-2012-005977 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8343878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343878 NON-EXPEDITED Y US-BAYER-2012-005925 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 13 DAY BAYER

8343879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2012 8343879 NON-EXPEDITED N US-BAYER-2012-005938 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
MUSCLE SPASMS  

8260151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8260151 NON-EXPEDITED N US-BAYER-2011-110269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

Page: 9,595 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8280300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8280300 NON-EXPEDITED Y OT US-BAYER-2011-115387 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 87 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8303554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8303554 NON-EXPEDITED N US-TEVA-314275USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACCIDENTAL DRUG INTAKE BY CHILD PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8313019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8313019 NON-EXPEDITED N US-BAYER-2011-123495 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 217 DAY BAYER

8327072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8327072 NON-EXPEDITED N US-BAYER-2012-001616 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ECZEMA  
INJECTION SITE REACTION  
PIGMENTATION DISORDER  
WEIGHT INCREASED  
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Detailed Report
8335809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8335809 NON-EXPEDITED N US-TEVA-317130USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8339712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8339712 NON-EXPEDITED N US-TEVA-317656USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8344927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344927 EXPEDITED (15-DAY) Y OT US-BAYER-2012-005919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA MIRENA S 20 mcg/24hr, CONT  BAYER
DYSPNOEA  

8344928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344928 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-006049 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER OPERATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8344929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344929 EXPEDITED (15-DAY) Y OT NO-BAYER-2012-005929 Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL DYSPLASIA  
COITAL BLEEDING  
VAGINAL DISCHARGE  

8344935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344935 NON-EXPEDITED Y OT US-BAYER-2012-006014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 659 DAY BAYER
VAGINAL HAEMORRHAGE  

8344936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344936 NON-EXPEDITED Y OT US-BAYER-2012-005913 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8344937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344937 NON-EXPEDITED N OT US-BAYER-2012-005901 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8344939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344939 NON-EXPEDITED N OT US-BAYER-2012-006045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8344946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344946 NON-EXPEDITED N US-TEVA-318231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8344947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344947 NON-EXPEDITED N US-TEVA-318209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8344962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344962 NON-EXPEDITED N US-TEVA-318207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8344969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8344969 NON-EXPEDITED N US-TEVA-318201USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  

8345014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345014 NON-EXPEDITED N US-TEVA-318164USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVOTHYROXINE SODIUM C  

8345073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345073 NON-EXPEDITED Y US-BAYER-2012-006067 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 3 DAY BAYER
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Detailed Report
8345074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345074 NON-EXPEDITED Y US-BAYER-2012-005954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8345075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345075 NON-EXPEDITED N US-BAYER-2012-006070 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8345076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345076 NON-EXPEDITED Y US-BAYER-2012-006111 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8345077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345077 NON-EXPEDITED Y US-BAYER-2012-006099 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8345078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345078 NON-EXPEDITED Y US-BAYER-2012-005987 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 307 DAY BAYER

MIRENA S  BAYER

8345079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345079 NON-EXPEDITED N US-BAYER-2012-006101 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8345080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345080 NON-EXPEDITED Y US-BAYER-2012-006148 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 10 DAY BAYER

8345081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345081 NON-EXPEDITED Y US-BAYER-2012-006145 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8345082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345082 NON-EXPEDITED Y US-BAYER-2012-006050 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER

8345083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345083 NON-EXPEDITED Y US-BAYER-2012-006064 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8345085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345085 NON-EXPEDITED N US-BAYER-2012-005473 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S TOPICAL  BAYER

8345086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345086 NON-EXPEDITED N US-BAYER-2012-005924 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
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Detailed Report
8345094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345094 NON-EXPEDITED N US-TEVA-318169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8345190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345190 NON-EXPEDITED N US-TEVA-318198USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8345199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345199 NON-EXPEDITED N US-BAYER-2012-006028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8345200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345200 EXPEDITED (15-DAY) N HO,OT FR-BAYER-2012-005891 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
SIGMOIDITIS  
STRESS  

8345214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345214 NON-EXPEDITED N US-TEVA-318204USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8345275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345275 NON-EXPEDITED N US-TEVA-318208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8345362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345362 NON-EXPEDITED N US-BAYER-2012-005941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
TINNITUS  

8345365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345365 NON-EXPEDITED N US-BAYER-2012-005611 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PANIC ATTACK CYMBALTA C 30 mg, UNK  
ALOPECIA  
ARTHRALGIA  
DEPRESSION  
NIGHT SWEATS  
PARAESTHESIA  

8345369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345369 NON-EXPEDITED Y US-BAYER-2012-006062 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8345370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345370 NON-EXPEDITED Y US-BAYER-2012-006061 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DISCOMFORT  
MEDICAL DEVICE COMPLICATION  

8345652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345652 NON-EXPEDITED N US-TEVA-318240USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8345704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345704 NON-EXPEDITED N US-TEVA-318085USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8345811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345811 NON-EXPEDITED N US-TEVA-318206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
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Detailed Report
8345909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8345909 NON-EXPEDITED N US-TEVA-318137USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
TOPAMAX C  
ACIPHEX C  
WELLBUTRIN C  
LUNESTA C  

8346022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346022 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-006344 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC VENOUS THROMBOSIS MIRENA S  BAYER

8346379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346379 NON-EXPEDITED N US-TEVA-318285USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8346401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346401 NON-EXPEDITED N OT US-BAYER-2012-006051 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8346432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346432 NON-EXPEDITED N US-TEVA-318278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8346446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346446 NON-EXPEDITED N US-TEVA-318273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8346494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346494 NON-EXPEDITED N US-TEVA-318287USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8346526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346526 NON-EXPEDITED Y OT US-BAYER-2012-006370 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8346558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346558 NON-EXPEDITED N US-TEVA-318250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
OFF LABEL USE  
PELVIC PAIN  
VOMITING  

8346559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346559 NON-EXPEDITED N US-TEVA-318352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8346614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346614 NON-EXPEDITED N US-TEVA-318445USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8346692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346692 EXPEDITED (15-DAY) N OT GXBR2012US000481 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL Levonorgestrel 0.15mg

and Ethinyl estradiol
0.03mg, QD

 

BODY TEMPERATURE DECREASED  
COLD SWEAT  
FEELING HOT  
HYPOAESTHESIA  
PALLOR  
PRESYNCOPE  

8346779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346779 NON-EXPEDITED N US-TEVA-318330USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ZOLOFT C  

8346871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2012 8346871 NON-EXPEDITED N US-TEVA-318333USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  
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Detailed Report
8098196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8098196 NON-EXPEDITED N US-BAYER-2011-043802 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 328 DAY BAYER
DIZZINESS  
METRORRHAGIA  
MIGRAINE  
VERTIGO  

8120448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8120448 EXPEDITED (15-DAY) Y OT IE-BAYER-2011-017597 33 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MASTITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST ENLARGEMENT DESOGESTREL C  
BREAST PAIN  

8156545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8156545 NON-EXPEDITED Y OT US-BAYER-2011-085984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
ABDOMINAL PAIN  
UTERINE POLYP  
VAGINAL HAEMORRHAGE  

8164781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8164781 NON-EXPEDITED N OT US-BAYER-2011-089946 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION LORTAB C 5 mg, UNK 1 DAY

IBUPROFEN C 800 mg, UNK 1 DAY BAYER
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Detailed Report
8290243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8290243 NON-EXPEDITED N US-BAYER-2011-116871 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8304038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8304038 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-119897 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE UNK  BAYER
BREAST CANCER IN SITU  
OESTROGEN RECEPTOR ASSAY POSITIVE  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

8304063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8304063 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-119890 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE UNK  BAYER

8304733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8304733 NON-EXPEDITED Y OT US-BAYER-2011-122087 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8307032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8307032 NON-EXPEDITED N OT US-BAYER-2011-120937 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8311774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8311774 NON-EXPEDITED Y OT US-BAYER-2011-121914 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 230 DAY BAYER
DEVICE EXPULSION  

8311777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8311777 NON-EXPEDITED Y OT US-BAYER-2011-121562 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

8313022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8313022 EXPEDITED (15-DAY) Y HO,CA,OT SE-BAYER-2011-120939 287 DAY Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL AORTIC STENOSIS MIRENA S TRANSPLACENTAL  BAYER
CARDIAC MURMUR  
CYANOSIS  
GRUNTING  
INCREASED UPPER AIRWAY SECRETION  
RESPIRATORY RATE INCREASED  

8316772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8316772 NON-EXPEDITED N OT US-BAYER-2011-124300 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
8322891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8322891 NON-EXPEDITED N US-TEVA-315889USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8324793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8324793 NON-EXPEDITED N US-TEVA-315981USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED VITAMIN E C  

IRON C  

8324933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8324933 NON-EXPEDITED Y OT US-BAYER-2012-000896 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ACNE CYSTIC  
HYPOAESTHESIA  
MENORRHAGIA  
METRORRHAGIA  
PARAESTHESIA  

8327600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8327600 NON-EXPEDITED N US-BAYER-2012-002384 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8333401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8333401 NON-EXPEDITED N OT US-BAYER-2012-003209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8335613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8335613 NON-EXPEDITED Y US-BAYER-2012-003901 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 485 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8338890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8338890 NON-EXPEDITED N US-TEVA-317613USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348013 NON-EXPEDITED N US-TEVA-318396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348054 NON-EXPEDITED N US-TEVA-318277USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
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8348063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348063 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-006171 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S UNK  BAYER

UNSPECIFIED INGREDIENT S  

8348125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348125 NON-EXPEDITED Y US-TEVA-318353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348142 NON-EXPEDITED N OT US-BAYER-2012-006572 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8348152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348152 NON-EXPEDITED N OT US-BAYER-2012-006579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER

8348153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348153 NON-EXPEDITED Y OT US-BAYER-2012-006635 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICITIS  
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Detailed Report
8348155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348155 NON-EXPEDITED N OT US-BAYER-2012-006648 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
UTERINE PAIN  

8348205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348205 NON-EXPEDITED Y US-BAYER-2012-006616 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 187 DAY BAYER

MIRENA S  BAYER

8348208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348208 NON-EXPEDITED Y US-BAYER-2012-006409 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8348209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348209 NON-EXPEDITED N US-BAYER-2012-006667 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8348210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348210 NON-EXPEDITED Y US-BAYER-2012-006609 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8348211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348211 NON-EXPEDITED N US-BAYER-2012-006350 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 51 DAY BAYER

8348212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348212 NON-EXPEDITED N US-BAYER-2012-006611 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER

8348213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348213 NON-EXPEDITED N US-BAYER-2012-006424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8348214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348214 NON-EXPEDITED Y US-BAYER-2012-006672 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8348215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348215 NON-EXPEDITED Y US-BAYER-2012-006354 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER

8348216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348216 NON-EXPEDITED N US-BAYER-2012-006628 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8348217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348217 NON-EXPEDITED N US-BAYER-2012-006614 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8348218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348218 NON-EXPEDITED Y US-BAYER-2012-006663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 25 DAY BAYER

8348219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348219 NON-EXPEDITED N US-BAYER-2012-006358 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8348220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348220 NON-EXPEDITED N US-BAYER-2012-006640 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8348221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348221 NON-EXPEDITED N US-BAYER-2012-006641 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8348223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348223 NON-EXPEDITED Y US-BAYER-2012-006669 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 59 DAY BAYER
PAIN  

Page: 9,616 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8348225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348225 NON-EXPEDITED N US-BAYER-2012-006364 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 182 DAY BAYER

8348226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348226 NON-EXPEDITED N US-BAYER-2012-006668 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8348249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348249 NON-EXPEDITED N US-TEVA-318282USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348304 NON-EXPEDITED N US-BAYER-2012-006639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

PANTOPRAZOLE C  
ESCITALOPRAM OXALATE C  
ATENOLOL C  

8348306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348306 NON-EXPEDITED Y US-BAYER-2012-006671 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8348307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348307 NON-EXPEDITED N US-BAYER-2012-006636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8348308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348308 NON-EXPEDITED N US-BAYER-2012-006602 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIBIDO DECREASED MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER

8348355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348355 NON-EXPEDITED N US-TEVA-318460USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8348357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348357 NON-EXPEDITED Y US-BAYER-2012-006826 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8348358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348358 NON-EXPEDITED Y US-BAYER-2012-006870 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8348359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348359 NON-EXPEDITED Y US-BAYER-2012-006852 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8348360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348360 NON-EXPEDITED N US-BAYER-2012-006825 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8348436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348436 NON-EXPEDITED Y OT US-BAYER-2012-006809 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 37 DAY BAYER

8348445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348445 NON-EXPEDITED N US-TEVA-318442USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348446 NON-EXPEDITED N US-TEVA-318458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348510 NON-EXPEDITED N US-BAYER-2012-006399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8348511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348511 NON-EXPEDITED Y US-BAYER-2012-006861 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 332 DAY BAYER

MIRENA S  BAYER

8348548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348548 NON-EXPEDITED N US-TEVA-318456USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348587 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  
ACNE  
ALOPECIA  
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  
HEADACHE  
UTERINE PERFORATION  
WEIGHT DECREASED  
WEIGHT INCREASED  

8348652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348652 NON-EXPEDITED N US-BAYER-2012-006882 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8348671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348671 NON-EXPEDITED N US-BAYER-2012-006821 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8348679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348679 NON-EXPEDITED N US-TEVA-318453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8348978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8348978 NON-EXPEDITED N US-TEVA-318461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349053 EXPEDITED (15-DAY) N OT US-BAYER-2012-006819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CROHN'S DISEASE MIRENA S  BAYER
DIARRHOEA  

8349271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349271 NON-EXPEDITED N US-TEVA-318631USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349274 NON-EXPEDITED N OT US-BAYER-2012-006994 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S UNK  BAYER
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Detailed Report
8349288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349288 NON-EXPEDITED N US-TEVA-318459USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349731 NON-EXPEDITED N US-TEVA-318633USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349741 NON-EXPEDITED N US-TEVA-318663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349753 NON-EXPEDITED N US-TEVA-318674USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8349781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349781 NON-EXPEDITED N US-BAYER-2012-006885 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK, ONCE 104 DAY BAYER

8349782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349782 NON-EXPEDITED Y US-BAYER-2012-006998 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8349831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349831 NON-EXPEDITED N US-TEVA-318691USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8349868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349868 NON-EXPEDITED N US-TEVA-318626USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION HYZAAR C  
MENSTRUATION IRREGULAR PROTONIX C  

8349883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349883 NON-EXPEDITED N US-TEVA-318722USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C  

8349885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2012 8349885 NON-EXPEDITED N US-TEVA-318716USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C  
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Detailed Report
7967486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 7967486 NON-EXPEDITED N HO,OT US-BAYER-2011-042889 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
ABDOMINAL PAIN UPPER  
BACK PAIN  
GENITAL HAEMORRHAGE  
PAIN  
VAGINAL HAEMORRHAGE  

8068248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8068248 EXPEDITED (15-DAY) N OT US-BAYER-2011-065266 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 366 DAY BAYER
DEVICE DISLOCATION  
FALLOPIAN TUBE DISORDER  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

OVARIAN CYST  
POSTOPERATIVE ADHESION  
UNEVALUABLE EVENT  
UTERINE PERFORATION  
VAGINAL HAEMORRHAGE  

8239189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8239189 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-108221 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1389 DAY BAYER
PROCEDURAL PAIN MILNACIPRAN HYDROCHLORIDE C  

RISPERDAL C  
DESLORATADINE C  
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Detailed Report
8292071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8292071 NON-EXPEDITED Y OT US-BAYER-2011-119573 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION LEXAPRO C ORAL Daily dose 5 mg 155 DAY
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8311749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8311749 NON-EXPEDITED N OT US-BAYER-2011-121484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT  BAYER
AMENORRHOEA  
METRORRHAGIA  

8319313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8319313 NON-EXPEDITED Y US-BAYER-2011-001091 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER
PROCEDURAL PAIN  

8324976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8324976 NON-EXPEDITED Y OT US-BAYER-2012-000926 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
ABDOMINAL PAIN  
PAIN  
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8330588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8330588 NON-EXPEDITED N OT US-BAYER-2012-002242 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 256 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8335588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8335588 NON-EXPEDITED Y OT US-BAYER-2012-003810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 242 DAY BAYER
DEVICE DISLOCATION  
Haemorrhage in pregnancy  

8337636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8337636 NON-EXPEDITED Y OT US-BAYER-2012-004268 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8339633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8339633 NON-EXPEDITED N US-TEVA-317650USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8342396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8342396 NON-EXPEDITED N US-BAYER-2012-005478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8348224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8348224 NON-EXPEDITED Y OT US-BAYER-2012-006666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8350380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350380 NON-EXPEDITED N US-TEVA-318736USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350517 NON-EXPEDITED N US-TEVA-318730USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8350541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350541 NON-EXPEDITED N US-TEVA-318740USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350587 NON-EXPEDITED Y US-BAYER-2012-006975 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 82 DAY BAYER
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Detailed Report
8350590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350590 NON-EXPEDITED N US-BAYER-2012-007035 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK UNK, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8350591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350591 NON-EXPEDITED N US-BAYER-2012-006953 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

8350592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350592 NON-EXPEDITED Y US-BAYER-2012-006894 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8350593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350593 NON-EXPEDITED N US-BAYER-2012-007019 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8350594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350594 NON-EXPEDITED Y US-BAYER-2012-006971 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 256 DAY BAYER

8350595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350595 NON-EXPEDITED Y US-BAYER-2012-007075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8350596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350596 NON-EXPEDITED Y US-BAYER-2012-007054 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8350597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350597 NON-EXPEDITED N US-BAYER-2012-007120 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8350598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350598 NON-EXPEDITED N US-BAYER-2012-006999 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 190 DAY BAYER

8350599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350599 NON-EXPEDITED Y US-BAYER-2012-006916 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 242 DAY BAYER

8350600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350600 NON-EXPEDITED N US-BAYER-2012-006981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  
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Detailed Report
8350602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350602 NON-EXPEDITED N US-BAYER-2012-007113 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 432 DAY BAYER

8350603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350603 NON-EXPEDITED N US-BAYER-2012-007043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER

8350604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350604 NON-EXPEDITED N US-BAYER-2012-006928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8350605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350605 NON-EXPEDITED Y US-BAYER-2012-007025 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8350606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350606 NON-EXPEDITED N US-BAYER-2012-006943 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8350607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350607 NON-EXPEDITED Y US-BAYER-2012-007046 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER
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Detailed Report
8350675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350675 NON-EXPEDITED N US-BAYER-2012-006959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8350703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350703 NON-EXPEDITED N US-TEVA-318744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350735 NON-EXPEDITED N US-TEVA-318822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST PAIN  
MENSTRUATION IRREGULAR  

8350843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350843 NON-EXPEDITED N US-TEVA-318900USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RITALIN C  

8350845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350845 EXPEDITED (15-DAY) Y OT US-BAYER-2012-006954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HODGKIN'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  
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Detailed Report
8350872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350872 NON-EXPEDITED N US-TEVA-318749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350880 NON-EXPEDITED Y OT US-BAYER-2012-007045 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8350881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350881 NON-EXPEDITED N OT US-BAYER-2012-007050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8350882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350882 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-006863 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY HYPERTENSION MIRENA S  BAYER

8350886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350886 NON-EXPEDITED N US-TEVA-318752USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350945 NON-EXPEDITED Y HO US-BAYER-2012-006986 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8350947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350947 NON-EXPEDITED Y OT US-BAYER-2012-006965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8350948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350948 NON-EXPEDITED N OT US-BAYER-2012-006995 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8350976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350976 NON-EXPEDITED N US-TEVA-318852USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DYSMENORRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8350982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350982 NON-EXPEDITED N OT US-BAYER-2012-007008 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8350983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350983 NON-EXPEDITED N OT US-BAYER-2012-007058 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ASTHENIA  
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Detailed Report
8350984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350984 NON-EXPEDITED Y OT US-BAYER-2012-007049 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8350993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8350993 NON-EXPEDITED N US-TEVA-318754USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8351016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351016 NON-EXPEDITED N US-TEVA-318756USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8351058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351058 NON-EXPEDITED N US-TEVA-318757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8351111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351111 NON-EXPEDITED N US-TEVA-318758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8351121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351121 NON-EXPEDITED N US-TEVA-318907USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ORTHO TRI CYCLEN C ORAL  
FATIGUE  

8351158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351158 DIRECT Y OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
INFERTILITY  

8351451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351451 NON-EXPEDITED Y OT US-BAYER-2012-006883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8351452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351452 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-114155 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  

8351472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351472 NON-EXPEDITED N US-TEVA-318951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8351506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351506 NON-EXPEDITED N US-TEVA-318959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8351983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351983 NON-EXPEDITED N US-TEVA-318938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

8351986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8351986 NON-EXPEDITED N US-TEVA-318941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8352005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8352005 NON-EXPEDITED N US-TEVA-318946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8352021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2012 8352021 EXPEDITED (15-DAY) N OT US-TEVA-318036USA 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
ECTOPIC PREGNANCY  
MUSCULOSKELETAL PAIN  
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Detailed Report
8314010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8314010 NON-EXPEDITED N US-TEVA-315096USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIARRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
MIGRAINE  
NAUSEA  
PAIN IN EXTREMITY  
UTERINE ENLARGEMENT  

8320764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8320764 NON-EXPEDITED Y US-BAYER-2012-000510 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8350601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8350601 NON-EXPEDITED N US-BAYER-2012-007028 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER

8353123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353123 EXPEDITED (15-DAY) N OT US-BAYER-2012-007355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  BAYER
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Detailed Report
8353124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353124 EXPEDITED (15-DAY) N OT US-BAYER-2012-007389 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8353125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353125 EXPEDITED (15-DAY) N OT US-BAYER-2012-007352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S UNK  BAYER

8353126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353126 NON-EXPEDITED N OT US-BAYER-2012-007526 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 136 DAY BAYER
BACK PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
INCONTINENCE  

8353129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353129 NON-EXPEDITED N OT US-BAYER-2012-007566 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8353135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353135 NON-EXPEDITED N US-TEVA-318920USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER BEYAZ C ORAL  
DIZZINESS  
NAUSEA  

8353276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353276 NON-EXPEDITED N US-TEVA-318931USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8353317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353317 NON-EXPEDITED N US-TEVA-318940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8353408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353408 EXPEDITED (15-DAY) N OT US-BAYER-2012-007324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
APHAGIA  
ASTHENIA  
FEELING ABNORMAL  
MALAISE  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8353468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353468 NON-EXPEDITED Y US-BAYER-2012-007379 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
ABDOMINAL PAIN LOWER  

8353469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353469 NON-EXPEDITED N US-BAYER-2012-007613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 90 DAY BAYER

8353472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353472 NON-EXPEDITED Y US-BAYER-2012-007592 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8353473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353473 NON-EXPEDITED N US-BAYER-2012-007561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8353474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353474 NON-EXPEDITED N US-BAYER-2012-007398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8353475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353475 NON-EXPEDITED N US-BAYER-2012-006594 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 32 DAY BAYER
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Detailed Report
8353476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353476 NON-EXPEDITED N US-BAYER-2012-007597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8353485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353485 NON-EXPEDITED N US-TEVA-318977USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8353486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353486 NON-EXPEDITED N US-TEVA-319017USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PRILOSEC C  

XANAX C  

8353586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353586 NON-EXPEDITED N US-TEVA-319018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8353622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353622 NON-EXPEDITED N US-TEVA-319015USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8353694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353694 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B S ORAL 2 doses  
GALACTORRHOEA PLAN B ONE-STEP C ORAL 1 dose  
BREAST MILK DISCOLOURATION  

8353838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353838 NON-EXPEDITED N OT US-BAYER-2012-007527 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER
POST PROCEDURAL HAEMORRHAGE  

8353884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353884 NON-EXPEDITED N US-TEVA-319082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
MENSTRUATION IRREGULAR  

8353963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8353963 NON-EXPEDITED N US-TEVA-318975USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8354004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8354004 NON-EXPEDITED N US-TEVA-319140USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8354249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8354249 NON-EXPEDITED N US-BAYER-2012-007779 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8354307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8354307 NON-EXPEDITED N US-TEVA-319150USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NASOPHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
NAUSEA  

8354429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8354429 NON-EXPEDITED N US-TEVA-319012USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8354551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2012 8354551 NON-EXPEDITED N US-TEVA-319008USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8175846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8175846 EXPEDITED (15-DAY) N OT US-BAYER-2011-095516 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
UTERINE HAEMORRHAGE  
UTERINE PERFORATION  

8185987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8185987 NON-EXPEDITED Y OT US-BAYER-2011-097011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 628 DAY BAYER
DEVICE BREAKAGE  

8307199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8307199 NON-EXPEDITED Y US-BAYER-2011-122403 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8320606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8320606 NON-EXPEDITED N US-TEVA-315695USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8324879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8324879 NON-EXPEDITED N US-TEVA-316081USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8337932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8337932 NON-EXPEDITED N US-BAYER-2012-004237 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE PRURITUS CLIMARA PRO S TRANSDERMAL CONT  BAYER
NO ADVERSE EVENT  

8338785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8338785 NON-EXPEDITED N US-BAYER-2012-004491 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S  BAYER

8339678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8339678 NON-EXPEDITED Y OT GB-BAYER-2012-004795 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE LEVONORGESTREL S UNK  
DEVICE DISLOCATION  

8341859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8341859 EXPEDITED (15-DAY) Y DE-BAYER-2012-005314 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDROMETRA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8343101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8343101 NON-EXPEDITED N US-BAYER-2012-005645 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8355182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355182 EXPEDITED (15-DAY) N OT US-TEVA-318216USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8355218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355218 NON-EXPEDITED N US-TEVA-319014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8355229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355229 NON-EXPEDITED N US-TEVA-319110USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
MENSTRUATION DELAYED  

8355261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355261 NON-EXPEDITED N HO US-BAYER-2012-007762 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8355262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355262 NON-EXPEDITED N OT US-BAYER-2012-007573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8355263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355263 NON-EXPEDITED N OT US-BAYER-2012-007632 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8355279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355279 NON-EXPEDITED N US-BAYER-2012-007957 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 611 DAY BAYER

8355280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355280 NON-EXPEDITED Y US-BAYER-2012-007923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8355301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355301 NON-EXPEDITED Y US-BAYER-2012-007932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8355302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355302 NON-EXPEDITED N US-BAYER-2012-007767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8355303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355303 NON-EXPEDITED N US-BAYER-2012-007972 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 145 DAY BAYER
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Detailed Report
8355304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355304 NON-EXPEDITED Y US-BAYER-2012-007936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8355305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355305 NON-EXPEDITED Y US-BAYER-2012-008024 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8355387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355387 NON-EXPEDITED N US-TEVA-319171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SANCTURA C  

8355389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355389 NON-EXPEDITED N US-BAYER-2012-007905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
INSOMNIA  

8355400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355400 NON-EXPEDITED N OT US-BAYER-2012-007880 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
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Detailed Report
8355426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355426 NON-EXPEDITED N US-TEVA-319137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8355447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355447 NON-EXPEDITED N US-TEVA-319194USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8355457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355457 NON-EXPEDITED Y US-BAYER-2012-007931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER

8355458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355458 NON-EXPEDITED N US-BAYER-2012-007964 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

 

LIBIDO DECREASED  

8355459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355459 NON-EXPEDITED Y US-BAYER-2012-007858 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8355460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355460 NON-EXPEDITED Y US-BAYER-2012-007970 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8355461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355461 NON-EXPEDITED N US-BAYER-2012-007977 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8355462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355462 NON-EXPEDITED N US-BAYER-2012-007754 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8355520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355520 NON-EXPEDITED N US-BAYER-2012-007976 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN IN EXTREMITY  

8355576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355576 NON-EXPEDITED N OT US-BAYER-2012-007909 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8355577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355577 NON-EXPEDITED Y OT US-BAYER-2012-007764 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8355581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355581 NON-EXPEDITED N US-TEVA-319189USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
VOMITING  

8355620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355620 NON-EXPEDITED Y OT US-BAYER-2012-007965 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8355646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355646 NON-EXPEDITED N OT US-BAYER-2012-007911 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 11 DAY BAYER
MENORRHAGIA  

8355650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355650 NON-EXPEDITED N US-TEVA-319199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8355717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355717 NON-EXPEDITED N US-TEVA-319200USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8355720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355720 NON-EXPEDITED N US-TEVA-319212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8355763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355763 NON-EXPEDITED N US-BAYER-2012-007770 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CYST  
DEVICE EXPULSION  
MENSTRUATION DELAYED  

8355811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355811 NON-EXPEDITED N US-TEVA-319209USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8355828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355828 NON-EXPEDITED N US-TEVA-319138USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

8355837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355837 NON-EXPEDITED N US-TEVA-319207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8355845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355845 NON-EXPEDITED N US-TEVA-319202USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8355994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355994 NON-EXPEDITED N US-TEVA-319182USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
DIARRHOEA  
NAUSEA  

8355999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8355999 NON-EXPEDITED Y US-BAYER-2012-008232 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8356092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356092 DIRECT N HO,LT,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  
DEVICE RELATED INFECTION  
RENAL CYST  
REPRODUCTIVE COMPLICATION ASSOCIATED
WITH DEVICE

 

SEPSIS  
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Detailed Report
8356135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356135 NON-EXPEDITED N US-TEVA-319169USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TILIA C  

8356173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356173 NON-EXPEDITED N US-TEVA-319187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8356202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356202 NON-EXPEDITED N US-TEVA-319183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8356300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356300 NON-EXPEDITED N US-BAYER-2012-008228 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8356301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356301 NON-EXPEDITED N US-BAYER-2012-007722 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8356302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356302 NON-EXPEDITED N US-BAYER-2012-008211 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 273 DAY BAYER
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Detailed Report
8356349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356349 NON-EXPEDITED N US-TEVA-319318USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
OFF LABEL USE  

8356359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356359 NON-EXPEDITED N US-TEVA-319321USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8356453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356453 NON-EXPEDITED N US-TEVA-319441USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8356508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356508 NON-EXPEDITED N US-TEVA-319341USA 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  

8356540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356540 NON-EXPEDITED N US-TEVA-319440USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8356579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2012 8356579 NON-EXPEDITED N US-BAYER-2012-008338 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER

8269446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8269446 NON-EXPEDITED N OT US-BAYER-2011-112182 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg 1017 DAY BAYER
BREAST TENDERNESS WARFARIN SODIUM C 5 mg, QOD  
NAUSEA WARFARIN SODIUM C 7.5 mg, QOD  
ABORTION SPONTANEOUS  
AMENORRHOEA  
FOETAL HEART RATE ABNORMAL  

8279846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8279846 EXPEDITED (15-DAY) Y DE-BAYER-2011-114817 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACOUSTIC STIMULATION TESTS ABNORMAL MIRENA S TRANSPLACENTAL  BAYER

OXYTOCIN C  

8290246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8290246 NON-EXPEDITED N OT US-BAYER-2011-118253 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  
DISCOMFORT  
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Detailed Report
8311580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8311580 NON-EXPEDITED Y OT US-BAYER-2011-120807 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 32 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE COMPONENT ISSUE  
HAEMORRHAGE  
PAIN  

8329511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8329511 NON-EXPEDITED N US-TEVA-316464USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE LEVOTHYROXINE SODIUM C  
BREAST PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8330938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8330938 EXPEDITED (15-DAY) Y OT SE-BAYER-2011-121420 26 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
PROCEDURAL PAIN DIENOGEST\ESTRADIOL

VALERATE
S  BAYER

GENITAL HAEMORRHAGE  
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Detailed Report
8331119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8331119 NON-EXPEDITED N US-TEVA-316690USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  
YAZ C  

8333690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8333690 NON-EXPEDITED N US-TEVA-316892USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8336733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8336733 NON-EXPEDITED N US-TEVA-317290USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8338895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8338895 EXPEDITED (15-DAY) N OT US-BAYER-2012-004620 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NEUROLOGICAL SYMPTOM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PARKINSON'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8341308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8341308 EXPEDITED (15-DAY) N US-BAYER-2012-005065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEART RATE INCREASED  

8343832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8343832 NON-EXPEDITED N US-TEVA-318077USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SOMNOLENCE NAPROXEN C  
ABDOMINAL DISTENSION  
BACK PAIN  
BREAST TENDERNESS  
MENSTRUATION DELAYED  
NAUSEA  
POLLAKIURIA  

8345057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8345057 NON-EXPEDITED N US-TEVA-318149USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8346525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8346525 NON-EXPEDITED N US-TEVA-318391USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8354517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8354517 NON-EXPEDITED N US-TEVA-319007USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FLOVENT C  
ALBUTEROL C  

8354590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8354590 NON-EXPEDITED N US-TEVA-318989USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8357311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357311 NON-EXPEDITED N US-TEVA-319213USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C  

8357338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357338 NON-EXPEDITED N US-TEVA-319215USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FEMCON FE C  

8357342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357342 NON-EXPEDITED Y OT US-BAYER-2012-008349 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8357383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357383 NON-EXPEDITED N US-BAYER-2012-008224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8357384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357384 NON-EXPEDITED N US-BAYER-2012-008322 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8357387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357387 NON-EXPEDITED N US-BAYER-2012-008373 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8357388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357388 NON-EXPEDITED N US-BAYER-2012-008357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S UNK  BAYER

8357390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357390 NON-EXPEDITED N US-BAYER-2012-007792 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 80 DAY BAYER

8357391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357391 NON-EXPEDITED N US-BAYER-2012-008360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8357413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357413 NON-EXPEDITED N US-TEVA-319406USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8357445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357445 NON-EXPEDITED N US-BAYER-2012-008346 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8357579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357579 NON-EXPEDITED N US-TEVA-319404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8357666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357666 NON-EXPEDITED N US-TEVA-319368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CRYSELLE C  
HYDROCODONE C  
AMOXICILLIN C  

8357710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8357710 NON-EXPEDITED Y US-BAYER-2012-008608 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8358046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358046 EXPEDITED (15-DAY) N OT BR-BAYER-2011-064590 47 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 186 DAY BAYER
URINARY TRACT INFECTION MIRENA S  BAYER
ABDOMINAL PAIN  
ANAEMIA  
DEVICE EXPULSION  
DYSPAREUNIA  
HEADACHE  

8358059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358059 NON-EXPEDITED N US-TEVA-319443USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8358061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358061 NON-EXPEDITED N US-TEVA-319369USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8358066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358066 NON-EXPEDITED N US-TEVA-319442USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8358087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358087 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012017817

25 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION NORDETTE S ORAL [levonorgestrel 0.15mg] /

[ethinyl estradiol
0.03mg] (one tablet)
daily

 PFIZER

HEADACHE  
MIGRAINE  
WEIGHT INCREASED  

8358115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358115 NON-EXPEDITED N US-TEVA-319435USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8358141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358141 NON-EXPEDITED N US-TEVA-319364USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8358153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358153 NON-EXPEDITED N US-TEVA-319429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8358218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358218 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE factory specific  
ACNE  
ANAEMIA  
CONSTIPATION  
FLATULENCE  
GALLBLADDER DISORDER  
HAEMORRHOIDS  
ILL-DEFINED DISORDER  
LIBIDO DECREASED  
MENORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
NAUSEA  

8358302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358302 NON-EXPEDITED N US-TEVA-319342USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVOTHYROXINE SODIUM C  
HEADACHE  
PELVIC PAIN  

8358400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358400 NON-EXPEDITED N US-TEVA-319324USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8358439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358439 NON-EXPEDITED N US-TEVA-319210USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8358480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358480 NON-EXPEDITED N US-TEVA-319545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8358747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358747 NON-EXPEDITED Y US-BAYER-2012-008304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8358962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358962 NON-EXPEDITED N US-BAYER-2012-008667 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HOT FLUSH  
MENOPAUSE  
OEDEMA PERIPHERAL  
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Detailed Report
8358963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8358963 NON-EXPEDITED N US-BAYER-2012-008631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8359039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2012 8359039 NON-EXPEDITED N US-TEVA-319606USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMORRHAGE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8156616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8156616 EXPEDITED (15-DAY) Y OT US-BAYER-2011-086012 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SUBCHORIONIC HAEMORRHAGE  
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Detailed Report
8181287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8181287 EXPEDITED (15-DAY) N HO,OT US-BAYER-2011-096048 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
ABDOMINAL PAIN  
AGEUSIA  
ANXIETY  
DECREASED APPETITE  
DIARRHOEA  
DISTURBANCE IN ATTENTION  
DYSPNOEA  
HOT FLUSH  
INSOMNIA  
LOSS OF LIBIDO  
MUSCLE SPASMS  
MUSCULAR WEAKNESS  
PAIN  
PANIC ATTACK  
PARAESTHESIA  
THROMBOSIS  
VISION BLURRED  

8192720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8192720 EXPEDITED (15-DAY) N OT US-BAYER-2011-094011 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S UNK 620 DAY BAYER
DEVICE DISLOCATION GENERAL ANESTHESIA C UNK 1 DAY
MENOMETRORRHAGIA  
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Detailed Report
8208158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8208158 NON-EXPEDITED N OT US-BAYER-2011-102779 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 441 DAY BAYER
ABORTION SPONTANEOUS  
AMENORRHOEA  

8293969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8293969 NON-EXPEDITED Y US-BAYER-2011-113798 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8348237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8348237 NON-EXPEDITED N US-TEVA-318276USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8349770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8349770 NON-EXPEDITED N US-TEVA-318684USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8350842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8350842 NON-EXPEDITED N US-TEVA-318848USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA ALBUTEROL C  
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Detailed Report
8351941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8351941 NON-EXPEDITED N US-TEVA-318926USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8361569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361569 NON-EXPEDITED N US-TEVA-319602USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  

8361571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361571 NON-EXPEDITED Y US-BAYER-2012-008656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8361574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361574 NON-EXPEDITED N US-BAYER-2012-008891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE EXPULSION  
DEVICE ISSUE  

8361575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361575 NON-EXPEDITED Y US-BAYER-2012-008903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8361583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361583 NON-EXPEDITED N US-TEVA-319590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8361586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361586 NON-EXPEDITED N US-BAYER-2012-008905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER

8361587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361587 NON-EXPEDITED N US-BAYER-2012-008666 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8361701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361701 NON-EXPEDITED N US-TEVA-319578USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON PILLS C ORAL  

8361730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361730 NON-EXPEDITED N US-TEVA-319562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8361758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361758 NON-EXPEDITED N US-TEVA-319554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8361826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361826 NON-EXPEDITED N US-TEVA-319544USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8361856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361856 NON-EXPEDITED Y OT US-BAYER-2012-008730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8361890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361890 NON-EXPEDITED N US-TEVA-319598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  
HYDROCODONE BITARTRATE C  

8361947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361947 NON-EXPEDITED N US-TEVA-319588USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SEPTRA C  
OFF LABEL USE  
PELVIC PAIN  

8361953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361953 NON-EXPEDITED N US-TEVA-319601USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PRURITUS  
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Detailed Report
8361979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8361979 NON-EXPEDITED N US-TEVA-319603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8362049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362049 NON-EXPEDITED N US-TEVA-319777USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C ORAL  

8362176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362176 NON-EXPEDITED N US-TEVA-319781USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA NUVARING C  

8362181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362181 NON-EXPEDITED N US-TEVA-319900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8362301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362301 NON-EXPEDITED N US-BAYER-2012-009020 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HYPERTONUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPERHIDROSIS  
NAUSEA  
PAIN  
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Detailed Report
8362302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362302 NON-EXPEDITED N US-BAYER-2012-009025 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
DEVICE BREAKAGE  
MENORRHAGIA  
NAUSEA  

8362343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362343 NON-EXPEDITED N US-TEVA-319799USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8362365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362365 NON-EXPEDITED N US-TEVA-319803USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8362403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362403 NON-EXPEDITED N US-TEVA-319816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8362601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362601 NON-EXPEDITED N US-TEVA-319615USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8362844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362844 NON-EXPEDITED N US-TEVA-319617USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8362845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362845 NON-EXPEDITED N US-TEVA-319605USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8362846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362846 NON-EXPEDITED N US-TEVA-319613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8362847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362847 NON-EXPEDITED N US-TEVA-319609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8362848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8362848 NON-EXPEDITED N US-TEVA-319612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8374608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8374608 NON-EXPEDITED N US-TEVA-319616USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  

8374609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8374609 NON-EXPEDITED N OT US-BAYER-2012-007947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8374611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8374611 NON-EXPEDITED N US-TEVA-319614USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8374615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8374615 NON-EXPEDITED N US-TEVA-319604USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8382982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8382982 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-007305 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S  BAYER
LOWER LIMB FRACTURE  

8383544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8383544 NON-EXPEDITED N US-TEVA-319572USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2012 8383547 NON-EXPEDITED N US-TEVA-319497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LEVONORGESTREL S ORAL  

8216356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8216356 NON-EXPEDITED Y OT US-BAYER-2011-104972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 332 DAY BAYER
PAIN  
PELVIC DISCOMFORT  
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Detailed Report
8336413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8336413 NON-EXPEDITED N US-TEVA-317104USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LOESTRIN 24 FE C ORAL  
PRISTIQ EXTENDED RELEASE C ORAL  
KLONOPIN C ORAL  
KLONOPIN C  
WELLBUTRIN C ORAL  
WELLBUTRIN C  

8355260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8355260 EXPEDITED (15-DAY) N US-BAYER-2012-007997 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8371404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8371404 NON-EXPEDITED N US-TEVA-319811USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8371448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8371448 NON-EXPEDITED Y OT US-BAYER-2012-009128 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
BREAST TENDERNESS  
DEPRESSION  
DISCOMFORT  

8371449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8371449 EXPEDITED (15-DAY) N OT US-BAYER-2012-008002 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRECANCEROUS SKIN LESION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH  
SKIN DISCOLOURATION  

8372085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372085 NON-EXPEDITED N US-PFIZER
INC-2012020255

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA DEPO-PROVERA S UNK  PFIZER
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

PLAN B ONE-STEP S ORAL 1.5 mg, 1x/day 1 DAY

ABDOMINAL PAIN  

8372210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372210 NON-EXPEDITED N US-TEVA-319801USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8372212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372212 NON-EXPEDITED Y US-BAYER-2012-009092 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8372213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372213 NON-EXPEDITED N US-BAYER-2012-009089 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8372214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372214 NON-EXPEDITED N US-BAYER-2012-009296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 50 DAY BAYER

MIRENA S  BAYER

8372215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372215 NON-EXPEDITED Y US-BAYER-2012-009091 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8372216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372216 NON-EXPEDITED N US-BAYER-2012-009162 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8372217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8372217 NON-EXPEDITED N US-BAYER-2012-009152 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8373101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8373101 NON-EXPEDITED Y US-BAYER-2012-009059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER
ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8373777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8373777 NON-EXPEDITED Y US-BAYER-2012-008896 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8373782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8373782 NON-EXPEDITED N US-TEVA-319821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8374348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8374348 NON-EXPEDITED N US-TEVA-319797USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8374715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8374715 NON-EXPEDITED N US-TEVA-319867USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ALBUTEROL C  
ABDOMINAL PAIN  
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Detailed Report
8375143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8375143 NON-EXPEDITED N US-TEVA-319930USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
NAUSEA  

8375339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8375339 NON-EXPEDITED N US-TEVA-319868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8375351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8375351 NON-EXPEDITED N US-TEVA-319895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8375370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8375370 NON-EXPEDITED N US-TEVA-319888USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE  

8376257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8376257 NON-EXPEDITED N US-TEVA-319941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8376388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8376388 NON-EXPEDITED N US-TEVA-319958USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8376938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8376938 NON-EXPEDITED N US-TEVA-319956USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8376952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8376952 NON-EXPEDITED N US-TEVA-319948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8378189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8378189 NON-EXPEDITED N US-TEVA-320078USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LAMICTAL C  

MENSTRUATION IRREGULAR  
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Detailed Report
8378218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8378218 NON-EXPEDITED N US-TEVA-320001USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING XANAX C  

XANAX C  
EFFEXOR C  
EFFEXOR C  

8378562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8378562 NON-EXPEDITED N US-TEVA-319998USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8378802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8378802 NON-EXPEDITED N US-TEVA-319952USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8379072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8379072 NON-EXPEDITED N US-TEVA-319925USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  
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Detailed Report
8379612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8379612 NON-EXPEDITED N US-TEVA-320119USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC DILATATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8380671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8380671 NON-EXPEDITED Y US-BAYER-2012-009613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  

8380672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8380672 NON-EXPEDITED N US-BAYER-2012-009612 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER

8380673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8380673 NON-EXPEDITED Y US-BAYER-2012-009636 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 255 DAY BAYER

8381440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8381440 NON-EXPEDITED N US-TEVA-320014USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8381444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8381444 NON-EXPEDITED N US-TEVA-320110USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8381523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2012 8381523 NON-EXPEDITED N US-TEVA-320059USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
NAUSEA  

8269508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8269508 NON-EXPEDITED Y OT US-BAYER-2011-112917 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8320761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8320761 NON-EXPEDITED N HO,OT US-BAYER-2012-000499 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S UNK 1336 DAY BAYER

8338952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8338952 EXPEDITED (15-DAY) Y OT DK-BAYER-2012-004761 28 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
ABDOMINAL PAIN UPPER  
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Detailed Report
8355227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8355227 NON-EXPEDITED N US-TEVA-319019USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING HOT  
RASH PRURITIC  

8355267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8355267 NON-EXPEDITED N US-TEVA-319004USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8356495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8356495 NON-EXPEDITED N US-TEVA-319348USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION DELAYED  

8357476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8357476 NON-EXPEDITED N US-TEVA-319411USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8381946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381946 NON-EXPEDITED N US-BAYER-2012-009714 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8381947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381947 NON-EXPEDITED N US-BAYER-2012-009616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8381948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381948 NON-EXPEDITED N US-BAYER-2012-009511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8381949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381949 NON-EXPEDITED N US-BAYER-2012-009526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8381950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381950 NON-EXPEDITED N US-BAYER-2012-009532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8381951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381951 NON-EXPEDITED Y US-BAYER-2012-009514 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 18 DAY BAYER

8381952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381952 NON-EXPEDITED N US-BAYER-2012-009556 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8381960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381960 NON-EXPEDITED N US-BAYER-2012-009721 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 836 DAY BAYER

8381961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381961 NON-EXPEDITED N US-BAYER-2012-009710 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 341 DAY BAYER

8381962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381962 NON-EXPEDITED N US-BAYER-2012-009675 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 39 DAY BAYER

8381963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381963 NON-EXPEDITED N US-BAYER-2012-009622 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 286 DAY BAYER

8381964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381964 NON-EXPEDITED Y US-BAYER-2012-009684 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8381965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381965 NON-EXPEDITED Y US-BAYER-2012-009696 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S  BAYER
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8381966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381966 NON-EXPEDITED Y US-BAYER-2012-009730 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 316 DAY BAYER

8381967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381967 NON-EXPEDITED N US-BAYER-2012-009673 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 60 DAY BAYER

8381968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381968 NON-EXPEDITED N US-BAYER-2012-009607 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 54 DAY BAYER

8381969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381969 NON-EXPEDITED N US-BAYER-2012-009598 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

8381970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381970 NON-EXPEDITED Y US-BAYER-2012-009677 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8381971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381971 NON-EXPEDITED N US-BAYER-2012-009699 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S  BAYER
MIRENA S  BAYER
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Detailed Report
8381975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381975 NON-EXPEDITED N US-BAYER-2012-009712 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 120 DAY BAYER

8381976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381976 NON-EXPEDITED N US-BAYER-2012-009662 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8381977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381977 NON-EXPEDITED N US-BAYER-2012-009720 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8381978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381978 NON-EXPEDITED Y US-BAYER-2012-009585 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 240 DAY BAYER

8381979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381979 NON-EXPEDITED N US-BAYER-2012-009661 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8381980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381980 NON-EXPEDITED N US-BAYER-2012-009709 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8381981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381981 NON-EXPEDITED N US-BAYER-2012-009706 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8381982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381982 NON-EXPEDITED N US-BAYER-2012-009735 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8381983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8381983 NON-EXPEDITED Y US-BAYER-2012-009686 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 532 DAY BAYER

8382092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382092 NON-EXPEDITED N US-TEVA-320022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8382112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382112 NON-EXPEDITED N OT US-BAYER-2012-008606 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
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8382191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382191 DIRECT N 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S na  
DEVICE DISLOCATION  
HAEMORRHAGE  
MALAISE  

8382279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382279 EXPEDITED (15-DAY) Y OT IE-TEVA-286799ISR 31 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S ORAL  DURAMED

DRUG INTERACTION DOMPERIDONE S UNKNOWN  
UNSPECIFIED INGREDIENT S UNKNOWN  

8382307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382307 NON-EXPEDITED N US-BAYER-2012-009777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 85 DAY BAYER

8382308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382308 NON-EXPEDITED Y US-BAYER-2012-009774 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8382309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382309 NON-EXPEDITED N US-BAYER-2012-009778 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8382319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382319 EXPEDITED (15-DAY) N OT US-BAYER-2012-007872 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
ENDOMETRIOSIS  
GENITAL HAEMORRHAGE  
Haemorrhage in pregnancy  
MENSTRUATION DELAYED  
NAUSEA  
OVARIAN FIBROMA  
PELVIC INFLAMMATORY DISEASE  
POLYMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  
UTERINE ENLARGEMENT  
VOMITING  

8382788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382788 NON-EXPEDITED N US-TEVA-320021USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8382789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382789 NON-EXPEDITED N US-TEVA-320066USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8382898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382898 NON-EXPEDITED N US-TEVA-320063USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8382949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382949 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2012020106

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM NORDETTE S ORAL 1 tablet, 1x/day  PFIZER

IBUPROFEN S ORAL 400 mg, 3x/day 4 DAY PFIZER

8382962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382962 NON-EXPEDITED Y OT US-BAYER-2012-008619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER

8382963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382963 NON-EXPEDITED Y OT US-BAYER-2012-008627 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

8382966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8382966 NON-EXPEDITED N OT US-BAYER-2012-008618 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 162 DAY BAYER
DEVICE DISLOCATION  
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8383050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383050 NON-EXPEDITED N US-TEVA-320081USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

8383113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383113 NON-EXPEDITED N US-TEVA-320088USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383163 NON-EXPEDITED N US-TEVA-320094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383209 NON-EXPEDITED N US-TEVA-320109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383267 NON-EXPEDITED N US-TEVA-320154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383513 NON-EXPEDITED N US-TEVA-320157USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8383577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383577 NON-EXPEDITED N US-TEVA-320391USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORTHO EVRA C TRANSDERMAL  

8383595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383595 NON-EXPEDITED N US-TEVA-319904USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8383602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383602 NON-EXPEDITED N US-TEVA-320392USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8383639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383639 NON-EXPEDITED N US-TEVA-320447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8383741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383741 NON-EXPEDITED N US-TEVA-320164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8383749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383749 NON-EXPEDITED N US-TEVA-320167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2012 8383803 EXPEDITED (15-DAY) Y HO FR-PFIZER INC-FR-
WYE-G01316008

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS VARENICLINE TARTRATE S ORAL 1 mg, 2x/day 38 DAY PFIZER

TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER

8121409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8121409 NON-EXPEDITED Y US-BAYER-2011-029106 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
GENITAL DISCHARGE  
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8267550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8267550 NON-EXPEDITED Y US-BAYER-2011-107563 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER
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8318489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8318489 EXPEDITED (15-DAY) Y HO IE-BAYER-2011-088038 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S  BAYER

8339283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8339283 NON-EXPEDITED N US-TEVA-317651USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVETIRACETAM C ORAL 3000 Milligram;  

ZONISAMIDE C ORAL 300 Milligram;  

8361581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8361581 NON-EXPEDITED N US-TEVA-319595USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384296 EXPEDITED (15-DAY) Y OT US-BAYER-2012-009174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITOURINARY CHLAMYDIA INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8384297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384297 NON-EXPEDITED N OT US-BAYER-2012-008893 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8384308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384308 EXPEDITED (15-DAY) N OT ES-BAYER-2012-009614 54 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 µg, CONT 337 DAY BAYER
SWELLING VALSARTAN C 80 mg, QD  
ACNE  
HIRSUTISM  
NERVOUSNESS  
PRURITUS  

8384309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384309 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-121829 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8384348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384348 NON-EXPEDITED N US-TEVA-320320USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384377 NON-EXPEDITED N US-TEVA-320432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384450 NON-EXPEDITED N US-TEVA-320458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8384462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384462 NON-EXPEDITED N US-BAYER-2012-009713 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA  

8384463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384463 NON-EXPEDITED N US-BAYER-2012-010119 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEVICE EXPULSION  

8384464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384464 NON-EXPEDITED Y US-BAYER-2012-010159 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8384465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384465 NON-EXPEDITED N US-BAYER-2012-009518 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S 20 mcg/24hr, CONT  BAYER

8384466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384466 NON-EXPEDITED Y US-BAYER-2012-010123 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 46 DAY BAYER
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8384467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384467 NON-EXPEDITED N US-BAYER-2012-010076 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 235 DAY BAYER

MIRENA S  BAYER

8384468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384468 NON-EXPEDITED N US-BAYER-2012-010087 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8384469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384469 NON-EXPEDITED Y US-BAYER-2012-010182 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 2 DAY BAYER

MIRENA S UNK 14 DAY BAYER

8384471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384471 NON-EXPEDITED Y US-BAYER-2012-010148 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 49 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8384472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384472 NON-EXPEDITED N US-BAYER-2012-010027 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 223 DAY BAYER
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Detailed Report
8384473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384473 NON-EXPEDITED Y US-BAYER-2012-010144 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8384474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384474 NON-EXPEDITED N US-BAYER-2012-010157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8384475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384475 NON-EXPEDITED Y US-BAYER-2012-010122 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8384476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384476 NON-EXPEDITED Y US-BAYER-2012-010156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8384477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384477 NON-EXPEDITED Y US-BAYER-2012-010077 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8384478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384478 NON-EXPEDITED N US-BAYER-2012-009950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8384479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384479 NON-EXPEDITED Y US-BAYER-2012-009949 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8384480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384480 NON-EXPEDITED Y US-BAYER-2012-010165 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

MIRENA S  BAYER

8384481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384481 NON-EXPEDITED Y US-BAYER-2012-010110 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 14 DAY BAYER

8384482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384482 NON-EXPEDITED N US-BAYER-2012-010120 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8384483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384483 NON-EXPEDITED N US-BAYER-2012-010115 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT 147 DAY BAYER
DEVICE EXPULSION  

8384488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384488 NON-EXPEDITED N US-BAYER-2012-010117 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8384567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384567 NON-EXPEDITED Y US-BAYER-2012-010166 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8384572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384572 NON-EXPEDITED N US-BAYER-2012-008664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  BAYER

8384582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384582 NON-EXPEDITED N US-TEVA-320467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PAIN  

8384603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384603 NON-EXPEDITED N US-BAYER-2012-009594 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
HYPOAESTHESIA  
MEDICAL DEVICE COMPLICATION  

8384604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384604 NON-EXPEDITED N US-BAYER-2012-010236 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8384605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384605 NON-EXPEDITED N US-BAYER-2012-010184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 83 DAY BAYER

8384666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384666 NON-EXPEDITED N US-BAYER-2012-010323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8384668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384668 NON-EXPEDITED Y US-BAYER-2012-010108 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 23 DAY BAYER

8384680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384680 NON-EXPEDITED N US-TEVA-320159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384763 NON-EXPEDITED N OT US-BAYER-2012-010013 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 15 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8384768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384768 NON-EXPEDITED N US-TEVA-320361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPIRED DRUG ADMINISTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8384777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384777 NON-EXPEDITED N OT US-BAYER-2012-009123 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  
MENSTRUATION DELAYED  
METRORRHAGIA  
PAIN  
VAGINAL HAEMORRHAGE  

8384865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384865 DIRECT N DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S  
ALOPECIA  
ANXIETY  
DEPRESSION  
DISTURBANCE IN ATTENTION  
LOSS OF LIBIDO  
MOOD SWINGS  
NERVOUSNESS  
VAGINAL DISCHARGE  
VAGINAL ODOUR  
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Detailed Report
8384878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384878 NON-EXPEDITED N US-TEVA-320437USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384916 NON-EXPEDITED N US-TEVA-320455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384922 NON-EXPEDITED N US-TEVA-320464USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8384956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384956 NON-EXPEDITED N US-TEVA-320358USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8384959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8384959 NON-EXPEDITED N US-TEVA-320593USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
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8385012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385012 NON-EXPEDITED N US-TEVA-320547USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  

8385117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385117 NON-EXPEDITED N US-TEVA-320325USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SPIRONOLACTONE C  

8385442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385442 NON-EXPEDITED N US-TEVA-320476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8385468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385468 NON-EXPEDITED N US-TEVA-320421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8385510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385510 NON-EXPEDITED N US-TEVA-320472USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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8385677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385677 NON-EXPEDITED N US-TEVA-320155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN S  

8385681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385681 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2010119510

53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL VENOUS SINUS THROMBOSIS DILTIAZEM HYDROCHLORIDE S UNKNOWN UNK  

LEVONORGESTREL AND
ETHINYL ESTRADIOL

S UNKNOWN  PFIZER

ARTANE S ORAL UNK  PFIZER
LEVOMEPROMAZINE S UNKNOWN UNK  

8385755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8385755 NON-EXPEDITED N US-TEVA-320598USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8386512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8386512 NON-EXPEDITED N US-TEVA-320672USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS LUTERA C ORAL  
INTENTIONAL OVERDOSE  
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8386731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2012 8386731 EXPEDITED (15-DAY) N OT US-TEVA-319143USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

UTERINE DISORDER  

7582697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 7582697 EXPEDITED (15-DAY) Y HO FR-PFIZER INC-FR-
WYE-G06644010

53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL VENOUS SINUS THROMBOSIS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1.0 DF, 1x/day  PFIZER

DILTIAZEM HYDROCHLORIDE S ORAL UNK  
ARTANE S ORAL unknown  PFIZER
LEVOMEPROMAZINE S UNKNOWN 1.0 DF, 1x/day  

8254713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8254713 NON-EXPEDITED N OT US-BAYER-2011-109920 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8286547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8286547 NON-EXPEDITED N OT US-BAYER-2011-115776 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

Page: 9,711 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8304440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8304440 NON-EXPEDITED Y US-BAYER-2011-122066 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8309104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8309104 EXPEDITED (15-DAY) Y OT US-BAYER-2011-119792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABASIA  
ABDOMINAL PAIN  
PYREXIA  
TREMOR  

8345084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8345084 NON-EXPEDITED Y US-BAYER-2012-005917 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8361572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8361572 NON-EXPEDITED N US-TEVA-319600USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8383726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8383726 NON-EXPEDITED N US-TEVA-320175USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8387777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387777 NON-EXPEDITED Y OT US-BAYER-2012-010491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8387778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387778 NON-EXPEDITED Y OT US-BAYER-2012-010630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8387779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387779 NON-EXPEDITED N OT US-BAYER-2012-010598 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

8387780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387780 NON-EXPEDITED N OT US-BAYER-2012-010786 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8387781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387781 NON-EXPEDITED N OT US-BAYER-2012-009534 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8387782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387782 NON-EXPEDITED N OT US-BAYER-2012-010203 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8387783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387783 NON-EXPEDITED Y OT US-BAYER-2012-010637 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8387823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387823 NON-EXPEDITED N US-TEVA-320638USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8387949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8387949 NON-EXPEDITED N US-TEVA-320634USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388533 NON-EXPEDITED N US-TEVA-320477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388543 NON-EXPEDITED Y US-BAYER-2012-010706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8388544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388544 NON-EXPEDITED Y US-BAYER-2012-010678 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8388545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388545 NON-EXPEDITED N US-BAYER-2012-010517 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8388548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388548 NON-EXPEDITED N US-BAYER-2012-010711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8388551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388551 NON-EXPEDITED Y US-BAYER-2012-010720 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 6 DAY BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8388552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388552 NON-EXPEDITED N US-BAYER-2012-010104 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8388553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388553 NON-EXPEDITED N US-BAYER-2012-010552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  
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8388555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388555 NON-EXPEDITED N US-BAYER-2012-010322 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ABDOMINAL TENDERNESS  

8388557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388557 NON-EXPEDITED Y US-BAYER-2012-010320 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8388559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388559 NON-EXPEDITED Y US-BAYER-2012-010739 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8388560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388560 NON-EXPEDITED Y US-BAYER-2012-010561 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8388561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388561 NON-EXPEDITED Y US-BAYER-2012-010745 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
ABDOMINAL PAIN  
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8388563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388563 NON-EXPEDITED Y US-BAYER-2012-010732 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8388564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388564 NON-EXPEDITED N US-BAYER-2012-010710 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8388569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388569 NON-EXPEDITED N US-BAYER-2012-009505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8388570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388570 NON-EXPEDITED N US-BAYER-2012-010679 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8388572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388572 NON-EXPEDITED N US-BAYER-2012-010554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8388573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388573 NON-EXPEDITED N US-BAYER-2012-010522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8388575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388575 NON-EXPEDITED N US-BAYER-2012-010744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8388595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388595 NON-EXPEDITED N US-TEVA-320475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388613 NON-EXPEDITED Y PR-BAYER-2012-010694 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8388614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388614 NON-EXPEDITED Y US-BAYER-2012-010524 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 334 DAY BAYER

8388615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388615 NON-EXPEDITED N US-BAYER-2012-010734 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8388616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388616 NON-EXPEDITED N US-BAYER-2012-009944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8388617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388617 NON-EXPEDITED N US-BAYER-2012-010564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8388618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388618 NON-EXPEDITED N US-BAYER-2012-010272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8388627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388627 NON-EXPEDITED N US-TEVA-320474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388796 NON-EXPEDITED N US-BAYER-2012-010938 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8388798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388798 NON-EXPEDITED Y US-BAYER-2012-010940 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8388799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388799 NON-EXPEDITED N US-BAYER-2012-010682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2190 DAY BAYER
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Detailed Report
8388800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388800 NON-EXPEDITED N US-BAYER-2012-010227 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 µg/d, CONT  BAYER

8388927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388927 NON-EXPEDITED N US-TEVA-320652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388937 NON-EXPEDITED N US-TEVA-320642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388960 NON-EXPEDITED N US-TEVA-320639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8388984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8388984 NON-EXPEDITED N US-TEVA-320632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8389005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389005 NON-EXPEDITED N US-TEVA-320644USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8389032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389032 NON-EXPEDITED N US-TEVA-320685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8389112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389112 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S  
ACNE  
ALOPECIA  
ARTHRALGIA  
DEPRESSION  

8389124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389124 NON-EXPEDITED N US-TEVA-320688USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8389127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389127 NON-EXPEDITED N US-TEVA-320687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8389128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389128 NON-EXPEDITED N US-TEVA-320608USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8389203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389203 NON-EXPEDITED N US-TEVA-320722USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL 100 Milligram;  

8389284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389284 NON-EXPEDITED Y OT US-BAYER-2012-010623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8389351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389351 NON-EXPEDITED N US-TEVA-320481USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
MENSTRUATION IRREGULAR  

8389355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389355 NON-EXPEDITED N US-TEVA-320762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8389414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389414 NON-EXPEDITED N US-TEVA-320797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8389460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389460 NON-EXPEDITED N US-TEVA-320784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  

8389493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389493 NON-EXPEDITED N US-TEVA-320806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 24 FE C  

8389502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8389502 NON-EXPEDITED Y OT US-BAYER-2012-009257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8390238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2012 8390238 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20120201183

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA NODOSUM IBUPROFEN S ORAL Cumulative dose to 1st

reaction : 4800mg
 

NORDETTE S ORAL  
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Detailed Report
7876612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2012 7876612 EXPEDITED (15-DAY) Y OT US-TEVA-273569USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION MISSED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BACK PAIN  
DIZZINESS  
DRUG INEFFECTIVE  
HORMONE LEVEL ABNORMAL  
NAUSEA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7864123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 7864123 NON-EXPEDITED N OT US-BAYER-2011-022100 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
POST PROCEDURAL DISCOMFORT  
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Detailed Report
8099406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8099406 NON-EXPEDITED N US-
BAYER-201028897NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BACK PAIN  
MUSCLE STRAIN  
NERVE COMPRESSION  
PAIN IN EXTREMITY  

8139711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8139711 NON-EXPEDITED N US-
BAYER-201022041NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE INVERSION  

8161477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8161477 NON-EXPEDITED N OT US-BAYER-2011-089415 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  

8269358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8269358 NON-EXPEDITED N OT US-BAYER-2011-111240 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8269411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8269411 NON-EXPEDITED Y HO,OT US-BAYER-2011-112025 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 40 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8269501 NON-EXPEDITED N OT US-BAYER-2011-112577 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 52 DAY BAYER

8320929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8320929 NON-EXPEDITED N OT US-BAYER-2012-000304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK  BAYER

8338030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8338030 NON-EXPEDITED N US-TEVA-317532USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8340900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8340900 NON-EXPEDITED N US-TEVA-317864USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8362282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8362282 NON-EXPEDITED N US-TEVA-319787USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE ADDERALL C ORAL  

LAMICTAL C ORAL  

8377402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8377402 NON-EXPEDITED N US-TEVA-319912USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA HYDROCHLOROTHIAZIDE C  
DIARRHOEA ORTHO TRI CYCLEN C  

8382971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8382971 NON-EXPEDITED N US-TEVA-320016USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8390905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8390905 NON-EXPEDITED N US-TEVA-320720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8390910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8390910 NON-EXPEDITED N US-TEVA-320761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8391083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391083 NON-EXPEDITED N US-TEVA-320829USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONFUSIONAL STATE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE YAZ C  
DIARRHOEA  
DIZZINESS  
NAUSEA  

8391178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391178 NON-EXPEDITED N US-BAYER-2012-010129 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT 1825 DAY BAYER
DEVICE EXPULSION  

8391179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391179 NON-EXPEDITED N US-BAYER-2012-009983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8391180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391180 NON-EXPEDITED N US-BAYER-2012-010200 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8391181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391181 NON-EXPEDITED Y US-BAYER-2012-009559 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1022 DAY BAYER
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Detailed Report
8391196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391196 NON-EXPEDITED Y US-BAYER-2012-010947 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 15 DAY BAYER

8391197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391197 NON-EXPEDITED N US-BAYER-2012-011148 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 5 DAY BAYER

8391198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391198 NON-EXPEDITED N US-BAYER-2012-009929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
MENOMETRORRHAGIA  
PAIN  
WEIGHT INCREASED  

8391201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391201 NON-EXPEDITED N US-BAYER-2012-011171 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8391202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391202 NON-EXPEDITED Y US-BAYER-2012-010953 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8391203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391203 NON-EXPEDITED N US-BAYER-2012-010952 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 90 DAY BAYER

8391204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391204 NON-EXPEDITED N US-BAYER-2012-010949 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 32 DAY BAYER

8391205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391205 NON-EXPEDITED Y US-BAYER-2012-010549 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 98 DAY BAYER

8391206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391206 NON-EXPEDITED N US-BAYER-2012-010960 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER

8391207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391207 NON-EXPEDITED Y US-BAYER-2012-010943 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8391215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391215 NON-EXPEDITED N US-BAYER-2012-011193 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8391216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391216 NON-EXPEDITED Y US-BAYER-2012-011147 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8391217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391217 NON-EXPEDITED N US-BAYER-2012-010998 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER

8391218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391218 NON-EXPEDITED N US-BAYER-2012-010977 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8391219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391219 NON-EXPEDITED Y US-BAYER-2012-011033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8391220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391220 NON-EXPEDITED N US-BAYER-2012-011060 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8391221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391221 NON-EXPEDITED N US-BAYER-2012-011224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 385 DAY BAYER
DEVICE EXPULSION  

8391222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391222 NON-EXPEDITED N US-BAYER-2012-011209 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

MIRENA S  BAYER

8391223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391223 NON-EXPEDITED Y US-BAYER-2012-011203 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

MIRENA S  BAYER

8391224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391224 NON-EXPEDITED N US-BAYER-2012-010972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT  BAYER
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8391236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391236 NON-EXPEDITED N US-TEVA-320979USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8391242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391242 NON-EXPEDITED N US-BAYER-2012-011405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
CHILLS  
PYREXIA  

8391245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391245 NON-EXPEDITED N US-TEVA-321002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8391284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391284 NON-EXPEDITED N US-TEVA-321009USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8391404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391404 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S URETHRAL  
BACK PAIN  
CONSTIPATION  
HAEMATOCHEZIA  
HAIR DISORDER  
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Detailed Report
8391413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391413 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE TRIVORA S ORAL  
MATERNAL EXPOSURE DURING PREGNANCY  
POOR QUALITY DRUG ADMINISTERED  
PRODUCT QUALITY ISSUE  

8391571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391571 NON-EXPEDITED N US-BAYER-2012-009611 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH CLIMARA PRO S  BAYER

8391573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391573 NON-EXPEDITED N US-BAYER-2012-010993 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMNESIA  
DECREASED APPETITE  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
HORMONE LEVEL ABNORMAL  

8391601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391601 NON-EXPEDITED N US-TEVA-321092USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
8391646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391646 NON-EXPEDITED N US-TEVA-321097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8391717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391717 NON-EXPEDITED N US-TEVA-321054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

8391831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391831 NON-EXPEDITED N US-TEVA-320991USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8391842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391842 NON-EXPEDITED Y US-BAYER-2012-009943 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8391858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391858 NON-EXPEDITED N US-BAYER-2012-011404 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8391859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391859 NON-EXPEDITED Y US-BAYER-2012-010239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
VAGINITIS BACTERIAL  

8391870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391870 NON-EXPEDITED N US-TEVA-321065USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8391953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391953 NON-EXPEDITED N OT US-BAYER-2012-009489 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8391955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391955 NON-EXPEDITED N OT US-BAYER-2012-009668 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
ABDOMINAL DISCOMFORT  

8391956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391956 NON-EXPEDITED N OT NO-BAYER-2012-003218 33 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE BREAKAGE  

Page: 9,736 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8391957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391957 NON-EXPEDITED N OT US-BAYER-2012-009256 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8391985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391985 NON-EXPEDITED N OT US-BAYER-2012-009682 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 233 DAY BAYER
DEVICE DISLOCATION  

8391988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391988 NON-EXPEDITED N OT US-BAYER-2012-010237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8391990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391990 NON-EXPEDITED Y OT US-BAYER-2012-009760 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE EXPULSION  
PAIN  

8391991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8391991 EXPEDITED (15-DAY) N HO,LT,OT US-BAYER-2012-009707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 730 DAY BAYER
ASCITES  
INFECTIOUS PERITONITIS  
SEPSIS  
VAGINITIS BACTERIAL  

Page: 9,737 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8392013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392013 NON-EXPEDITED N US-TEVA-321118USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8392045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392045 EXPEDITED (15-DAY) Y HO,DS,OT RU-BAYER-2012-009439 30 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ISCHAEMIC STROKE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEMIPARESIS MIRENA S  BAYER
WEIGHT INCREASED  

8392153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392153 NON-EXPEDITED N US-TEVA-321112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8392165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392165 NON-EXPEDITED N US-TEVA-321115USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8392206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392206 NON-EXPEDITED N US-TEVA-321102USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OFF LABEL USE  
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Detailed Report
8392214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2012 8392214 NON-EXPEDITED N US-BAYER-2012-009565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

7675856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 7675856 NON-EXPEDITED N OT US-
BAYER-201041642NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
630 DAY BAYER

WEIGHT INCREASED DETROL C ORAL 4 mg, QD  
ABORTION SPONTANEOUS  
BREAST TENDERNESS  
Haemorrhage in pregnancy  
MENSTRUATION IRREGULAR  

7889938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 7889938 NON-EXPEDITED N HO,OT US-BAYER-2011-028471 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER
ABORTION SPONTANEOUS  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
NAUSEA  
PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PRODUCT SHAPE ISSUE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8280477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8280477 EXPEDITED (15-DAY) N OT BR-BAYER-2011-113123 42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA UNSPECIFIED INGREDIENT S  
FOCAL NODULAR HYPERPLASIA ANTIBIOTICS C  
GAMMA-GLUTAMYLTRANSFERASE INCREASED  
HEPATIC NEOPLASM  

8341149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8341149 NON-EXPEDITED N US-TEVA-317839USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8348157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8348157 NON-EXPEDITED N US-TEVA-318286USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA MULTI-VITAMIN C ORAL  
MENSTRUATION IRREGULAR  
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Detailed Report
8376389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8376389 EXPEDITED (15-DAY) N HO,OT AU-BAYER-2012-007647 44 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S UNK 12 DAY BAYER
VAGINAL DISCHARGE CARTIA XT C  
ANGINA PECTORIS  
BODY TEMPERATURE INCREASED  
DEVICE BREAKAGE  
IMPAIRED WORK ABILITY  
MALAISE  
MENTAL DISORDER  
PAIN  
PROCEDURAL PAIN  
QUALITY OF LIFE DECREASED  
STREPTOCOCCAL INFECTION  

8392965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8392965 NON-EXPEDITED N US-TEVA-321113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8392975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8392975 NON-EXPEDITED N US-TEVA-321117USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8392979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8392979 NON-EXPEDITED N US-TEVA-321123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8393014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393014 NON-EXPEDITED N US-TEVA-321124USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393046 NON-EXPEDITED Y US-BAYER-2012-011802 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 30 DAY BAYER

8393048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393048 NON-EXPEDITED N US-BAYER-2012-011453 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

MIRENA S  BAYER

8393049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393049 NON-EXPEDITED Y US-BAYER-2012-011784 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8393051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393051 NON-EXPEDITED Y US-BAYER-2012-011789 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8393052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393052 NON-EXPEDITED N US-BAYER-2012-011626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE HYPERICUM PERFORATUM C  
FEELING ABNORMAL  
MOOD ALTERED  
MUSCLE SPASMS  

8393054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393054 NON-EXPEDITED N US-TEVA-321132USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE SYNTHROID C  
DIZZINESS  
NAUSEA  
VOMITING  

8393101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393101 NON-EXPEDITED N US-TEVA-321127USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8393172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393172 NON-EXPEDITED N US-PFIZER
INC-2012028773

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL TRIPHASIL-21 S UNK  PFIZER
UTERINE LEIOMYOMA  

Page: 9,743 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8393187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393187 NON-EXPEDITED N US-TEVA-321139USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393203 NON-EXPEDITED Y OT US-BAYER-2012-010658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 64 DAY BAYER

8393205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393205 EXPEDITED (15-DAY) N HO US-BAYER-2012-009663 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
NO ADVERSE EVENT  
PNEUMONIA  
PYREXIA  

8393206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393206 NON-EXPEDITED Y OT US-BAYER-2012-009571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  

8393207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393207 NON-EXPEDITED Y US-BAYER-2012-011787 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8393208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393208 NON-EXPEDITED Y OT US-BAYER-2012-010687 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg/d, CONT  BAYER

8393209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393209 EXPEDITED (15-DAY) Y OT US-BAYER-2012-009510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETINAL VASCULAR THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8393210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393210 NON-EXPEDITED N OT US-BAYER-2012-009741 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8393212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393212 EXPEDITED (15-DAY) N LT US-BAYER-2012-009813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8393224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393224 NON-EXPEDITED N US-TEVA-321156USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393242 NON-EXPEDITED N US-TEVA-321157USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8393279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393279 NON-EXPEDITED N US-TEVA-321155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393374 NON-EXPEDITED N US-TEVA-321151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8393392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393392 NON-EXPEDITED N US-TEVA-321147USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

8393445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393445 NON-EXPEDITED N US-TEVA-321125USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
THIRST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
HYPOAESTHESIA  

8393473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393473 NON-EXPEDITED N US-TEVA-321154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8393597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393597 NON-EXPEDITED N US-TEVA-321150USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE DISORDER DOXYCYCLINE C 200 Unknown;  
BREAST PAIN  
NAUSEA  
PELVIC PAIN  
THROMBOSIS  

8393650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393650 NON-EXPEDITED N US-TEVA-321231USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393658 NON-EXPEDITED Y US-BAYER-2012-011600 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

8393659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393659 NON-EXPEDITED N US-BAYER-2012-011694 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8393834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393834 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE  
MUSCULOSKELETAL STIFFNESS  
PAIN IN EXTREMITY  
QUALITY OF LIFE DECREASED  
WEIGHT INCREASED  

8393879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393879 NON-EXPEDITED N US-TEVA-321223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8393911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8393911 NON-EXPEDITED N US-TEVA-321236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394006 NON-EXPEDITED Y US-BAYER-2012-011980 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
PELVIC PAIN  
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Detailed Report
8394015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394015 NON-EXPEDITED N US-TEVA-321289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394241 NON-EXPEDITED N US-TEVA-321135USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394247 NON-EXPEDITED N US-TEVA-321328USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394338 NON-EXPEDITED N US-TEVA-321331USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394365 NON-EXPEDITED N US-TEVA-321337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8394401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394401 NON-EXPEDITED N US-TEVA-321342USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394435 NON-EXPEDITED N US-TEVA-321351USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8394452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394452 NON-EXPEDITED N US-TEVA-321350USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8394513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2012 8394513 NON-EXPEDITED N US-TEVA-321269USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7819474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 7819474 NON-EXPEDITED N US-BAYER-2011-007169 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
VAGINAL HAEMORRHAGE  
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Detailed Report
8261625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8261625 NON-EXPEDITED Y HO,OT US-BAYER-2011-110306 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

8269359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8269359 NON-EXPEDITED Y OT US-BAYER-2011-111244 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  

8269397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8269397 NON-EXPEDITED N HO US-BAYER-2011-112065 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 877 DAY BAYER

8290278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8290278 NON-EXPEDITED Y OT US-BAYER-2011-116732 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 163 DAY BAYER

8334412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8334412 NON-EXPEDITED N US-TEVA-316907USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8353772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8353772 NON-EXPEDITED N US-TEVA-319016USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
SOMNOLENCE  

8357386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8357386 NON-EXPEDITED N US-BAYER-2012-008414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

8374614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8374614 EXPEDITED (15-DAY) Y GB-BAYER-2012-007254 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE MIRENA S UNK  BAYER
CHOKING SENSATION  

8382763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8382763 NON-EXPEDITED N US-TEVA-320062USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE VITAMINS NOS C  

8383548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8383548 NON-EXPEDITED N US-TEVA-319574USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN TRIAMCINOLONE C  
BREAST TENDERNESS  
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Detailed Report
8385422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8385422 NON-EXPEDITED N US-TEVA-320408USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA OCELLA 28 C  
PELVIC PAIN OCELLA 28 C  
HEADACHE ALBUTEROL INHALER C  

8394947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8394947 NON-EXPEDITED N US-TEVA-320815USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
NAUSEA  

8394966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8394966 NON-EXPEDITED N US-TEVA-321358USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

8394996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8394996 NON-EXPEDITED N US-TEVA-321355USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8394998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8394998 NON-EXPEDITED Y US-BAYER-2012-012263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 mcg/24hr, CONT  BAYER

8394999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8394999 NON-EXPEDITED Y US-BAYER-2012-011597 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8395001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395001 NON-EXPEDITED N US-BAYER-2012-012234 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 25 DAY BAYER

8395002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395002 NON-EXPEDITED N US-BAYER-2012-012028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8395003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395003 NON-EXPEDITED Y US-BAYER-2012-012257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

8395004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395004 NON-EXPEDITED Y US-BAYER-2012-012181 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8395007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395007 NON-EXPEDITED Y US-BAYER-2012-012011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8395040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395040 NON-EXPEDITED N US-TEVA-321235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8395095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395095 NON-EXPEDITED N US-TEVA-321228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8395153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395153 NON-EXPEDITED N US-TEVA-321284USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BACTRIM C  
BIRTH CONTROL C  

8395282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395282 NON-EXPEDITED N US-TEVA-321327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
8395371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395371 DIRECT Y 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLISTER CLIMARA PRO S TRANSDERMAL one patch  
PRODUCT QUALITY ISSUE  
RASH PRURITIC  

8395508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395508 NON-EXPEDITED N US-BAYER-2012-011738 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8395509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395509 NON-EXPEDITED Y US-BAYER-2012-011496 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER

8395510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395510 NON-EXPEDITED N US-BAYER-2012-011492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 57 DAY BAYER

8395511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395511 NON-EXPEDITED Y US-BAYER-2012-012119 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8395512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395512 NON-EXPEDITED Y US-BAYER-2012-011498 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8395513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395513 NON-EXPEDITED Y US-BAYER-2012-011668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8395514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395514 NON-EXPEDITED N US-BAYER-2012-012429 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8395515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395515 NON-EXPEDITED N US-BAYER-2012-012442 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 72 DAY BAYER

8395516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395516 NON-EXPEDITED Y US-BAYER-2012-011727 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8395517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395517 NON-EXPEDITED N US-BAYER-2012-012443 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN LOWER  

8395518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395518 NON-EXPEDITED Y US-BAYER-2012-011456 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
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Detailed Report
8395519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395519 NON-EXPEDITED N US-BAYER-2012-011367 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 105 DAY BAYER

8395520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395520 NON-EXPEDITED Y US-BAYER-2012-011457 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8395581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395581 NON-EXPEDITED N US-TEVA-321500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8395623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395623 NON-EXPEDITED N US-TEVA-321362USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

8395677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395677 NON-EXPEDITED N US-TEVA-321365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
8395706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395706 NON-EXPEDITED N US-TEVA-321548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8395772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395772 NON-EXPEDITED N US-BAYER-2012-012500 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8395775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395775 NON-EXPEDITED N US-BAYER-2012-012508 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8395776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395776 NON-EXPEDITED N US-BAYER-2012-012444 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 210 DAY BAYER

8395780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8395780 NON-EXPEDITED N US-BAYER-2012-012497 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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Detailed Report
8396122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396122 EXPEDITED (15-DAY) N OT CA-BAYER-2011-123759 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK UNK, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
ADNEXA UTERI PAIN  
ARTHRITIS  
DYSPEPSIA  
POST PROCEDURAL HAEMORRHAGE  
SLEEP DISORDER  
UTERINE LEIOMYOMA  

8396133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396133 NON-EXPEDITED N US-BAYER-2012-011690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA CLIMARA PRO S  BAYER
NIGHT SWEATS  

8396159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396159 EXPEDITED (15-DAY) N OT US-BAYER-2012-010628 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL POLYP  
DEVICE EXPULSION  

8396191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396191 NON-EXPEDITED N US-TEVA-321498USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8396198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396198 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-003041 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
PREMENSTRUAL SYNDROME  
PRESYNCOPE  

8396220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396220 NON-EXPEDITED N US-TEVA-321564USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8396224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396224 NON-EXPEDITED N OT US-BAYER-2012-010000 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  

8396226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396226 NON-EXPEDITED Y OT US-BAYER-2012-009975 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  

Page: 9,761 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8396239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396239 NON-EXPEDITED N US-TEVA-321493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8396246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396246 NON-EXPEDITED N OT US-BAYER-2012-010695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
UTERINE LEIOMYOMA  

8396247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396247 NON-EXPEDITED N OT US-BAYER-2012-010639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8396249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396249 NON-EXPEDITED N OT US-BAYER-2012-010127 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8396251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396251 NON-EXPEDITED N OT US-BAYER-2012-010259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8396252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396252 NON-EXPEDITED N OT US-BAYER-2012-010318 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8396253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2012 8396253 NON-EXPEDITED N OT US-BAYER-2012-010974 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8138383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8138383 NON-EXPEDITED N OT US-BAYER-2011-082307 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

8293090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8293090 EXPEDITED (15-DAY) Y OT 2011SP054790 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA IMPLANON S  

LEVONORGESTREL S  
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8309103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8309103 NON-EXPEDITED N OT US-BAYER-2011-120800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S UNK 84 DAY BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
MIGRAINE  

8320928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8320928 NON-EXPEDITED Y US-BAYER-2011-124579 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT 156 DAY BAYER
DEVICE EXPULSION  

8324977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8324977 NON-EXPEDITED N OT US-BAYER-2012-001303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S UNK  BAYER
NAUSEA GARDASIL C  
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
VOMITING  
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8333939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8333939 NON-EXPEDITED Y HO,OT US-BAYER-2012-003324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
HAEMORRHAGE  

8350862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8350862 EXPEDITED (15-DAY) N OT CA-BAYER-2012-006858 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMYALGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1460 DAY BAYER
ARTHRALGIA  
CARPAL TUNNEL SYNDROME  
CHANGE OF BOWEL HABIT  
DEPRESSION  
FATIGUE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8355998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8355998 NON-EXPEDITED N US-TEVA-319198USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8358748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8358748 EXPEDITED (15-DAY) N OT SE-BAYER-2012-003166 45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 44 DAY BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER
DEVICE COMPONENT ISSUE  
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8361648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8361648 NON-EXPEDITED N OT US-BAYER-2012-007331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL  BAYER
NO ADVERSE EVENT  

8389021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8389021 NON-EXPEDITED Y OT US-BAYER-2012-009596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S UNK  BAYER

8396914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8396914 EXPEDITED (15-DAY) Y DS RU-BAYER-2012-010359 44 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMBLYOPIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER
BLOOD PRESSURE INCREASED  
DISTURBANCE IN ATTENTION  
PHOTOPSIA  
VISION BLURRED  
VISUAL ACUITY REDUCED  
VISUAL IMPAIRMENT  

8396925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8396925 EXPEDITED (15-DAY) Y HO FI-BAYER-2012-011977 42 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC CIRRHOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ASCITES  
HEPATIC FAILURE  
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8396927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8396927 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-010898 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S  BAYER

8396936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8396936 NON-EXPEDITED N US-TEVA-321488USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  

8396962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8396962 NON-EXPEDITED N US-TEVA-321467USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397039 NON-EXPEDITED N US-TEVA-321366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8397080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397080 NON-EXPEDITED N US-TEVA-321475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8397107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397107 NON-EXPEDITED N US-BAYER-2012-010753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8397108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397108 NON-EXPEDITED N US-BAYER-2012-012418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8397109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397109 NON-EXPEDITED N US-BAYER-2012-012569 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8397110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397110 NON-EXPEDITED Y US-BAYER-2012-012498 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER

8397111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397111 NON-EXPEDITED Y US-BAYER-2012-012003 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 174 DAY BAYER

8397112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397112 NON-EXPEDITED Y US-BAYER-2012-011589 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8397113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397113 NON-EXPEDITED N US-BAYER-2012-012697 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 5 DAY BAYER

8397114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397114 NON-EXPEDITED Y US-BAYER-2012-012440 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8397115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397115 NON-EXPEDITED N US-BAYER-2012-012033 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8397116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397116 NON-EXPEDITED N US-BAYER-2012-012512 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8397117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397117 NON-EXPEDITED Y US-BAYER-2012-012701 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8397152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397152 EXPEDITED (15-DAY) Y OT DE-PFIZER
INC-2012031831

24 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS LEVONORGESTREL S UNK  PFIZER
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8397163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397163 NON-EXPEDITED N US-TEVA-321368USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397250 EXPEDITED (15-DAY) N OT US-BAYER-2012-011265 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8397268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397268 NON-EXPEDITED N US-TEVA-321539USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8397282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397282 NON-EXPEDITED Y US-BAYER-2012-010262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOWER EXTREMITY MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8397283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397283 NON-EXPEDITED Y US-BAYER-2012-011736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
ABDOMINAL DISTENSION  
DEPRESSED MOOD  
LIBIDO DECREASED  
TENDERNESS  
WEIGHT INCREASED  
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Detailed Report
8397285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397285 NON-EXPEDITED Y OT US-BAYER-2012-010550 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 35 DAY BAYER
DEVICE EXPULSION  
PAIN  

8397286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397286 NON-EXPEDITED Y OT US-BAYER-2012-010280 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 113 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8397290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397290 NON-EXPEDITED N US-BAYER-2012-011751 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 131 DAY BAYER

MIRENA S  BAYER

8397295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397295 NON-EXPEDITED Y US-BAYER-2012-012273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8397297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397297 NON-EXPEDITED N US-BAYER-2012-012653 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
APATHY  
BACK PAIN  
DYSPAREUNIA  
LOSS OF LIBIDO  
NAUSEA  
NERVOUSNESS  
WEIGHT INCREASED  

8397335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397335 NON-EXPEDITED N US-TEVA-321534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397350 NON-EXPEDITED N OT US-BAYER-2012-010656 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8397352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397352 NON-EXPEDITED N OT US-BAYER-2012-010638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PAIN  
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8397387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397387 NON-EXPEDITED N US-BAYER-2012-012695 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ERYTHEMATOUS CLIMARA PRO S TRANSDERMAL UNK  BAYER

8397398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397398 NON-EXPEDITED Y OT US-BAYER-2012-010935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8397399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397399 NON-EXPEDITED Y OT US-BAYER-2012-010928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8397416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397416 NON-EXPEDITED N US-TEVA-321686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8397419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397419 NON-EXPEDITED Y OT US-BAYER-2012-012535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 220 DAY BAYER
ABDOMINAL PAIN  

Page: 9,773 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8397421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397421 NON-EXPEDITED Y OT US-BAYER-2012-011682 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
MUSCLE SPASMS  

8397422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397422 NON-EXPEDITED Y OT US-BAYER-2012-011718 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8397424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397424 NON-EXPEDITED N US-BAYER-2012-011812 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLAMMATION MIRENA S 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  

8397425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397425 NON-EXPEDITED Y OT US-BAYER-2012-011459 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 7 DAY BAYER
GENITAL HAEMORRHAGE  
UTERINE SPASM  
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Detailed Report
8397473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397473 DIRECT N LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  
ANXIETY  
HAEMORRHAGE  
HEADACHE  
INSOMNIA  
MENOPAUSE  
NERVOUSNESS  
POSTPARTUM DEPRESSION  

8397483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397483 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  
MATERNAL EXPOSURE DURING PREGNANCY  

8397504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397504 NON-EXPEDITED Y OT US-BAYER-2012-011442 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 19 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8397595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397595 NON-EXPEDITED N US-TEVA-321755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8397833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397833 NON-EXPEDITED Y US-BAYER-2012-012899 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 169 DAY BAYER

8397834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397834 NON-EXPEDITED Y US-BAYER-2012-012506 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8397835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397835 NON-EXPEDITED N US-BAYER-2012-012915 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8397875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397875 NON-EXPEDITED N US-TEVA-321489USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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Detailed Report
8397878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397878 NON-EXPEDITED N US-BAYER-2012-010997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8397896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397896 NON-EXPEDITED N US-TEVA-321771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397929 NON-EXPEDITED N US-TEVA-321766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8397937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397937 NON-EXPEDITED N US-TEVA-321754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8397954 NON-EXPEDITED N US-TEVA-321748USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8398058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8398058 EXPEDITED (15-DAY) N HO US-
WATSON-2012-01244

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY LEVONORGESTREL S ORAL 1st tab taken after 48h,

2nd tab taken within 12h
after 1st tab

1 DAY WATSON

GENERALISED OEDEMA  
PARAESTHESIA  

8398111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8398111 NON-EXPEDITED N US-TEVA-321759USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LORYNA (DROSPIRENONE AND

ETHINYL ESTRADIOL)
C  

8398235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8398235 NON-EXPEDITED N US-BAYER-2012-011031 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S 20 mcg/24hr, CONT 197 DAY BAYER

MIRENA S  BAYER

8398236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8398236 NON-EXPEDITED Y US-BAYER-2012-012489 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  
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Detailed Report
8404970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2012 8404970 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.15 -0.03 - 0.01 1 TIME

DAILY ORAL
2 WEEK

6617192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 6617192 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2008031182

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS VARENICLINE TARTRATE S ORAL 1 mg, 2x/day 38 DAY PFIZER

TRIPHASIL-21 S ORAL I TABLET  

8156551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8156551 NON-EXPEDITED N OT US-BAYER-2011-085697 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8334037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8334037 NON-EXPEDITED N OT US-BAYER-2012-003308 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1268 DAY BAYER
WITHDRAWAL BLEED  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8381439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8381439 NON-EXPEDITED N US-TEVA-320006USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA FLUOXETINE C ORAL 10 Milligram;  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8394235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8394235 NON-EXPEDITED N US-TEVA-321318USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  

8394296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8394296 NON-EXPEDITED N US-TEVA-321129USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LAMOTRIGINE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399092 EXPEDITED (15-DAY) Y HO,OT HU-BAYER-2011-119768 36 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ANAPHYLACTIC REACTION  
BACK PAIN  
DYSPNOEA  
GENERALISED OEDEMA  
MALAISE  
OEDEMA PERIPHERAL  

8399099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399099 EXPEDITED (15-DAY) Y OT US-BAYER-2012-011711 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KERATITIS MIRENA S 20 mcg/24hr, CONT 58 DAY BAYER
VISUAL ACUITY REDUCED  

8399118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399118 NON-EXPEDITED N US-TEVA-321776USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399119 NON-EXPEDITED Y OT US-BAYER-2012-011192 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8399121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399121 NON-EXPEDITED Y OT US-BAYER-2012-010991 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8399122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399122 NON-EXPEDITED N OT US-BAYER-2012-011194 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8399123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399123 NON-EXPEDITED N OT US-BAYER-2012-010842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 1095 DAY BAYER

8399124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399124 NON-EXPEDITED Y OT US-BAYER-2012-011028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER
GENITAL HAEMORRHAGE  

8399137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399137 NON-EXPEDITED N US-TEVA-321770USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8399139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399139 NON-EXPEDITED Y OT US-BAYER-2012-011969 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8399140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399140 NON-EXPEDITED N OT US-BAYER-2012-013041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8399142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399142 NON-EXPEDITED Y OT US-BAYER-2012-011581 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8399143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399143 NON-EXPEDITED N OT US-BAYER-2012-012702 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8399145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399145 NON-EXPEDITED Y OT US-BAYER-2012-012882 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT 46 DAY BAYER
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399163 NON-EXPEDITED Y US-PFIZER
INC-2012032353

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LYBREL S UNK  PFIZER

8399169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399169 NON-EXPEDITED N US-TEVA-321767USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  

8399287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399287 NON-EXPEDITED N US-TEVA-321836USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399348 NON-EXPEDITED N US-BAYER-2012-011669 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8399349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399349 NON-EXPEDITED N US-BAYER-2012-010614 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRICHORRHEXIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399351 NON-EXPEDITED N US-BAYER-2012-011432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8399355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399355 NON-EXPEDITED N US-BAYER-2012-012937 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8399356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399356 NON-EXPEDITED Y US-BAYER-2012-012674 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8399357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399357 NON-EXPEDITED Y US-BAYER-2012-012889 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8399358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399358 NON-EXPEDITED N US-BAYER-2012-012218 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399359 NON-EXPEDITED N US-TEVA-321825USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C  
ALPRAZOLAM C  

8399438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399438 NON-EXPEDITED N US-TEVA-321808USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8399445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399445 NON-EXPEDITED N OT US-BAYER-2012-011222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8399472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399472 NON-EXPEDITED N US-TEVA-321829USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399485 NON-EXPEDITED N OT US-BAYER-2012-011716 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399486 NON-EXPEDITED Y OT US-BAYER-2012-011724 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8399503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399503 NON-EXPEDITED N US-TEVA-321816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399634 NON-EXPEDITED N US-TEVA-321812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399644 NON-EXPEDITED N US-TEVA-321806USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399686 NON-EXPEDITED N US-TEVA-321802USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C ORAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8399797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399797 NON-EXPEDITED N US-TEVA-321929USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8399916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399916 NON-EXPEDITED N US-TEVA-321831USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
THROMBOSIS  

8399937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399937 NON-EXPEDITED N US-TEVA-321837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399940 EXPEDITED (15-DAY) N OT IE-BAYER-2011-061310 37 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
CAESAREAN SECTION LEVOTHYROXINE SODIUM C  

8399956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399956 NON-EXPEDITED Y OT US-BAYER-2012-011685 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

Page: 9,788 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8399958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8399958 NON-EXPEDITED N OT US-BAYER-2012-013026 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8401037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8401037 NON-EXPEDITED N US-BAYER-2012-013393 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8401220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2012 8401220 DIRECT N 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
ACNE  
ANXIETY  
BLOOD OESTROGEN DECREASED  
BREAST PAIN  
BREAST SWELLING  
ERYTHEMA  
FEELING ABNORMAL  
FUNGAL INFECTION  
HEART RATE INCREASED  
HYPERTENSION  
LYMPHADENOPATHY  
LYMPHOEDEMA  
MALAISE  
REFUSAL OF TREATMENT BY PATIENT  
ROSACEA  
URINE ABNORMALITY  
VOMITING  
VULVOVAGINAL DISORDER  
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Detailed Report
6994166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 6994166 EXPEDITED (15-DAY) N OT US-
BAYER-200920330NA

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
CONSTIPATION  
DEVICE DISLOCATION  
FUNGAL INFECTION  
HEADACHE  
MENSTRUATION DELAYED  
MIGRAINE  
PAIN  
PELVIC INFECTION  
POLYMENORRHOEA  
SEXUALLY TRANSMITTED DISEASE  
WEIGHT DECREASED  

7811114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 7811114 EXPEDITED (15-DAY) Y OT US-BAYER-2010-005889 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 500 DAY BAYER
DEVICE DISLOCATION HYDROCHLOROTHIAZIDE C  
CAESAREAN SECTION  
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Detailed Report
7870698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 7870698 EXPEDITED (15-DAY) Y OT US-BAYER-2011-022564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 µg, CONT 549 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  

7966664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 7966664 NON-EXPEDITED Y OT US-BAYER-2011-043237 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
PREMATURE DELIVERY  

8292452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8292452 NON-EXPEDITED Y OT US-BAYER-2011-117978 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8304062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8304062 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-119899 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  BAYER

8304201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8304201 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-119939 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S  BAYER
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Detailed Report
8316842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8316842 NON-EXPEDITED Y OT US-BAYER-2011-123178 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8340886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8340886 NON-EXPEDITED N OT US-BAYER-2012-005039 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLIGHTED OVUM MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8341831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8341831 NON-EXPEDITED N US-TEVA-318014USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8381849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8381849 NON-EXPEDITED N OT US-BAYER-2012-008343 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8392215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8392215 NON-EXPEDITED Y OT US-BAYER-2012-010106 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8395000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8395000 NON-EXPEDITED N US-BAYER-2012-012163 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 94 DAY BAYER

MIRENA S  BAYER

8395008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8395008 EXPEDITED (15-DAY) N OT US-BAYER-2012-012062 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
URINARY TRACT INFECTION  

8401994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8401994 EXPEDITED (15-DAY) Y HO NL-BAYER-2012-012019 30 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
ERYTHEMA NASONEX C 1 DF, QD  
ABDOMINAL PAIN UPPER  
MENSTRUAL DISORDER  
OPTIC NEURITIS  

8402005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402005 NON-EXPEDITED N OT US-BAYER-2012-011769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8402006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402006 NON-EXPEDITED N OT US-BAYER-2012-011765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
FATIGUE  

8402007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402007 NON-EXPEDITED N OT US-BAYER-2012-011743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 92 DAY BAYER
DEVICE DISLOCATION  

8402008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402008 NON-EXPEDITED N OT US-BAYER-2012-012044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  

8402009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402009 NON-EXPEDITED N OT US-BAYER-2012-011796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
INFECTION  
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Detailed Report
8402016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402016 NON-EXPEDITED N OT US-BAYER-2012-012183 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER
DEVICE EXPULSION  

8402017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402017 NON-EXPEDITED Y OT US-BAYER-2012-012246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8402027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402027 NON-EXPEDITED N OT US-BAYER-2012-012436 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER

8402028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402028 NON-EXPEDITED N OT US-BAYER-2012-012493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

DIET PILL LIPOZENE C  

8402029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402029 NON-EXPEDITED N OT US-BAYER-2012-012480 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 23 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8402041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402041 NON-EXPEDITED N US-TEVA-321967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8402044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402044 NON-EXPEDITED N OT US-BAYER-2012-012873 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 330 DAY BAYER

MIRENA S  BAYER

8402046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402046 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-012481 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS MIRENA S  BAYER
HYPERTENSION SINGULAIR C  
MIGRAINE ADVAIR DISKUS C  

8402065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402065 NON-EXPEDITED Y OT US-BAYER-2012-013449 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8402066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402066 NON-EXPEDITED Y OT US-BAYER-2012-012938 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 266 DAY BAYER
DEVICE DISLOCATION  
DYSPAREUNIA  
MUSCLE SPASMS  

8402071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402071 NON-EXPEDITED N US-TEVA-321963USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8402146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402146 NON-EXPEDITED N US-TEVA-321955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8402234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402234 NON-EXPEDITED N US-TEVA-321941USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8402267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402267 NON-EXPEDITED N US-BAYER-2012-013585 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S 20 µg, UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8402288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402288 NON-EXPEDITED Y US-BAYER-2012-011510 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENIS INJURY  

8402290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402290 NON-EXPEDITED N US-BAYER-2012-013628 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 199 DAY BAYER

8402558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402558 NON-EXPEDITED N US-TEVA-321282USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL  DURAMED

BREAST PAIN  
BREAST TENDERNESS  
DRUG INEFFECTIVE  
VAGINAL HAEMORRHAGE  

8402561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402561 NON-EXPEDITED N US-TEVA-321986USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8402596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402596 NON-EXPEDITED N US-TEVA-321980USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8402624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402624 EXPEDITED (15-DAY) N HO IL-BAYER-2012-001189 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ANXIETY  
ASTHENIA  
DEPRESSION SUICIDAL  
DYSPNOEA  
NERVOUSNESS  
PRESYNCOPE  
RESTLESSNESS  

8402627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402627 NON-EXPEDITED N US-TEVA-321977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8402642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402642 NON-EXPEDITED N OT US-BAYER-2012-012053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
NAUSEA  

8402643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402643 EXPEDITED (15-DAY) Y OT US-BAYER-2012-013432 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  
KIDNEY INFECTION  
SINUSITIS  
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Detailed Report
8402644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402644 NON-EXPEDITED N OT US-BAYER-2012-012876 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 334 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
VULVOVAGINAL PAIN  

8402645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402645 NON-EXPEDITED N OT US-BAYER-2012-012487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8402669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402669 NON-EXPEDITED N OT US-BAYER-2012-012032 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  

8402670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402670 NON-EXPEDITED Y OT US-BAYER-2012-012902 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
PELVIC PAIN  

8402680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402680 NON-EXPEDITED N US-TEVA-321971USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
MENSTRUATION IRREGULAR  
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Detailed Report
8402767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402767 NON-EXPEDITED N US-TEVA-321969USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8402953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402953 NON-EXPEDITED Y US-BAYER-2012-011971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE UNK  BAYER

8402954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8402954 NON-EXPEDITED N US-BAYER-2012-012935 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 655 DAY BAYER

8403045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403045 NON-EXPEDITED N US-BAYER-2012-013625 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER
NAUSEA  
VOMITING  

8403127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403127 NON-EXPEDITED N US-BAYER-2012-014082 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8403216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403216 NON-EXPEDITED N US-TEVA-322203USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LIVE BIRTH  
MENSTRUATION IRREGULAR  

8403430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403430 NON-EXPEDITED Y HO,OT US-BAYER-2012-012624 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL 20 µg/d, CONT  BAYER
LOW BIRTH WEIGHT BABY  

8403528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403528 NON-EXPEDITED N US-BAYER-2012-014051 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
HYPOAESTHESIA  

8403735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403735 DIRECT N HO 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S 5years use  
PAIN  
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Detailed Report
8403754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2012 8403754 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  
AMNESIA  
BALANCE DISORDER  
DISTURBANCE IN ATTENTION  
FEELING ABNORMAL  
HEADACHE  
INFECTION  
MIGRAINE  
MOOD SWINGS  
VAGINAL HAEMORRHAGE  
VISION BLURRED  

8113698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8113698 NON-EXPEDITED N US-BAYER-2011-069670 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1460 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
AGGRESSION  
ASTHENIA  
BREAST TENDERNESS  
HYPOGLYCAEMIA  
IRRITABILITY  
MOOD SWINGS  
NERVOUSNESS  
SWELLING  
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Detailed Report
8174038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8174038 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-092673 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8182195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8182195 EXPEDITED (15-DAY) N OT US-BAYER-2011-096044 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE ALLERGY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GLAUCOMA ELESTAT C  
MIGRAINE COMBIGAN C OPHTHALMIC  
HYPERSENSITIVITY  

8217148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8217148 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-104484 43 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER METASTATIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AXILLARY MASS  
BREAST CANCER  
METRORRHAGIA  
MIGRAINE  
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Detailed Report
8247613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8247613 EXPEDITED (15-DAY) N US-COVIDIEN/TYCO
HEALTHCARE/
MALLINCKRODT-
T201102318

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN FENTANYL TRANSDERMAL

SYSTEM
S TRANSDERMAL 75 ug/hr, q72 hrs  TYCO

DRUG EFFECT DECREASED SEASONALE S  
SEASONALE S  
KLONOPIN C ORAL 1 mg, qid  
MS CONTIN C ORAL 30 mg, tid  
MS CONTIN C ORAL 15 mg, tid  
DEMEROL C ORAL 100 mg, qid  
PROMETHAZINE C ORAL 50 mg, qid  
ZANAFLEX C 4 mg, tid prn  
SOLU-MEDROL C INTRAVENOUS UNK  

8316851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8316851 NON-EXPEDITED N US-BAYER-2011-123080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
MENSTRUATION DELAYED  
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Detailed Report
8333919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8333919 EXPEDITED (15-DAY) Y OT US-BAYER-2012-003145 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABORTION EARLY  
GENITAL HAEMORRHAGE  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE HAEMORRHAGE  
VISCERAL PAIN  

8335532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8335532 NON-EXPEDITED N OT US-BAYER-2012-003761 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE  
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8344933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8344933 NON-EXPEDITED Y OT US-BAYER-2012-006060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
ABORTION EARLY  

8344940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8344940 NON-EXPEDITED Y OT US-BAYER-2012-006122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
DEVICE DISLOCATION  
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Detailed Report
8353477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8353477 NON-EXPEDITED N US-BAYER-2012-007544 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
ANXIETY MIRENA S  BAYER
BACK PAIN  
BREAST TENDERNESS  
DEPRESSION  
FEELING ABNORMAL  
HEADACHE  
MOOD ALTERED  

8357389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8357389 NON-EXPEDITED Y US-BAYER-2012-008347 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8395942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8395942 NON-EXPEDITED N US-TEVA-321468USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8399375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8399375 EXPEDITED (15-DAY) Y OT US-BAYER-2012-013309 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic pigmented purpura MIRENA S 20 mcg/24hr, CONT  BAYER
RASH  
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8402676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8402676 EXPEDITED (15-DAY) N OT CA-BAYER-2012-012220 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
HAEMATURIA  
POLLAKIURIA  

8403975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8403975 NON-EXPEDITED N US-TEVA-322234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8404213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404213 DIRECT N HO,LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE RELATED INFECTION MIRENA S ENDOCERVICAL 20mcg  
FOCAL NODULAR HYPERPLASIA  
PAIN  

8404219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404219 NON-EXPEDITED N US-TEVA-322228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8404225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404225 NON-EXPEDITED N US-TEVA-322147USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8404230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404230 NON-EXPEDITED Y US-BAYER-2012-012553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8404245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404245 NON-EXPEDITED N OT US-BAYER-2012-014195 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEPRESSION  

8404249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404249 NON-EXPEDITED N US-TEVA-322128USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8404261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404261 NON-EXPEDITED N US-TEVA-322202USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTIC C ORAL  

8404264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404264 NON-EXPEDITED N US-BAYER-2012-013459 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 MIN BAYER
ABDOMINAL PAIN  
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8404265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404265 NON-EXPEDITED N US-BAYER-2012-014222 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

MIRENA S  BAYER

8404301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404301 EXPEDITED (15-DAY) Y OT US-BAYER-2012-012961 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
COITAL BLEEDING  

8404302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404302 NON-EXPEDITED N US-BAYER-2012-014114 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8404344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404344 NON-EXPEDITED N US-TEVA-322188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8404355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404355 NON-EXPEDITED N US-BAYER-2012-013675 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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8404374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404374 NON-EXPEDITED N OT US-BAYER-2012-014053 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8404376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404376 NON-EXPEDITED Y OT US-BAYER-2012-014113 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8404416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404416 EXPEDITED (15-DAY) Y OT AT-BAYER-2012-011951 21 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEOPENIA MIRENA S INTRAUTERINE UNK  BAYER
BACK PAIN  

8404420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404420 NON-EXPEDITED N US-BAYER-2012-013163 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 154 DAY BAYER

8404421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404421 NON-EXPEDITED Y US-BAYER-2012-013325 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

8404461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404461 NON-EXPEDITED Y OT US-BAYER-2012-014065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 211 DAY BAYER
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Detailed Report
8404467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404467 NON-EXPEDITED N US-TEVA-322148USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8404472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404472 NON-EXPEDITED N US-TEVA-322213USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C ORAL  

8404474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404474 NON-EXPEDITED N US-BAYER-2012-013171 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8404492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404492 NON-EXPEDITED N OT US-BAYER-2012-014078 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8404511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404511 NON-EXPEDITED N US-BAYER-2012-013379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
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8404542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404542 NON-EXPEDITED Y OT US-BAYER-2012-013923 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8404550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404550 NON-EXPEDITED N OT US-BAYER-2012-013642 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 33 DAY BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8404560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404560 NON-EXPEDITED N OT US-BAYER-2012-013443 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ACNE  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

8404568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404568 NON-EXPEDITED N US-BAYER-2012-013651 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 30 DAY BAYER
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8404588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404588 NON-EXPEDITED N US-TEVA-322191USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8404591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404591 NON-EXPEDITED N OT US-BAYER-2012-014274 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ANXIETY  
BACK PAIN  
NERVOUSNESS  
UNEVALUABLE EVENT  

8404607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404607 NON-EXPEDITED N US-TEVA-322197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8404612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404612 NON-EXPEDITED N US-BAYER-2012-013707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8404613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404613 NON-EXPEDITED Y US-BAYER-2012-013730 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/h, UNK 33 DAY BAYER
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8404645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404645 NON-EXPEDITED N OT US-BAYER-2012-013037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  

8404648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404648 NON-EXPEDITED N US-TEVA-322124USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LORAZEPAM C  
HEADACHE  

8404754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404754 NON-EXPEDITED N US-TEVA-322199USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MONISTAT C  

8404758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404758 NON-EXPEDITED N US-TEVA-322225USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8404794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404794 NON-EXPEDITED N US-TEVA-322156USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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8404832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404832 NON-EXPEDITED N US-BAYER-2012-013336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8404912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404912 NON-EXPEDITED N US-TEVA-322248USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8404939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8404939 NON-EXPEDITED N US-TEVA-321823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE DURING BREAST FEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SUPPRESSED LACTATION  

8405012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405012 NON-EXPEDITED N US-TEVA-322239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8405046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405046 NON-EXPEDITED N US-TEVA-322253USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8405054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405054 NON-EXPEDITED N OT US-BAYER-2012-014159 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8405151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405151 NON-EXPEDITED N US-TEVA-322254USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8405155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405155 NON-EXPEDITED Y US-BAYER-2012-013513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
VAGINAL DISCHARGE  

8405156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405156 NON-EXPEDITED N US-BAYER-2012-014219 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8405157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405157 NON-EXPEDITED Y US-BAYER-2012-013507 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 232 DAY BAYER
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Detailed Report
8405158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405158 NON-EXPEDITED N US-BAYER-2012-013487 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 307 DAY BAYER

8405159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405159 NON-EXPEDITED Y US-BAYER-2012-013512 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 266 DAY BAYER

8405161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405161 NON-EXPEDITED Y US-BAYER-2012-012979 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8405162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405162 NON-EXPEDITED Y US-BAYER-2012-013121 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8405163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405163 NON-EXPEDITED Y US-BAYER-2012-013739 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 89 DAY BAYER

8405164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405164 NON-EXPEDITED Y US-BAYER-2012-013927 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 126 DAY BAYER
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Detailed Report
8405165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405165 NON-EXPEDITED N US-BAYER-2012-013656 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8405191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405191 NON-EXPEDITED Y US-BAYER-2012-014532 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8405207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405207 NON-EXPEDITED N US-BAYER-2012-011410 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S  BAYER
APPLICATION SITE HYPERSENSITIVITY  

8405210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405210 NON-EXPEDITED Y US-BAYER-2012-013531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 88 DAY BAYER
ACNE  
DYSMENORRHOEA  

8405211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405211 NON-EXPEDITED N US-TEVA-322153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
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Detailed Report
8405280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405280 NON-EXPEDITED N US-TEVA-322222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8405382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405382 NON-EXPEDITED N US-TEVA-322258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8405397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405397 NON-EXPEDITED N US-TEVA-322365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8405417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405417 NON-EXPEDITED N US-TEVA-322251USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8405475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2012 8405475 NON-EXPEDITED N US-TEVA-322241USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8279077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8279077 NON-EXPEDITED Y US-BAYER-2011-110793 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT 216 DAY BAYER
HEADACHE INOSITOL C UNK UNK, QD  
ABDOMINAL PAIN UPPER ZOLOFT S UNK  
ANXIETY  
SLEEP DISORDER  

8343317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8343317 NON-EXPEDITED N US-TEVA-318061USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
OROPHARYNGEAL BLISTERING  

8348637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8348637 NON-EXPEDITED N US-TEVA-318455USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8395015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8395015 NON-EXPEDITED N US-TEVA-321265USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8405978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8405978 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-012744 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROLACTIN-PRODUCING PITUITARY TUMOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8405986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8405986 NON-EXPEDITED N US-TEVA-322333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
OFF LABEL USE  

8405996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8405996 NON-EXPEDITED N US-TEVA-322328USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406014 NON-EXPEDITED N US-TEVA-322330USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406028 NON-EXPEDITED N US-TEVA-322326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406038 NON-EXPEDITED N US-TEVA-322439USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8406064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406064 NON-EXPEDITED N OT US-BAYER-2012-014425 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8406065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406065 NON-EXPEDITED N OT US-BAYER-2012-014169 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
NAUSEA  
VOMITING  

8406068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406068 NON-EXPEDITED N OT US-BAYER-2012-014455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8406105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406105 NON-EXPEDITED N US-TEVA-322425USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
OFF LABEL USE  
PELVIC PAIN  
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Detailed Report
8406166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406166 NON-EXPEDITED N US-PFIZER
INC-2012037907

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONFUSIONAL STATE XANAX S UNK  PFIZER
FATIGUE PLAN B ONE-STEP S ORAL 1.5 mg, 1x/day 1 DAY
NAUSEA YAZ C UNK  
DIARRHOEA  
DIZZINESS  

8406199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406199 NON-EXPEDITED N US-TEVA-322415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406201 NON-EXPEDITED Y US-BAYER-2012-013413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8406202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406202 NON-EXPEDITED Y US-BAYER-2012-012901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 307 DAY BAYER

8406203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406203 NON-EXPEDITED Y US-BAYER-2012-014812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8406204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406204 NON-EXPEDITED N US-BAYER-2012-013624 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8406205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406205 NON-EXPEDITED N US-BAYER-2012-013576 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
PROCEDURAL PAIN MIRENA S  BAYER

8406206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406206 NON-EXPEDITED N US-BAYER-2012-013372 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 673 DAY BAYER

8406207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406207 NON-EXPEDITED Y US-BAYER-2012-014096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER
DYSURIA  
MENORRHAGIA  

8406208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406208 NON-EXPEDITED Y US-BAYER-2012-014198 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
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Detailed Report
8406209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406209 NON-EXPEDITED N US-BAYER-2012-013623 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S  BAYER

8406210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406210 NON-EXPEDITED N US-BAYER-2012-014638 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8406212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406212 NON-EXPEDITED N US-BAYER-2012-011351 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 295 DAY BAYER
ABDOMINAL PAIN LOWER  

8406214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406214 NON-EXPEDITED N US-BAYER-2012-014804 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8406215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406215 NON-EXPEDITED N US-BAYER-2012-013380 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INTOLERANCE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8406216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406216 NON-EXPEDITED N US-BAYER-2012-014728 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8406217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406217 NON-EXPEDITED Y US-BAYER-2012-013673 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8406219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406219 NON-EXPEDITED Y US-BAYER-2012-013326 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 243 DAY BAYER

MIRENA S  BAYER

8406220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406220 NON-EXPEDITED N US-BAYER-2012-013462 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  

8406222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406222 NON-EXPEDITED Y US-BAYER-2012-012507 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER

8406245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406245 NON-EXPEDITED N US-TEVA-322375USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8406264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406264 NON-EXPEDITED N US-TEVA-322372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406319 NON-EXPEDITED N US-TEVA-322334USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406332 NON-EXPEDITED N US-BAYER-2012-013926 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 323 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8406356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406356 NON-EXPEDITED N US-BAYER-2012-014954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8406357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406357 NON-EXPEDITED N US-BAYER-2012-013463 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8406358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406358 NON-EXPEDITED Y US-BAYER-2012-012450 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
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Detailed Report
8406359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406359 NON-EXPEDITED Y US-BAYER-2012-013590 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8406360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406360 NON-EXPEDITED Y US-BAYER-2012-012974 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 224 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8406361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406361 NON-EXPEDITED N US-BAYER-2012-013541 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 334 DAY BAYER

8406374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406374 NON-EXPEDITED N US-TEVA-322370USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
OFF LABEL USE  

8406477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406477 NON-EXPEDITED N US-TEVA-322377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8406543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406543 NON-EXPEDITED N US-TEVA-322478USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406601 NON-EXPEDITED N US-TEVA-322414USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  

8406602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406602 NON-EXPEDITED N US-TEVA-322492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406697 NON-EXPEDITED N US-BAYER-2012-014275 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8406699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406699 NON-EXPEDITED Y US-BAYER-2012-013643 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8406700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406700 NON-EXPEDITED Y US-BAYER-2012-014560 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER
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Detailed Report
8406715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406715 NON-EXPEDITED N US-TEVA-322501USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL 1.5 Milligram;  

8406738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406738 NON-EXPEDITED N US-TEVA-322442USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8406747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406747 NON-EXPEDITED N US-TEVA-322498USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RANITIDINE C 300 Milligram;  
CLARITIN C  
MULTI-VITAMIN C  
ALIGN PROBIOTIC C  
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Detailed Report
8406761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406761 EXPEDITED (15-DAY) Y HO,OT SE-BAYER-2011-040311 39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE FLUCTUATION  
CONSTIPATION  
DEVICE DISLOCATION  
PNEUMONIA MYCOPLASMAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  
SEPSIS  

8406791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406791 NON-EXPEDITED N US-TEVA-322449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406811 NON-EXPEDITED Y OT US-BAYER-2012-013610 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8406812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406812 NON-EXPEDITED N OT US-BAYER-2012-014087 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8406833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406833 NON-EXPEDITED N US-TEVA-322464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8406835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406835 NON-EXPEDITED N US-TEVA-322479USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8406882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8406882 NON-EXPEDITED N US-TEVA-322468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8407112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407112 NON-EXPEDITED N US-BAYER-2012-014618 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 111 DAY BAYER

8407113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407113 NON-EXPEDITED N US-BAYER-2012-013169 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8407139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407139 NON-EXPEDITED N US-BAYER-2012-013713 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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8407147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407147 NON-EXPEDITED N US-TEVA-322493USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8407224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407224 NON-EXPEDITED N US-TEVA-322471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

8407301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407301 NON-EXPEDITED N US-TEVA-322503USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8407322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407322 NON-EXPEDITED N US-TEVA-322715USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL 100 Milligram;  

8407327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407327 NON-EXPEDITED N US-TEVA-322507USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8407353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407353 NON-EXPEDITED N US-TEVA-322630USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8407427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407427 NON-EXPEDITED N US-TEVA-322640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8407834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 8407834 EXPEDITED (15-DAY) Y OT NO-
WATSON-2012-02414

Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS LEVONORGESTREL S UNKNOWN UNK  WATSON

MIRENA S UNKNOWN UNK  

7742546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 7742546 EXPEDITED (15-DAY) N HO DE-BAYER-2010-006561 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE UNK 22 DAY BAYER
ABDOMINAL PAIN LOWER LEVOTHYROXINE SODIUM C  
DYSPNOEA  
SALPINGECTOMY  

7886998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 7886998 NON-EXPEDITED Y CA-BAYER-2010-005855 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER
MENSTRUATION DELAYED  
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7917025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 7917025 NON-EXPEDITED Y OT GB-BAYER-2011-024391 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8313030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8313030 NON-EXPEDITED N US-BAYER-2011-123510 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
HYPOMENORRHOEA  
MALAISE  
MENORRHAGIA  
MENSTRUAL DISORDER  
PREGNANCY  
SENSATION OF FOREIGN BODY  
VAGINAL DISCHARGE  

8350883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8350883 NON-EXPEDITED Y OT US-BAYER-2012-007039 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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8382968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8382968 EXPEDITED (15-DAY) Y OT GB-BAYER-2011-049179 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CAESAREAN SECTION  
Haemorrhage in pregnancy  
PREMATURE BABY  
PREMATURE RUPTURE OF MEMBRANES  

8408263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408263 NON-EXPEDITED Y US-BAYER-2012-015142 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8408264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408264 NON-EXPEDITED Y US-BAYER-2012-015244 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8408266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408266 NON-EXPEDITED Y US-BAYER-2012-015130 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8408267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408267 NON-EXPEDITED N US-BAYER-2012-015031 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8408268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408268 NON-EXPEDITED Y US-BAYER-2012-014194 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2190 DAY BAYER
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8408269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408269 NON-EXPEDITED Y US-BAYER-2012-015286 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8408274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408274 NON-EXPEDITED Y OT US-BAYER-2012-015160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8408275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408275 NON-EXPEDITED Y OT US-BAYER-2012-014774 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 122 DAY BAYER

8408354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408354 NON-EXPEDITED N US-TEVA-322787USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8408555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408555 NON-EXPEDITED N US-TEVA-322784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408614 NON-EXPEDITED N US-TEVA-322780USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408651 NON-EXPEDITED N US-TEVA-322769USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408724 NON-EXPEDITED N US-BAYER-2012-014150 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8408726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408726 NON-EXPEDITED Y US-BAYER-2012-014190 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER

8408727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408727 NON-EXPEDITED N US-BAYER-2012-014773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8408798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408798 NON-EXPEDITED N US-BAYER-2012-014238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
DYSMENORRHOEA  
HEADACHE  
MIGRAINE  

8408806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408806 NON-EXPEDITED Y US-BAYER-2012-014482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URTICARIA  

8408818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408818 NON-EXPEDITED N US-TEVA-322795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408819 NON-EXPEDITED N US-TEVA-322785USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408867 NON-EXPEDITED N US-TEVA-322779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8408898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408898 NON-EXPEDITED N US-BAYER-2012-014535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8408899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8408899 NON-EXPEDITED N US-BAYER-2012-014526 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8409019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409019 NON-EXPEDITED N US-TEVA-322775USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8409089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409089 NON-EXPEDITED N US-TEVA-322750USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

8409109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409109 NON-EXPEDITED N US-BAYER-2012-014534 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8409188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409188 NON-EXPEDITED N US-TEVA-322759USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8409220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409220 NON-EXPEDITED N US-TEVA-322753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8409251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409251 NON-EXPEDITED N US-TEVA-322746USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FERROUS SULFATE C  

8409311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409311 NON-EXPEDITED N US-TEVA-322733USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MINI-PILL C  
ACETAMINOPHEN C  
ADVIL C  

8409440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409440 NON-EXPEDITED N US-TEVA-322794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8409475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409475 NON-EXPEDITED N US-TEVA-322728USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VOMITING  

8409496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409496 EXPEDITED (15-DAY) N OT US-
WATSON-2012-01853

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS LEVONORGESTREL S ORAL 1st tablet within 1hour

and 2nd tablet 12 hours
later

1 DAY WATSON

DIZZINESS  
MENORRHAGIA  
NAUSEA  
VAGINAL HAEMORRHAGE  

8409529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409529 NON-EXPEDITED N US-TEVA-322721USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8409548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409548 NON-EXPEDITED N US-TEVA-322725USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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8409579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409579 NON-EXPEDITED N US-TEVA-322714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8409592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2012 8409592 NON-EXPEDITED N US-TEVA-322925USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7426045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 7426045 NON-EXPEDITED N US-
BAYER-201021778NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE CONTINUOUS  BAYER
DEVICE DISLOCATION  

8321050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8321050 NON-EXPEDITED N OT US-BAYER-2011-124110 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8326493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8326493 NON-EXPEDITED Y OT US-BAYER-2012-001805 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PELVIC PAIN  
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8397653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8397653 NON-EXPEDITED N US-TEVA-321679USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE YAZ C  

8398144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8398144 NON-EXPEDITED N US-TEVA-321691USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DRIXORAL C  
DRIXORAL C  
NYQUIL C  
NYQUIL C  

8399239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8399239 NON-EXPEDITED N US-TEVA-321683USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8403063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8403063 NON-EXPEDITED N US-TEVA-321968USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
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Detailed Report
8404458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8404458 NON-EXPEDITED N US-TEVA-322185USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8404589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8404589 NON-EXPEDITED N OT US-BAYER-2012-013502 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
LABOUR PAIN  
PAIN  
VAGINAL DISCHARGE  

8405196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8405196 NON-EXPEDITED N US-TEVA-322260USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8408277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8408277 NON-EXPEDITED Y OT US-BAYER-2012-015129 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
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Detailed Report
8410394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410394 NON-EXPEDITED Y US-BAYER-2012-015766 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  

8410395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410395 NON-EXPEDITED N US-BAYER-2012-015828 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8410396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410396 NON-EXPEDITED N US-BAYER-2012-015673 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8410397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410397 NON-EXPEDITED N OT US-BAYER-2012-015288 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8410398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410398 NON-EXPEDITED N US-BAYER-2012-015708 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8410399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410399 NON-EXPEDITED Y US-BAYER-2012-015744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 150 DAY BAYER
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Detailed Report
8410400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410400 NON-EXPEDITED Y US-BAYER-2012-015777 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 204 DAY BAYER

8410401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410401 NON-EXPEDITED N US-BAYER-2012-015716 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8410509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410509 NON-EXPEDITED N US-TEVA-322885USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8410570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410570 NON-EXPEDITED Y US-BAYER-2012-015749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8410634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410634 NON-EXPEDITED N US-TEVA-322906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LAXATIVE C  
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Detailed Report
8410635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410635 NON-EXPEDITED N US-TEVA-322847USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPO SHOT C  

8410637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410637 NON-EXPEDITED N US-TEVA-322935USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8410714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410714 NON-EXPEDITED N US-TEVA-322950USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RESTLESSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
DYSPNOEA  
FATIGUE  
HEADACHE  
NAUSEA  

8410743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410743 NON-EXPEDITED N US-TEVA-322848USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
GASTROENTERITIS VIRAL  
NAUSEA  
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Detailed Report
8410797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410797 NON-EXPEDITED N US-TEVA-322877USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8410837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410837 NON-EXPEDITED N US-TEVA-322968USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8410870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410870 NON-EXPEDITED N OT US-BAYER-2012-014765 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8410871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410871 NON-EXPEDITED Y OT US-BAYER-2012-014657 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK 99 DAY BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8410935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410935 NON-EXPEDITED N US-TEVA-322909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  
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Detailed Report
8410999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8410999 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S 2 YR
ANGER  
PARENT-CHILD PROBLEM  

8411016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411016 DIRECT N 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE  
ALOPECIA  
BREAST PAIN  
BURNING SENSATION  
CRYING  
DEPRESSION  
DIZZINESS  
DRY EYE  
DRY MOUTH  
FATIGUE  
HOT FLUSH  
INSOMNIA  
MIGRAINE  
MUSCLE SPASMS  
NIGHT SWEATS  
NIPPLE PAIN  
OVARIAN CYST  
PALPITATIONS  
SECRETION DISCHARGE  
SUICIDAL IDEATION  
WEIGHT INCREASED  
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Detailed Report
8411038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411038 DIRECT N DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S VAGINAL 20 micrograms  
ADNEXA UTERI PAIN  
HAEMORRHAGE  
HEADACHE  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
PELVIC PAIN  
POLLAKIURIA  
WEIGHT INCREASED  

8411151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411151 NON-EXPEDITED N US-TEVA-322914USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8411212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411212 NON-EXPEDITED N US-TEVA-322917USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8411322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411322 NON-EXPEDITED N US-TEVA-322913USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  
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Detailed Report
8411390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411390 NON-EXPEDITED N OT US-BAYER-2012-016006 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8411391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8411391 NON-EXPEDITED N US-BAYER-2012-014525 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8421296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2012 8421296 DIRECT Y 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SUBSTITUTION ISSUE SEASONALE S ORAL SEASONALE

0.15-0.03MG DAILY PO
 

METRORRHAGIA  

7834353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 7834353 EXPEDITED (15-DAY) N OT US-BAYER-2011-015947 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE Daily dose 20 µg/d  BAYER
MEDICAL DEVICE SITE REACTION IBUPROFEN C  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

MENORRHAGIA  
OVARIAN CYST  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
VAGINITIS BACTERIAL  
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Detailed Report
7840513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 7840513 NON-EXPEDITED Y OT US-BAYER-2011-018135 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg, UNK 56 DAY BAYER
BLIGHTED OVUM FLEXERIL C  
PELVIC PAIN VICODIN C  
DYSFUNCTIONAL UTERINE BLEEDING  

7958962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 7958962 EXPEDITED (15-DAY) N OT US-BAYER-2011-041502 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER
CAESAREAN SECTION  
DEVICE EXPULSION  

8200046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8200046 NON-EXPEDITED N OT US-BAYER-2011-100160 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
GENITAL HAEMORRHAGE  

8279408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8279408 EXPEDITED (15-DAY) N OT NO-BAYER-2011-113788 47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX HAEMORRHAGE UTERINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8282229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8282229 NON-EXPEDITED N OT US-BAYER-2011-115437 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
ABORTION SPONTANEOUS MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8374612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8374612 NON-EXPEDITED Y OT SE-BAYER-2012-008509 23 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
OEDEMA PERIPHERAL  
PRODUCT SHAPE ISSUE  
UTERINE HAEMORRHAGE  

8408276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8408276 EXPEDITED (15-DAY) Y OT SE-BAYER-2012-013435 42 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE ENLARGEMENT MIRENA S INTRAUTERINE 20 µg, CONT 69 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416582 NON-EXPEDITED Y US-BAYER-2012-012982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8416583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416583 NON-EXPEDITED N US-BAYER-2012-015832 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 44 DAY BAYER

8416584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416584 NON-EXPEDITED N US-BAYER-2012-015833 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 12 DAY BAYER

8416585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416585 NON-EXPEDITED N US-BAYER-2012-015462 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8416586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416586 EXPEDITED (15-DAY) N OT US-BAYER-2012-014780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
COITAL BLEEDING  

8416589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416589 NON-EXPEDITED N US-BAYER-2012-015230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE TO COMMUNICABLE DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416590 NON-EXPEDITED N US-BAYER-2012-013482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8416591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416591 NON-EXPEDITED Y US-BAYER-2012-014235 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8416594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416594 NON-EXPEDITED N US-BAYER-2012-014921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8416595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416595 NON-EXPEDITED N US-BAYER-2012-014281 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
DEPRESSION  
PARANOIA  

8416596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416596 NON-EXPEDITED N US-BAYER-2012-015200 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8416597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416597 NON-EXPEDITED N US-BAYER-2012-015233 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8416599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416599 NON-EXPEDITED Y OT US-BAYER-2012-015139 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8416675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416675 NON-EXPEDITED N US-BAYER-2012-013709 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416676 NON-EXPEDITED Y US-BAYER-2012-013534 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK 88 DAY BAYER

8416678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416678 NON-EXPEDITED N OT US-BAYER-2012-014782 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
NAUSEA  
NIGHT SWEATS  
PYREXIA  

8416710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416710 NON-EXPEDITED N US-BAYER-2012-014292 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8416711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416711 NON-EXPEDITED N OT US-BAYER-2012-014552 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 13 DAY BAYER
FEELING ABNORMAL  

8416712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416712 NON-EXPEDITED N US-BAYER-2012-013456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS ACNEIFORM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416715 NON-EXPEDITED Y OT US-BAYER-2012-015148 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
DISCOMFORT  

8416758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416758 NON-EXPEDITED N US-BAYER-2012-015959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT 55 DAY BAYER

8416760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416760 NON-EXPEDITED N OT US-BAYER-2012-015733 24 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 158 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8416879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416879 NON-EXPEDITED N US-BAYER-2012-014487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416880 NON-EXPEDITED Y US-BAYER-2012-014770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8416881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416881 NON-EXPEDITED Y US-BAYER-2012-014107 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8416883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416883 NON-EXPEDITED Y US-BAYER-2012-014561 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8416884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416884 NON-EXPEDITED Y OT US-BAYER-2012-016470 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8416886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416886 NON-EXPEDITED N US-BAYER-2012-015125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
8416942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416942 NON-EXPEDITED N US-BAYER-2012-014080 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER
NERVOUSNESS  

8416988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2012 8416988 NON-EXPEDITED N US-BAYER-2012-014838 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER

8131845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8131845 NON-EXPEDITED Y OT US-BAYER-2011-023752 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

8311767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8311767 NON-EXPEDITED N US-BAYER-2011-121941 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

MIRENA S  BAYER

8399943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8399943 NON-EXPEDITED N OT US-BAYER-2012-012887 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8402043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8402043 NON-EXPEDITED Y OT US-BAYER-2012-012884 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8402646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8402646 NON-EXPEDITED Y OT US-BAYER-2012-012881 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8417807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417807 EXPEDITED (15-DAY) N HO US-BAYER-2012-015770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL INFECTION  

8417828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417828 NON-EXPEDITED N US-TEVA-323132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8417829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417829 NON-EXPEDITED N US-BAYER-2012-015746 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8417830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417830 NON-EXPEDITED N OT US-BAYER-2012-015107 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER
MENORRHAGIA MIRENA S  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  

8417832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417832 NON-EXPEDITED N US-BAYER-2012-014778 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8417835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417835 NON-EXPEDITED Y US-BAYER-2012-014497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8417836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417836 NON-EXPEDITED N US-BAYER-2012-014568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8417837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417837 NON-EXPEDITED N OT US-BAYER-2012-015720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8417842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417842 NON-EXPEDITED N US-BAYER-2012-016624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8417843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417843 NON-EXPEDITED N OT US-BAYER-2012-015845 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 4 DAY BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER

8417910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417910 NON-EXPEDITED N US-BAYER-2012-016313 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 26 DAY BAYER

8417912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417912 NON-EXPEDITED N US-BAYER-2012-016630 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

8417915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417915 NON-EXPEDITED N US-BAYER-2012-016655 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8417916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417916 NON-EXPEDITED N OT US-BAYER-2012-015241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
LIBIDO DECREASED  
MOOD ALTERED  
MUSCLE SPASMS  

8417919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417919 NON-EXPEDITED N OT US-BAYER-2012-014767 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN  
COLD SWEAT  
DIZZINESS  
FEELING COLD  
HYPERHIDROSIS  
MEDICAL DEVICE COMPLICATION  
PALLOR  
VAGINAL HAEMORRHAGE  

8417935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8417935 NON-EXPEDITED N US-TEVA-323147USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8418004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418004 NON-EXPEDITED N US-TEVA-323150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8418069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418069 NON-EXPEDITED OT US-BAYER-2012-014293 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  

8418071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418071 NON-EXPEDITED Y US-BAYER-2012-014842 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8418072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418072 NON-EXPEDITED N OT US-BAYER-2012-014658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED CLIMARA PRO S TRANSDERMAL 1 DF, UNK  BAYER
HEART RATE INCREASED XANAX C UNK  
ANGER  

8418199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418199 NON-EXPEDITED N US-TEVA-323159USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418209 NON-EXPEDITED N US-TEVA-323156USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8418217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418217 NON-EXPEDITED N US-TEVA-323121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418251 NON-EXPEDITED N US-TEVA-323155USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418253 NON-EXPEDITED N US-BAYER-2012-014776 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8418254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418254 NON-EXPEDITED Y US-BAYER-2012-016264 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 377 DAY BAYER

8418255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418255 NON-EXPEDITED N US-BAYER-2012-014956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8418303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418303 NON-EXPEDITED N US-TEVA-323110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8418318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418318 NON-EXPEDITED N US-TEVA-323106USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418334 NON-EXPEDITED N US-TEVA-323104USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CONSTIPATION  
PELVIC PAIN  

8418342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418342 NON-EXPEDITED N US-TEVA-323080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418381 NON-EXPEDITED N US-TEVA-323072USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418441 NON-EXPEDITED N US-TEVA-323031USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8418465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418465 NON-EXPEDITED N US-TEVA-323033USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418474 NON-EXPEDITED N US-BAYER-2012-015235 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8418476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418476 NON-EXPEDITED N US-BAYER-2012-016862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
DEVICE EXPULSION  

8418477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418477 NON-EXPEDITED Y US-BAYER-2012-014815 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8418497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418497 NON-EXPEDITED N US-TEVA-323092USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENORRHAGIA  
MENSTRUATION DELAYED  
PELVIC PAIN  

Page: 9,870 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8418511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418511 NON-EXPEDITED N US-TEVA-323160USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418562 NON-EXPEDITED N US-TEVA-323157USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8418624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418624 NON-EXPEDITED N US-TEVA-323463USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8418633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418633 NON-EXPEDITED N US-BAYER-2012-015527 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8418635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418635 NON-EXPEDITED N US-BAYER-2012-015725 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER
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Detailed Report
8418646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418646 NON-EXPEDITED N US-TEVA-323507USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418751 NON-EXPEDITED N US-TEVA-323381USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418752 NON-EXPEDITED N US-TEVA-323498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8418788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418788 NON-EXPEDITED N US-TEVA-323458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8418804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418804 NON-EXPEDITED N US-TEVA-323448USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

Page: 9,872 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8418810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418810 NON-EXPEDITED N US-TEVA-323386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8418862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418862 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME MIRENA S  
DEPRESSED MOOD  

8418895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418895 DIRECT N DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION MIRENA S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8418896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418896 DIRECT N HO,LT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S  
ABDOMINAL PAIN UPPER  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
BACK PAIN  
BONE PAIN  
BURNING SENSATION  
CONFUSIONAL STATE  
DISTURBANCE IN ATTENTION  
EOSINOPHIL COUNT INCREASED  
FALL  
FATIGUE  
GAIT DISTURBANCE  
HYPERSENSITIVITY  
HYPOAESTHESIA  
LOSS OF CONSCIOUSNESS  
PAIN IN EXTREMITY  
PANIC ATTACK  
PARAESTHESIA  
WHITE BLOOD CELL COUNT INCREASED  

8418968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8418968 NON-EXPEDITED N US-TEVA-323444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 9,874 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8419117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419117 NON-EXPEDITED N US-TEVA-323505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8419177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419177 NON-EXPEDITED N US-TEVA-323531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8419189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419189 NON-EXPEDITED N US-TEVA-323471USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  

8419197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419197 NON-EXPEDITED N US-TEVA-323509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8419229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419229 EXPEDITED (15-DAY) OT US-TEVA-322711USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation SEASONIQUE S ORAL  DURAMED
Anxiety  
Feeling abnormal  
Insomnia  
Kidney infection  
Pain  
Parosmia  
Sleep disorder  
Urinary tract infection  

8419230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419230 NON-EXPEDITED N US-TEVA-323510USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8419247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8419247 NON-EXPEDITED N US-TEVA-323520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERUCTATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
NAUSEA  
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Detailed Report
8427937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2012 8427937 DIRECT Y HO,DS,LT,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
HAEMORRHAGE  
HEPATIC ADENOMA  
INFECTIOUS PERITONITIS  
INFERTILITY  
MEDICAL DEVICE COMPLICATION  
UTERINE MASS  
UTERINE PERFORATION  

7855689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 7855689 NON-EXPEDITED Y OT US-BAYER-2011-020926 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 1090 DAY BAYER
ABORTION SPONTANEOUS  
OVARIAN CYST  
PAIN  

8293030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8293030 NON-EXPEDITED Y OT US-BAYER-2011-117983 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8297733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8297733 NON-EXPEDITED N OT US-BAYER-2011-118929 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER
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Detailed Report
8302400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8302400 NON-EXPEDITED Y OT US-BAYER-2011-118919 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 3 DAY BAYER
DEVICE DISLOCATION  

8325037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8325037 NON-EXPEDITED Y OT US-BAYER-2012-001282 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 290 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8327713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8327713 NON-EXPEDITED Y OT US-BAYER-2012-002344 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1239 DAY BAYER

8341706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8341706 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2012-005304 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBELLAR INFARCTION MIRENA S INTRAUTERINE UNK  BAYER
VERTIGO SIMVASTATIN C 20 mg, QD  
NAUSEA ASPIRIN C 100 mg, QD  
VOMITING LISINOPRIL C 20 mg, QD  
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8382238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8382238 EXPEDITED (15-DAY) Y CA IE-TEVA-319558ISR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL NAEVUS LEVONORGESTREL S TRANSPLACENTAL  DURAMED
FOETAL EXPOSURE DURING PREGNANCY MOTILIUM C TRANSPLACENTAL  

HERBAL PREPARATION C TRANSPLACENTAL  

8404303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8404303 NON-EXPEDITED N OT US-BAYER-2012-014115 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER
DEVICE EXPULSION  

8406626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8406626 NON-EXPEDITED N US-TEVA-322505USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  

8419776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419776 EXPEDITED (15-DAY) N OT US-BAYER-2012-015532 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE UNK  BAYER

8419777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419777 NON-EXPEDITED Y OT US-BAYER-2012-014340 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
UTERINE LEIOMYOMA  
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Detailed Report
8419778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419778 NON-EXPEDITED N OT US-BAYER-2012-014805 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8419779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419779 NON-EXPEDITED N OT US-BAYER-2012-014796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8419802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419802 NON-EXPEDITED N OT US-BAYER-2012-016581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8419803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419803 NON-EXPEDITED N OT US-BAYER-2012-015971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8419807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419807 NON-EXPEDITED N US-TEVA-323512USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

Page: 9,880 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8419912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419912 NON-EXPEDITED N US-TEVA-323522USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRISTIQ EXTENDED RELEASE C  

8419958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419958 NON-EXPEDITED N OT US-BAYER-2012-016316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8419960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419960 NON-EXPEDITED Y OT US-BAYER-2011-124559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
STRESS LEVOTHYROXINE SODIUM C 75 mcg, QD  

COD LIVER C UNK UNK, QD  
FLONASE C 2 sprays, QD  

8419972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419972 NON-EXPEDITED N US-BAYER-2012-015646 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
DEVICE DIFFICULT TO USE  
UTERINE SPASM  

8419974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419974 NON-EXPEDITED Y US-BAYER-2012-016585 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
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Detailed Report
8419975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419975 NON-EXPEDITED N US-BAYER-2012-016092 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8419976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419976 NON-EXPEDITED Y US-BAYER-2012-016181 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8419977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419977 NON-EXPEDITED Y US-BAYER-2012-015751 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8419978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419978 NON-EXPEDITED Y US-BAYER-2012-016567 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8419979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419979 NON-EXPEDITED Y US-BAYER-2012-014802 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 159 DAY BAYER

8419980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419980 NON-EXPEDITED N US-BAYER-2012-015714 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

Page: 9,882 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8419981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419981 NON-EXPEDITED Y US-BAYER-2012-016628 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8419982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419982 NON-EXPEDITED N US-BAYER-2012-016442 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8419984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419984 NON-EXPEDITED N US-BAYER-2012-016592 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 229 DAY BAYER

MIRENA S  BAYER

8419989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419989 NON-EXPEDITED N US-TEVA-323525USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8419998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8419998 NON-EXPEDITED N US-BAYER-2012-016306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8420026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420026 NON-EXPEDITED Y US-BAYER-2012-016189 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
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Detailed Report
8420028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420028 NON-EXPEDITED Y US-BAYER-2012-016956 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 45 DAY BAYER

8420057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420057 NON-EXPEDITED N US-TEVA-323532USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SINGULAIR C  

8420071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420071 NON-EXPEDITED N US-TEVA-323533USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420093 NON-EXPEDITED N US-TEVA-323537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420166 EXPEDITED (15-DAY) Y OT US-BAYER-2012-015827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL DISORDER MIRENA S UNK 481 DAY BAYER
MENORRHAGIA  

8420195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420195 NON-EXPEDITED N US-TEVA-323675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8420221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420221 NON-EXPEDITED N US-TEVA-323681USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420232 NON-EXPEDITED N US-TEVA-323546USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEAD DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHEST PAIN  
FATIGUE  

8420234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420234 NON-EXPEDITED N US-TEVA-323686USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8420243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420243 NON-EXPEDITED N US-TEVA-323553USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8420269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420269 NON-EXPEDITED N US-TEVA-323697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8420288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420288 NON-EXPEDITED N US-TEVA-323551USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420368 EXPEDITED (15-DAY) N OT CA-BAYER-2012-015619 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK  BAYER

8420371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420371 NON-EXPEDITED N US-TEVA-323744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8420372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420372 NON-EXPEDITED N US-TEVA-323536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420381 NON-EXPEDITED N US-TEVA-323740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420388 NON-EXPEDITED Y US-BAYER-2012-016212 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8420389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420389 NON-EXPEDITED Y US-BAYER-2012-016618 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8420390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420390 NON-EXPEDITED Y US-BAYER-2012-016271 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8420391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420391 NON-EXPEDITED Y US-BAYER-2012-015831 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8420392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420392 NON-EXPEDITED Y US-BAYER-2012-016205 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8420393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420393 NON-EXPEDITED Y US-BAYER-2012-016299 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8420394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420394 NON-EXPEDITED Y US-BAYER-2012-016279 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 143 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8420395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420395 NON-EXPEDITED N US-BAYER-2012-016247 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8420409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420409 NON-EXPEDITED N US-TEVA-323552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420445 NON-EXPEDITED N US-TEVA-323733USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LO LOESTRIN FE C  

8420473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420473 NON-EXPEDITED N US-TEVA-323759USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
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Detailed Report
8420481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420481 NON-EXPEDITED N US-TEVA-323757USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
DIZZINESS  
HEADACHE  
NAUSEA  
VOMITING  

8420513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420513 NON-EXPEDITED N US-TEVA-323735USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420554 NON-EXPEDITED N US-TEVA-323761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420592 NON-EXPEDITED N US-TEVA-323762USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE DISORDER  

8420621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420621 NON-EXPEDITED Y US-BAYER-2012-016093 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8420722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420722 NON-EXPEDITED N US-TEVA-323766USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8420726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420726 NON-EXPEDITED N US-TEVA-323795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8420727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420727 NON-EXPEDITED N US-TEVA-323769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8420898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420898 DIRECT N LT,OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY ENPRESSE S Take one tablet by

mouth
13 DAY

ABDOMINAL PAIN UPPER  
BLOOD PRESSURE INCREASED  
BREAST TENDERNESS  
CEREBROVASCULAR ACCIDENT  
CONFUSIONAL STATE  
FEELING JITTERY  
HEADACHE  
HEART RATE INCREASED  
IRRITABILITY  
MEMORY IMPAIRMENT  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
OEDEMA PERIPHERAL  
PARAESTHESIA  
PRODUCT SUBSTITUTION ISSUE  
SPEECH DISORDER  
TACHYPHRENIA  
WEIGHT INCREASED  

8420952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8420952 NON-EXPEDITED N US-TEVA-323853USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ERYTHEMA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SKIN DISORDER  
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Detailed Report
8421002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8421002 NON-EXPEDITED N US-TEVA-323870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8421074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8421074 NON-EXPEDITED N US-TEVA-323867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8421240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2012 8421240 NON-EXPEDITED N US-TEVA-323544USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8133098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8133098 NON-EXPEDITED Y OT US-BAYER-2011-080974 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER
CRYING  
EMOTIONAL DISORDER  
HYPOMENORRHOEA  
MENSTRUAL DISORDER  
MOOD SWINGS  
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Detailed Report
8337575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8337575 NON-EXPEDITED Y OT US-BAYER-2012-004205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER
DEVICE DISLOCATION  
NO ADVERSE EVENT  

8391266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8391266 EXPEDITED (15-DAY) N OT US-BAYER-2012-011196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
OVARIAN CYST MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
ENDOMETRIOSIS  
UNEVALUABLE EVENT  

8405160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8405160 NON-EXPEDITED N US-BAYER-2012-013536 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8406213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8406213 NON-EXPEDITED Y OT US-BAYER-2012-014494 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 320 DAY BAYER
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8421679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421679 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-004332 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
ADHESION  
DEVICE DISLOCATION  
HAEMATOMA INFECTION  

8421687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421687 NON-EXPEDITED N OT US-BAYER-2012-015595 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ANAEMIA MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8421688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421688 EXPEDITED (15-DAY) Y OT SE-BAYER-2012-013900 287 DAY Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UMBILICAL CORD ABNORMALITY MIRENA S TRANSPLACENTAL 20 µg/d, CONT  BAYER
MECONIUM IN AMNIOTIC FLUID  
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Detailed Report
8421691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421691 NON-EXPEDITED N OT US-BAYER-2012-017544 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
ENDOMETRIAL HYPERTROPHY  
POLYCYSTIC OVARIES  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8421847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421847 NON-EXPEDITED N US-TEVA-323796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8421863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8421863 NON-EXPEDITED N US-TEVA-323800USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8422057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422057 NON-EXPEDITED N US-BAYER-2012-016441 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 206 DAY BAYER
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Detailed Report
8422058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422058 NON-EXPEDITED N US-BAYER-2012-016291 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST PAIN  

8422059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422059 NON-EXPEDITED N US-BAYER-2012-016710 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8422060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422060 NON-EXPEDITED Y US-BAYER-2012-016584 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 200 DAY BAYER

8422061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422061 NON-EXPEDITED N US-BAYER-2012-016582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422062 NON-EXPEDITED Y US-BAYER-2012-016283 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8422063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422063 NON-EXPEDITED Y US-BAYER-2012-016916 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8422064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422064 NON-EXPEDITED N US-BAYER-2012-016322 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422065 NON-EXPEDITED N US-BAYER-2012-016650 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 294 DAY BAYER

8422066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422066 NON-EXPEDITED Y US-BAYER-2012-016651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 96 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8422067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422067 NON-EXPEDITED Y US-BAYER-2012-016292 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8422069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422069 NON-EXPEDITED N US-BAYER-2012-016662 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
MEDICAL DEVICE DISCOMFORT  
PELVIC PAIN  
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Detailed Report
8422070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422070 NON-EXPEDITED Y US-BAYER-2012-016622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S  BAYER

8422071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422071 NON-EXPEDITED N US-BAYER-2012-015136 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

 

8422072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422072 NON-EXPEDITED N US-BAYER-2012-016918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422073 NON-EXPEDITED N US-BAYER-2012-016074 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422074 NON-EXPEDITED Y US-BAYER-2012-017566 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8422084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422084 NON-EXPEDITED N US-TEVA-323806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422137 NON-EXPEDITED Y US-BAYER-2012-017739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 34 DAY BAYER

8422140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422140 NON-EXPEDITED N US-TEVA-323846USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422141 NON-EXPEDITED N US-TEVA-323894USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8422160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422160 NON-EXPEDITED N US-TEVA-323865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422171 NON-EXPEDITED N US-TEVA-323830USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL C  
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Detailed Report
8422196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422196 NON-EXPEDITED N US-TEVA-323879USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422215 NON-EXPEDITED N US-TEVA-323836USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8422260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422260 NON-EXPEDITED N US-TEVA-323880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATOCHEZIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8422261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422261 NON-EXPEDITED N US-TEVA-323962USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8422336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422336 NON-EXPEDITED N US-TEVA-323895USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8422338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422338 NON-EXPEDITED N US-TEVA-323888USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VYVANSE C  

8422362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422362 NON-EXPEDITED N US-TEVA-323980USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8422383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422383 NON-EXPEDITED N US-TEVA-324052USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422401 NON-EXPEDITED N US-BAYER-2012-017720 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8422405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422405 NON-EXPEDITED Y US-BAYER-2012-016924 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8422408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422408 NON-EXPEDITED Y US-BAYER-2012-016992 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 221 DAY BAYER

8422409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422409 NON-EXPEDITED N US-BAYER-2012-017235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422410 NON-EXPEDITED N US-BAYER-2012-017752 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8422411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422411 EXPEDITED (15-DAY) N OT US-BAYER-2012-015735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CROHN'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
PROCEDURAL PAIN  
UTERINE PERFORATION  

8422424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422424 NON-EXPEDITED N US-TEVA-323989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8422425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422425 NON-EXPEDITED N US-TEVA-324077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422450 NON-EXPEDITED N OT US-BAYER-2012-016699 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8422451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422451 NON-EXPEDITED N OT US-BAYER-2012-016679 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8422452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422452 NON-EXPEDITED N OT US-BAYER-2012-016438 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8422453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422453 NON-EXPEDITED N OT US-BAYER-2012-016595 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 35 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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Detailed Report
8422454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422454 NON-EXPEDITED N OT US-BAYER-2012-016589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8422459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422459 NON-EXPEDITED Y US-BAYER-2012-016900 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER
DEVICE EXPULSION  

8422460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422460 NON-EXPEDITED N US-BAYER-2012-017533 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8422541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422541 NON-EXPEDITED N US-TEVA-324080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422585 NON-EXPEDITED N US-TEVA-324034USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422591 NON-EXPEDITED N US-TEVA-324092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8422670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422670 NON-EXPEDITED N US-TEVA-323991USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA BUSPAR C ORAL  

8422702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422702 NON-EXPEDITED N US-TEVA-324085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422703 NON-EXPEDITED N US-TEVA-323898USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8422933 NON-EXPEDITED N US-BAYER-2012-017861 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 65 DAY BAYER

8423058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8423058 DIRECT Y HO,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA SEASONIQUE S ORAL 1 pill  
BENIGN INTRACRANIAL HYPERTENSION  
CHOLECYSTECTOMY  
HEPATECTOMY  

Page: 9,905 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8423090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8423090 NON-EXPEDITED N US-TEVA-324096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8423104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8423104 NON-EXPEDITED N US-TEVA-324109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8434004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8434004 DIRECT N LT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
ACNE  
ANXIETY DISORDER  
BURNING MOUTH SYNDROME  
DYSPAREUNIA  
FATIGUE  
HAEMORRHAGE  
HEADACHE  
MOOD SWINGS  
MUSCLE SPASMS  
NAUSEA  
PAIN  
SKIN DISCOLOURATION  
WEIGHT INCREASED  
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Detailed Report
8434011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8434011 DIRECT N RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  

8434055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 8434055 DIRECT N RI 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
DEVICE DISLOCATION  
UTERINE PERFORATION  

7620508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 7620508 NON-EXPEDITED N OT US-
BAYER-201035601NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

8067281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8067281 NON-EXPEDITED Y OT US-BAYER-2011-067921 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
UTERINE PERFORATION  

Page: 9,907 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8138535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8138535 NON-EXPEDITED Y OT US-BAYER-2011-082577 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER
ABDOMINAL PAIN  
PAIN  
UTERINE PERFORATION  

8344938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8344938 NON-EXPEDITED Y OT US-BAYER-2012-006059 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 285 DAY BAYER
ABDOMINAL PAIN  
UTERINE PERFORATION  
UTERINE SPASM  

8390918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8390918 NON-EXPEDITED N US-TEVA-320816USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8397218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8397218 NON-EXPEDITED N US-TEVA-321473USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER ATENOLOL C  
MENSTRUATION IRREGULAR  
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Detailed Report
8405438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8405438 NON-EXPEDITED N US-TEVA-322245USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C  

8409441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8409441 NON-EXPEDITED N US-TEVA-322734USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR SINGULAIR C  
BREAST PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  

8418645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8418645 NON-EXPEDITED N US-TEVA-323391USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8418744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8418744 NON-EXPEDITED N US-TEVA-323385USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8419030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8419030 NON-EXPEDITED N US-TEVA-323453USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8423878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423878 NON-EXPEDITED Y US-BAYER-2012-018048 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8423879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423879 NON-EXPEDITED Y US-BAYER-2012-016988 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE Daily dose 20 µg 709 DAY BAYER
DEVICE EXPULSION  

8423880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423880 NON-EXPEDITED N US-BAYER-2012-017931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8423881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423881 NON-EXPEDITED Y US-BAYER-2012-017737 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 238 DAY BAYER

8423882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423882 NON-EXPEDITED Y US-BAYER-2012-018049 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 301 DAY BAYER
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Detailed Report
8423883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423883 NON-EXPEDITED Y US-BAYER-2012-017232 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

8423884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423884 NON-EXPEDITED Y US-BAYER-2012-017832 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 198 DAY BAYER

8423885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423885 NON-EXPEDITED Y US-BAYER-2012-017733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8423887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423887 NON-EXPEDITED Y US-BAYER-2012-017890 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

8423888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423888 NON-EXPEDITED Y US-BAYER-2012-017838 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8423889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423889 NON-EXPEDITED N US-BAYER-2012-017824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 107 DAY BAYER
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Detailed Report
8423890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423890 NON-EXPEDITED N US-BAYER-2012-017826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8423891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423891 NON-EXPEDITED Y US-BAYER-2012-017946 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8423892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423892 NON-EXPEDITED N US-BAYER-2012-017226 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8423893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423893 NON-EXPEDITED N US-BAYER-2012-017943 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8423894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423894 NON-EXPEDITED N US-BAYER-2012-016949 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 722 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8423895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423895 NON-EXPEDITED N US-BAYER-2012-017841 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8423896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423896 NON-EXPEDITED N US-BAYER-2012-016697 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE intra20 mcg/24hr, CONT 33 DAY BAYER

8423897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8423897 NON-EXPEDITED Y US-BAYER-2012-017936 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 106 DAY BAYER

8424012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424012 NON-EXPEDITED N US-TEVA-324159USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424273 NON-EXPEDITED Y US-BAYER-2012-018157 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 112 DAY BAYER

8424274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424274 NON-EXPEDITED Y US-BAYER-2012-018161 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 15 DAY BAYER

8424276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424276 NON-EXPEDITED Y US-BAYER-2012-016619 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8424517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424517 EXPEDITED (15-DAY) Y OT RU-BAYER-2012-008579 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST DROSPIRENONE\ETHINYL

ESTRADIOL
S  BAYER

FIBROCYSTIC BREAST DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST CYST  
CERVICAL POLYP  
NO ADVERSE EVENT  
VAGINAL HAEMORRHAGE  

8424549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424549 NON-EXPEDITED N US-TEVA-324147USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8424570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424570 NON-EXPEDITED N US-TEVA-324161USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424577 NON-EXPEDITED N US-TEVA-324156USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424578 NON-EXPEDITED Y US-BAYER-2012-017757 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8424579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424579 NON-EXPEDITED N US-BAYER-2012-017845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
BREAST ENLARGEMENT  

8424581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424581 NON-EXPEDITED N US-BAYER-2012-017570 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
PELVIC PAIN  

8424591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424591 NON-EXPEDITED N US-TEVA-324138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424627 NON-EXPEDITED N US-TEVA-324137USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424720 NON-EXPEDITED N US-BAYER-2012-017543 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER
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Detailed Report
8424721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424721 NON-EXPEDITED Y OT US-BAYER-2012-018002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8424722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424722 NON-EXPEDITED N OT US-BAYER-2012-018000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8424723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424723 NON-EXPEDITED Y US-BAYER-2012-017939 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8424724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424724 NON-EXPEDITED Y OT US-BAYER-2012-016620 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8424725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424725 NON-EXPEDITED Y OT US-BAYER-2012-016616 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 31 DAY BAYER

8424728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424728 NON-EXPEDITED Y US-BAYER-2012-017904 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8424729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424729 NON-EXPEDITED Y US-BAYER-2012-018173 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

MIRENA S INTRAUTERINE Daily dose 20 µg 1 DAY BAYER

8424780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424780 NON-EXPEDITED N US-TEVA-324150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8424793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424793 NON-EXPEDITED N US-TEVA-324134USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8424826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424826 NON-EXPEDITED N US-TEVA-324165USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEXAPRO C ORAL 10 Milligram;  

8424835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424835 NON-EXPEDITED N US-TEVA-324171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8424856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424856 NON-EXPEDITED N US-TEVA-324167USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8424875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424875 NON-EXPEDITED N US-TEVA-324133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424891 NON-EXPEDITED N US-TEVA-324131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8424909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8424909 NON-EXPEDITED N US-TEVA-324164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8425025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425025 NON-EXPEDITED N US-TEVA-324232USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8425331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425331 NON-EXPEDITED Y US-BAYER-2012-018167 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8425332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425332 NON-EXPEDITED Y US-BAYER-2012-017898 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8425333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425333 NON-EXPEDITED Y US-BAYER-2012-018166 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 42 DAY BAYER

8425334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425334 NON-EXPEDITED Y OT US-BAYER-2012-016610 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
MEDICAL DEVICE COMPLICATION  
OVARIAN CYST  

8425504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425504 NON-EXPEDITED N US-TEVA-324307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8425594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 8425594 NON-EXPEDITED N US-TEVA-324281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7619819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 7619819 EXPEDITED (15-DAY) Y OT AT-
BAYER-201041169GPV

31 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYDRONEPHROSIS MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

PAIN  

8280112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8280112 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-102630 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, UNK 5 DAY BAYER
SWELLING FACE MIRENA S  BAYER
HYPERSENSITIVITY  
PRURITUS  

8308083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8308083 EXPEDITED (15-DAY) N HO US-BAYER-2011-119858 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CIRCULATORY COLLAPSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8322136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8322136 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-000058 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMANGIOMA OF LIVER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8329563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8329563 NON-EXPEDITED N OT US-BAYER-2012-002755 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  

8410392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8410392 EXPEDITED (15-DAY) N OT GB-BAYER-2012-013994 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S  BAYER

8418368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8418368 NON-EXPEDITED N US-TEVA-323079USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8422068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8422068 NON-EXPEDITED Y US-BAYER-2012-013425 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8426836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8426836 EXPEDITED (15-DAY) Y HO GB-BAYER-2012-016524 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S UNK  BAYER

8426854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8426854 NON-EXPEDITED N OT US-BAYER-2012-018448 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S  BAYER
DEVICE DISLOCATION  

8426887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8426887 NON-EXPEDITED N OT US-BAYER-2012-016678 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
GENITAL DISCHARGE  
GENITAL HAEMORRHAGE  

8427014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8427014 NON-EXPEDITED N US-BAYER-2012-018430 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8427015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8427015 NON-EXPEDITED Y US-BAYER-2012-017371 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK  BAYER
DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8427016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8427016 NON-EXPEDITED Y US-BAYER-2012-018179 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8427033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8427033 NON-EXPEDITED N US-TEVA-324354USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8427925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8427925 NON-EXPEDITED N US-TEVA-324342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8428070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428070 NON-EXPEDITED N US-TEVA-324336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8428084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428084 NON-EXPEDITED N US-TEVA-324328USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YASMIN C  

8428097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428097 NON-EXPEDITED Y OT US-BAYER-2012-016884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8428098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428098 NON-EXPEDITED N US-BAYER-2012-018426 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8428099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428099 NON-EXPEDITED N OT US-BAYER-2012-017928 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8428100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428100 NON-EXPEDITED Y US-BAYER-2012-017089 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 UNK, UNK  BAYER

8428119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428119 NON-EXPEDITED N US-TEVA-324330USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PRISTIQ EXTENDED RELEASE C  

8428146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428146 NON-EXPEDITED N US-BAYER-2012-018476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE 20 mg, UNK  BAYER
HEADACHE ADDERALL C  
ANXIETY  
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Detailed Report
8428166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428166 NON-EXPEDITED N US-TEVA-324326USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8428236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428236 NON-EXPEDITED N US-TEVA-324309USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SYNTHROID C  

8428257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428257 NON-EXPEDITED N US-BAYER-2012-018366 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S  BAYER

8428269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428269 NON-EXPEDITED N US-TEVA-324360USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8428413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428413 NON-EXPEDITED N US-TEVA-324324USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

EFFEXOR C ORAL  
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Detailed Report
8428415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428415 NON-EXPEDITED N US-TEVA-324236USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LOESTRIN FE 1/20 28 DAY C  
VOMITING ABILIFY C  
DIZZINESS PROZAC C  
DYSMENORRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8428556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428556 NON-EXPEDITED N US-TEVA-324367USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8428633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428633 NON-EXPEDITED N US-TEVA-324540USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8428694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428694 NON-EXPEDITED N US-TEVA-324314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8428729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8428729 NON-EXPEDITED N US-TEVA-324346USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8429185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429185 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S ENDOCERVICAL 20mcg  
ABDOMINAL DISTENSION  
ACNE CYSTIC  
CHEST PAIN  
MIGRAINE  
MUSCLE SPASMS  
OVARIAN CYST  
PAIN IN EXTREMITY  
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Detailed Report
8429230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429230 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
ACNE  
ALOPECIA  
ASTHENIA  
CYST  
DEPRESSION  
DYSPAREUNIA  
HOT FLUSH  
LIBIDO DECREASED  
MIGRAINE  
MOOD SWINGS  
NECK PAIN  

8429271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429271 NON-EXPEDITED N US-TEVA-324601USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
ANTIBIOTICS C  

8429277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429277 NON-EXPEDITED Y US-BAYER-2012-018419 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
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Detailed Report
8429279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429279 NON-EXPEDITED Y US-BAYER-2012-018468 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8429281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429281 NON-EXPEDITED Y US-BAYER-2012-018735 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8429288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429288 NON-EXPEDITED Y US-TEVA-324499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8429367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429367 NON-EXPEDITED N US-TEVA-324532USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPOSURE DURING BREAST FEEDING  
OFF LABEL USE  

8429460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 8429460 NON-EXPEDITED N US-TEVA-324584USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7547134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 7547134 NON-EXPEDITED US-
BAYER-201029717NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
Medication error  

8032899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8032899 EXPEDITED (15-DAY) Y OT US-BAYER-2011-058418 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 1091 DAY BAYER
OLIGOHYDRAMNIOS  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PREMATURE LABOUR  

8261657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8261657 NON-EXPEDITED Y OT US-BAYER-2011-110632 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 171 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8270300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8270300 EXPEDITED (15-DAY) N OT US-BAYER-2011-112507 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS CLIMARA PRO S TRANSDERMAL UNK 1 DAY BAYER
PARAESTHESIA CLIMARA PRO S  BAYER
CHEST PAIN CLIMARA PRO S  BAYER
TINNITUS  
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Detailed Report
8311530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8311530 NON-EXPEDITED N OT US-BAYER-2011-120205 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8311776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8311776 NON-EXPEDITED Y OT US-BAYER-2011-121943 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 729 DAY BAYER
MENORRHAGIA  

8319159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8319159 EXPEDITED (15-DAY) Y OT US-BAYER-2011-124200 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8321870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8321870 NON-EXPEDITED Y OT US-BAYER-2012-000706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 286 DAY BAYER

8331014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8331014 NON-EXPEDITED N OT US-BAYER-2012-002876 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8343443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8343443 NON-EXPEDITED Y HO,OT US-BAYER-2012-005902 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
PELVIC PAIN ERRIN C  

8361847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8361847 NON-EXPEDITED N US-TEVA-319559USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA CELEXA C  

8399487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8399487 NON-EXPEDITED Y OT US-BAYER-2012-012479 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT 17 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER

HYDROCHLOROTHIAZIDE C  
SYNTHROID C  

8419004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8419004 NON-EXPEDITED N US-TEVA-323393USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8429763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429763 NON-EXPEDITED Y OT US-BAYER-2012-017049 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
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Detailed Report
8429765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429765 NON-EXPEDITED N OT US-BAYER-2012-014811 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8429767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429767 NON-EXPEDITED Y OT US-BAYER-2012-017228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8429768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429768 NON-EXPEDITED N OT US-BAYER-2012-017044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE  

8429769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429769 NON-EXPEDITED N OT US-BAYER-2012-017038 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE ANTIBIOTICS C UNK  

8429770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429770 NON-EXPEDITED N OT US-BAYER-2012-017062 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE RELATED INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PROCEDURAL PAIN  

Page: 9,933 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8429827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429827 NON-EXPEDITED N US-TEVA-324673USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8429853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429853 NON-EXPEDITED Y US-BAYER-2012-018346 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8429854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429854 NON-EXPEDITED N US-BAYER-2012-017863 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8429855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429855 NON-EXPEDITED N US-BAYER-2012-019011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8429856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429856 NON-EXPEDITED N US-BAYER-2012-019007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUS DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8429859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429859 NON-EXPEDITED Y US-BAYER-2012-019005 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 656 DAY BAYER
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8429860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429860 NON-EXPEDITED N US-BAYER-2012-017237 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 10 DAY BAYER

8429988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429988 NON-EXPEDITED N US-BAYER-2012-016660 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL UNK  BAYER
HEADACHE  

8429989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8429989 NON-EXPEDITED Y US-BAYER-2012-017057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8430021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430021 NON-EXPEDITED N US-TEVA-324650USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8430049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430049 NON-EXPEDITED N US-TEVA-324520USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8430067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430067 NON-EXPEDITED N US-BAYER-2012-018812 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 141 DAY BAYER

8430068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430068 NON-EXPEDITED Y US-BAYER-2012-018842 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 468 DAY BAYER

8430071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430071 NON-EXPEDITED N US-TEVA-324589USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8430114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430114 NON-EXPEDITED N US-TEVA-324762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430244 NON-EXPEDITED N OT US-BAYER-2012-016878 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8430245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430245 NON-EXPEDITED N OT US-BAYER-2012-016954 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 165 DAY BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DEVICE EXPULSION  

8430249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430249 NON-EXPEDITED N US-TEVA-324668USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430288 NON-EXPEDITED N US-TEVA-324663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430354 NON-EXPEDITED N US-TEVA-324659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430432 NON-EXPEDITED N US-TEVA-324661USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8430445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430445 NON-EXPEDITED N US-TEVA-324649USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430470 NON-EXPEDITED N US-TEVA-324675USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8430483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430483 NON-EXPEDITED N US-TEVA-324646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430508 NON-EXPEDITED Y OT US-BAYER-2012-017806 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 114 DAY BAYER

8430550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430550 NON-EXPEDITED N US-TEVA-324637USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HEALTH AZ C ORAL  

8430555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430555 NON-EXPEDITED N US-TEVA-324676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8430604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430604 NON-EXPEDITED N US-TEVA-324833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430642 NON-EXPEDITED N US-TEVA-324765USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8430695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430695 NON-EXPEDITED N US-TEVA-324677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8430743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430743 NON-EXPEDITED N US-TEVA-324857USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MICTURITION URGENCY  
URINE OUTPUT DECREASED  

8430759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430759 NON-EXPEDITED N US-TEVA-324863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8430761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430761 NON-EXPEDITED N US-BAYER-2012-016920 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8430762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430762 NON-EXPEDITED Y US-BAYER-2012-018713 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER

8430763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430763 NON-EXPEDITED Y US-BAYER-2012-018728 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8430765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430765 NON-EXPEDITED N US-BAYER-2012-018697 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 330 DAY BAYER

8430766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430766 NON-EXPEDITED N US-BAYER-2012-018954 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8430767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430767 NON-EXPEDITED N US-BAYER-2012-019018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
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Detailed Report
8430868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430868 NON-EXPEDITED N US-TEVA-324773USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  

8430889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8430889 NON-EXPEDITED N OT US-BAYER-2012-017812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
DEVICE DISLOCATION  

8431165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431165 NON-EXPEDITED N US-TEVA-324894USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8431196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431196 NON-EXPEDITED N US-TEVA-324882USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8431241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431241 NON-EXPEDITED N US-TEVA-324866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
RASH PRURITIC  

8431255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431255 NON-EXPEDITED N US-TEVA-324871USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8431261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431261 NON-EXPEDITED N US-TEVA-324906USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8431305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2012 8431305 NON-EXPEDITED N US-TEVA-324897USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8156559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8156559 EXPEDITED (15-DAY) Y OT US-BAYER-2011-086266 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 379 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 17 DAY BAYER
ABDOMINAL PAIN  
CERVICAL CYST  
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
UTERINE HAEMORRHAGE  

8342171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8342171 NON-EXPEDITED N HO,OT US-BAYER-2012-005453 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 712 DAY BAYER

8404611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8404611 EXPEDITED (15-DAY) Y OT NO-BAYER-2012-012892 39 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ECTROPION OF CERVIX MIRENA S INTRAUTERINE UNK 162 DAY BAYER
DEVICE DISLOCATION  
VAGINAL DISCHARGE  
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Detailed Report
8405976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8405976 EXPEDITED (15-DAY) Y HO,DS,OT DE-BAYER-2012-013204 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS MIRENA S INTRAUTERINE UNK 38 DAY BAYER
CHOLESTASIS  
FATIGUE  
HEPATIC FIBROSIS  
JAUNDICE  
PRURITUS  

8417831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8417831 NON-EXPEDITED N OT US-BAYER-2012-016200 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 1090 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8422075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8422075 NON-EXPEDITED N US-TEVA-323833USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C ORAL 100 Milligram;  
LEVOXYL C ORAL .175 Milligram;  

8422214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8422214 NON-EXPEDITED N US-TEVA-323887USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8424827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8424827 NON-EXPEDITED N US-TEVA-324141USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8427092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8427092 NON-EXPEDITED N US-TEVA-324365USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
UTERINE ENLARGEMENT  

8431902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8431902 NON-EXPEDITED N OT US-BAYER-2012-017724 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8431903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8431903 NON-EXPEDITED N OT US-BAYER-2012-017718 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8431904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8431904 NON-EXPEDITED Y OT US-BAYER-2012-017564 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8432050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432050 NON-EXPEDITED N US-BAYER-2012-019442 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432051 NON-EXPEDITED N US-BAYER-2012-018847 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8432052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432052 NON-EXPEDITED N US-BAYER-2012-019446 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8432053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432053 NON-EXPEDITED Y US-BAYER-2012-017218 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8432054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432054 NON-EXPEDITED Y US-BAYER-2012-019305 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8432055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432055 NON-EXPEDITED N US-BAYER-2012-017565 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8432056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432056 NON-EXPEDITED N US-BAYER-2012-019316 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8432093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432093 NON-EXPEDITED Y US-BAYER-2012-016948 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 651 DAY BAYER

MIRENA S  BAYER

8432099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432099 NON-EXPEDITED N US-BAYER-2012-017071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8432112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432112 NON-EXPEDITED N US-TEVA-324914USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432321 NON-EXPEDITED N US-TEVA-324917USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SOLODYN C  

8432322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432322 NON-EXPEDITED N US-TEVA-324898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8432330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432330 NON-EXPEDITED N US-TEVA-324992USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432502 NON-EXPEDITED Y US-BAYER-2012-019273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432503 NON-EXPEDITED Y US-BAYER-2012-019418 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8432530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432530 NON-EXPEDITED N US-TEVA-324918USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8432532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432532 NON-EXPEDITED N US-BAYER-2012-017557 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8432626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432626 NON-EXPEDITED N US-BAYER-2012-018465 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
PENILE ERYTHEMA  

8432627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432627 NON-EXPEDITED Y US-BAYER-2012-019292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432651 NON-EXPEDITED N US-TEVA-324911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8432674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432674 NON-EXPEDITED N US-TEVA-324924USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432675 NON-EXPEDITED N US-TEVA-324919USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C  
MULTI-VITAMIN C  
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Detailed Report
8432677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432677 EXPEDITED (15-DAY) Y OT US-BAYER-2012-017069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GONORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432678 EXPEDITED (15-DAY) N OT US-BAYER-2012-017560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432685 NON-EXPEDITED N US-TEVA-324926USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432699 NON-EXPEDITED N US-TEVA-324933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432721 NON-EXPEDITED N US-TEVA-324931USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8432752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432752 NON-EXPEDITED Y US-BAYER-2012-017229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
PROCEDURAL PAIN  
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Detailed Report
8432754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432754 NON-EXPEDITED N US-BAYER-2012-017258 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8432755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432755 NON-EXPEDITED N US-BAYER-2012-017549 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE UNK  BAYER

8432756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432756 NON-EXPEDITED N US-BAYER-2012-019468 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 98 DAY BAYER
ABDOMINAL PAIN  

8432757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432757 NON-EXPEDITED N US-BAYER-2012-019794 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8432758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432758 NON-EXPEDITED Y US-BAYER-2012-019735 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8432759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432759 NON-EXPEDITED Y US-BAYER-2012-019770 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
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Detailed Report
8432764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432764 NON-EXPEDITED N US-TEVA-324929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432769 NON-EXPEDITED N US-TEVA-324923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8432803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432803 NON-EXPEDITED N US-TEVA-324862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8432821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8432821 NON-EXPEDITED N US-TEVA-325046USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  
VYVANSE C  

8433040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433040 NON-EXPEDITED N US-TEVA-324927USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8433142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433142 NON-EXPEDITED N US-TEVA-324903USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8433284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433284 NON-EXPEDITED N US-TEVA-325167USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8433317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433317 NON-EXPEDITED N US-BAYER-2012-017892 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8433318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433318 NON-EXPEDITED N US-BAYER-2012-019787 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8433320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433320 NON-EXPEDITED Y US-BAYER-2012-018040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8433321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433321 NON-EXPEDITED N US-BAYER-2012-019936 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 7 DAY BAYER

8433322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433322 NON-EXPEDITED N US-BAYER-2012-019796 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8433323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433323 NON-EXPEDITED N US-BAYER-2012-017562 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 14 DAY BAYER

8433324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433324 NON-EXPEDITED N US-BAYER-2012-017909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8433325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433325 NON-EXPEDITED Y US-BAYER-2012-019911 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8433342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433342 NON-EXPEDITED N US-TEVA-324998USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8433509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433509 NON-EXPEDITED N US-TEVA-325001USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8433971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2012 8433971 NON-EXPEDITED N US-TEVA-325197USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL HAEMORRHAGE PHENTERMINE C  
MENSTRUATION IRREGULAR UNKNOWN DIURECTIC C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8021781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8021781 NON-EXPEDITED N US-TEVA-289053USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8343309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8343309 EXPEDITED (15-DAY) N HO US-BAYER-2012-005573 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
APHAGIA  
FATIGUE  
JAUNDICE  
OCULAR ICTERUS  
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Detailed Report
8382111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8382111 EXPEDITED (15-DAY) N OT US-BAYER-2012-008615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 525 DAY BAYER
MENSTRUATION IRREGULAR  

8416592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8416592 NON-EXPEDITED N OT US-BAYER-2012-013701 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 188 DAY BAYER
METRORRHAGIA MIRENA S  BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8434293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434293 NON-EXPEDITED N OT US-BAYER-2012-017561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8434295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434295 NON-EXPEDITED N OT US-BAYER-2012-017558 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8434296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434296 NON-EXPEDITED N OT US-BAYER-2012-017836 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8434297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434297 NON-EXPEDITED N OT US-BAYER-2012-017858 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
GROIN PAIN  

8434298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434298 EXPEDITED (15-DAY) Y OT NL-BAYER-2012-019121 34 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
CHLAMYDIAL INFECTION  
DEVICE EXPULSION  

8434332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434332 NON-EXPEDITED N US-TEVA-325190USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8434553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434553 NON-EXPEDITED N US-BAYER-2012-017842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434554 NON-EXPEDITED N US-BAYER-2012-018902 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8434558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434558 NON-EXPEDITED N US-BAYER-2012-020053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434559 NON-EXPEDITED Y US-BAYER-2012-017918 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8434560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434560 NON-EXPEDITED N US-BAYER-2012-019730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8434561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434561 NON-EXPEDITED N US-BAYER-2012-019812 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434562 NON-EXPEDITED Y US-BAYER-2012-019914 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8434563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434563 NON-EXPEDITED N US-BAYER-2012-019785 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER
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Detailed Report
8434564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434564 NON-EXPEDITED Y US-BAYER-2012-019981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 229 DAY BAYER

8434565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434565 NON-EXPEDITED Y US-BAYER-2012-019306 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  

8434566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434566 NON-EXPEDITED N US-BAYER-2012-019918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 125 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8434567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434567 NON-EXPEDITED N US-BAYER-2012-019732 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434568 NON-EXPEDITED Y US-BAYER-2012-019798 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 264 DAY BAYER

8434569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434569 NON-EXPEDITED Y US-BAYER-2012-019931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg 148 DAY BAYER

Page: 9,959 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8434570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434570 NON-EXPEDITED N US-BAYER-2012-019810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434571 NON-EXPEDITED Y US-BAYER-2012-017840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER MIRENA S  BAYER
PROCEDURAL PAIN  

8434688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434688 NON-EXPEDITED N US-TEVA-325144USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8434715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434715 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-016345 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABORTION INDUCED  

8434722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434722 NON-EXPEDITED N US-TEVA-325132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

Page: 9,960 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8434733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434733 NON-EXPEDITED Y OT US-BAYER-2012-017708 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8434734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434734 NON-EXPEDITED Y OT US-BAYER-2012-018278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1249 DAY BAYER

8434736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434736 NON-EXPEDITED N OT US-BAYER-2012-018312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1060 DAY BAYER

8434738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434738 NON-EXPEDITED N OT US-BAYER-2012-018290 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8434739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434739 NON-EXPEDITED N OT US-BAYER-2012-017813 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
ABDOMINAL PAIN  
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8434911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434911 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012051080

37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL [levonorgestrel 0.25mg] /

[ethinyl estradiol
0.05mg] (one tablet)
daily

 PFIZER

MENSTRUAL DISORDER HYDROCHLOROTHIAZIDE C 25 mg, 1x/day  
MENSTRUATION DELAYED  

8434985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434985 NON-EXPEDITED Y US-BAYER-2012-020020 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8434986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434986 NON-EXPEDITED Y US-BAYER-2012-019434 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8434988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8434988 NON-EXPEDITED N US-BAYER-2012-018684 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8435000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435000 NON-EXPEDITED N US-TEVA-325087USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEPRESSED MOOD  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8435093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435093 NON-EXPEDITED Y OT US-BAYER-2012-018427 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
DEVICE EXPULSION  

8435170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435170 NON-EXPEDITED N US-TEVA-325315USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
TRI-SPRINTEC C ORAL  

8435186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435186 NON-EXPEDITED Y US-BAYER-2012-020327 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

8435190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435190 NON-EXPEDITED N US-BAYER-2012-020278 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
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Detailed Report
8435203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435203 NON-EXPEDITED N US-BAYER-2012-020049 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8435258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435258 NON-EXPEDITED N US-TEVA-325177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8435442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435442 NON-EXPEDITED N US-TEVA-325341USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  
VULVOVAGINAL PRURITUS  

8435538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435538 NON-EXPEDITED N US-TEVA-325183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8435602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435602 NON-EXPEDITED N US-TEVA-325169USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8435635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435635 NON-EXPEDITED N US-TEVA-325179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8435740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435740 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-014737 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER
SMEAR CERVIX ABNORMAL  

8435919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435919 NON-EXPEDITED N US-TEVA-325178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL C  

8435992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435992 NON-EXPEDITED N US-TEVA-325154USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8435996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8435996 NON-EXPEDITED N US-TEVA-325145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8436038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8436038 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-108928 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 2 DAY BAYER
CERVIX DISORDER  
DEVICE DISLOCATION  
POST ABORTION COMPLICATION  
RETAINED PRODUCTS OF CONCEPTION  
UTERINE HAEMORRHAGE  

8436058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8436058 NON-EXPEDITED N US-TEVA-325143USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8436105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8436105 NON-EXPEDITED N US-TEVA-325101USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
VOMITING  

8436330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8436330 NON-EXPEDITED N US-TEVA-325322USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HAEMORRHAGE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8436631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2012 8436631 EXPEDITED (15-DAY) Y HO GB-TEVA-324406ISR 17 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE LEVONORGESTREL S  DURAMED

ETHINYL ESTRADIOL S  

8235718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8235718 NON-EXPEDITED Y US-BAYER-2011-106023 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
PALPITATIONS  

8396140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8396140 NON-EXPEDITED N US-TEVA-321474USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8397527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8397527 NON-EXPEDITED N US-TEVA-321747USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA VITAMINS NOS C ORAL  
DIARRHOEA BIOTIN C ORAL  

VITAMIN E C ORAL  

8402479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8402479 NON-EXPEDITED N US-TEVA-321877USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8418323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8418323 NON-EXPEDITED N US-TEVA-323125USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BEYAZ C  

8422159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8422159 NON-EXPEDITED N US-TEVA-323804USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C ORAL  
YAZ C  

8422442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8422442 NON-EXPEDITED N US-TEVA-324090USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8425340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8425340 NON-EXPEDITED N US-TEVA-324247USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8429452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8429452 NON-EXPEDITED N US-TEVA-324539USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ALBUTEROL C  
FATIGUE  

Page: 9,968 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8436883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8436883 NON-EXPEDITED Y OT US-BAYER-2012-018416 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8436886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8436886 NON-EXPEDITED Y OT US-BAYER-2012-018679 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 246 DAY BAYER
DEVICE EXPULSION  

8436952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8436952 NON-EXPEDITED N US-TEVA-325266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8437133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437133 NON-EXPEDITED N US-TEVA-325274USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8437161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437161 NON-EXPEDITED N US-TEVA-325340USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8437167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437167 NON-EXPEDITED Y US-BAYER-2012-020454 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER

8437168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437168 NON-EXPEDITED N US-BAYER-2012-020535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 µg/d, UNK  BAYER

8437169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437169 NON-EXPEDITED N US-BAYER-2012-020078 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 14 DAY BAYER

8437170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437170 NON-EXPEDITED Y US-BAYER-2012-017888 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8437171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437171 NON-EXPEDITED N US-BAYER-2012-020464 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8437172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437172 NON-EXPEDITED N US-BAYER-2012-020528 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8437173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437173 NON-EXPEDITED N US-BAYER-2012-020435 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 88 DAY BAYER

8437174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437174 NON-EXPEDITED Y US-BAYER-2012-020449 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8437175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437175 NON-EXPEDITED Y US-BAYER-2012-020552 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8437176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437176 NON-EXPEDITED Y US-BAYER-2012-019283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8437177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437177 NON-EXPEDITED N US-BAYER-2012-020551 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8437178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437178 NON-EXPEDITED N US-BAYER-2012-019470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
MENSTRUATION DELAYED  
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Detailed Report
8437180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437180 NON-EXPEDITED N US-BAYER-2012-020523 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8437181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437181 NON-EXPEDITED Y US-BAYER-2012-020457 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 151 DAY BAYER
ABDOMINAL PAIN LOWER  

8437184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437184 NON-EXPEDITED N US-BAYER-2012-020356 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8437340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437340 NON-EXPEDITED N US-TEVA-325273USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INSOMNIA DEPO-PROVERA S  
ANXIETY  
COLD SWEAT  
DIZZINESS  
MENSTRUATION IRREGULAR  

8437381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437381 NON-EXPEDITED N US-TEVA-325399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8437408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437408 NON-EXPEDITED N US-BAYER-2012-020482 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER

8437409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437409 NON-EXPEDITED N US-BAYER-2012-020466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8437410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437410 NON-EXPEDITED Y US-BAYER-2012-020381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 67 DAY BAYER

ORAL CONTRACEPTIVE NOS C  

8437421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437421 NON-EXPEDITED N US-TEVA-325344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8437427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437427 NON-EXPEDITED N US-BAYER-2012-020792 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 58 DAY BAYER

8437428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437428 NON-EXPEDITED Y US-BAYER-2012-019915 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER
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Detailed Report
8437429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437429 NON-EXPEDITED N US-BAYER-2012-020794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8437431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437431 NON-EXPEDITED N OT US-BAYER-2012-018402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8437432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437432 NON-EXPEDITED N OT US-BAYER-2012-018317 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

8437592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437592 NON-EXPEDITED Y OT US-BAYER-2012-018357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8437678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437678 NON-EXPEDITED N US-TEVA-325350USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
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Detailed Report
8437728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437728 NON-EXPEDITED N US-TEVA-325385USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8437854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8437854 NON-EXPEDITED N US-TEVA-325346USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA SPIRONOLACTONE C  
MENSTRUATION IRREGULAR  

8438101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438101 NON-EXPEDITED N US-BAYER-2012-020798 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8438102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438102 NON-EXPEDITED N US-BAYER-2012-020789 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8438124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438124 NON-EXPEDITED N OT US-BAYER-2012-018265 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
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Detailed Report
8438129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438129 NON-EXPEDITED N US-BAYER-2012-020795 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8438392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438392 NON-EXPEDITED N US-TEVA-325347USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  

8438405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8438405 NON-EXPEDITED N US-TEVA-325173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8446810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2012 8446810 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S  
APPLICATION SITE BURN  
APPLICATION SITE DISCHARGE  
APPLICATION SITE IRRITATION  
APPLICATION SITE PAIN  
APPLICATION SITE PRURITUS  
PRODUCT QUALITY ISSUE  

8355726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8355726 EXPEDITED (15-DAY) N OT US-BAYER-2012-007981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONGENITAL CYSTIC KIDNEY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8384470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8384470 NON-EXPEDITED Y OT US-BAYER-2012-010072 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8429963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8429963 NON-EXPEDITED N US-TEVA-324597USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8432637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8432637 NON-EXPEDITED N US-TEVA-324921USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8439680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439680 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-018109 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8439681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439681 EXPEDITED (15-DAY) Y HO,OT TW-
BAYER-2012-017605

33 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
CHEST PAIN MIRENA S  BAYER
DYSPNOEA ALIMENTARY TRACT AND

METABOLISM
C UNK  

ASTHENIA  
DECREASED APPETITE  
PALLOR  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

8439689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439689 NON-EXPEDITED N OT US-BAYER-2012-018669 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 241 DAY BAYER
DEVICE EXPULSION  

8439824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439824 NON-EXPEDITED N US-TEVA-325499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8439871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439871 NON-EXPEDITED N US-TEVA-325502USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8439906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439906 NON-EXPEDITED N US-TEVA-325408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8439914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439914 NON-EXPEDITED N OT US-BAYER-2012-018429 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8439916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439916 NON-EXPEDITED N OT US-BAYER-2012-018046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 183 DAY BAYER
PAIN  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  

8439917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439917 NON-EXPEDITED N OT US-BAYER-2012-019015 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8439918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439918 NON-EXPEDITED N OT US-BAYER-2012-019003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MALAISE  
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Detailed Report
8439919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439919 NON-EXPEDITED N OT US-BAYER-2012-019010 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8439920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439920 NON-EXPEDITED Y OT US-BAYER-2012-018940 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 16 DAY BAYER

8439921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439921 EXPEDITED (15-DAY) Y OT US-BAYER-2012-018906 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8439929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8439929 NON-EXPEDITED N US-TEVA-325410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8440033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440033 NON-EXPEDITED N US-TEVA-325413USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8440072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440072 NON-EXPEDITED N US-TEVA-325414USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  
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Detailed Report
8440078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440078 NON-EXPEDITED N US-BAYER-2012-019996 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8440079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440079 NON-EXPEDITED Y US-BAYER-2012-018945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8440081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440081 NON-EXPEDITED Y US-BAYER-2012-020518 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440083 NON-EXPEDITED N US-BAYER-2012-020320 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8440084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440084 NON-EXPEDITED N US-BAYER-2012-021008 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8440085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440085 NON-EXPEDITED Y US-BAYER-2012-020057 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
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Detailed Report
8440087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440087 NON-EXPEDITED Y US-BAYER-2012-020544 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 45 DAY BAYER

8440088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440088 NON-EXPEDITED Y US-BAYER-2012-021033 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 62 DAY BAYER

8440090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440090 NON-EXPEDITED N US-BAYER-2012-019239 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440091 NON-EXPEDITED Y US-BAYER-2012-019920 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 111 DAY BAYER

8440115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440115 NON-EXPEDITED N US-BAYER-2012-019739 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSED MOOD HYPERICUM PERFORATUM C  
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Detailed Report
8440119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440119 NON-EXPEDITED N US-TEVA-325461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

8440164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440164 NON-EXPEDITED N US-TEVA-325415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8440192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440192 NON-EXPEDITED N US-TEVA-325465USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8440277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440277 NON-EXPEDITED N US-TEVA-325471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8440289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440289 NON-EXPEDITED N US-TEVA-325416USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
OVULATION PAIN  
PALPITATIONS  
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Detailed Report
8440297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440297 NON-EXPEDITED N US-TEVA-325496USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER SPRINTEC C  
MENSTRUATION IRREGULAR AUGMENTIN '125' C  

8440328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440328 NON-EXPEDITED N US-TEVA-325509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8440339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440339 NON-EXPEDITED N US-BAYER-2012-019244 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
POLYMENORRHOEA  

8440348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440348 NON-EXPEDITED N US-BAYER-2012-020293 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
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Detailed Report
8440349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440349 NON-EXPEDITED N US-BAYER-2012-018884 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440350 NON-EXPEDITED N US-BAYER-2012-019729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440356 NON-EXPEDITED Y US-BAYER-2012-019791 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8440359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440359 NON-EXPEDITED Y US-BAYER-2012-020810 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440362 NON-EXPEDITED N US-BAYER-2012-020797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8440363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440363 NON-EXPEDITED Y US-BAYER-2012-019927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8440370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440370 NON-EXPEDITED N US-TEVA-325528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8440392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440392 NON-EXPEDITED N US-BAYER-2012-014550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE ERYTHEMA CLIMARA PRO S  BAYER
HOT FLUSH  

8440422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440422 NON-EXPEDITED N US-TEVA-325538USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8440447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440447 NON-EXPEDITED N OT US-BAYER-2012-019008 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8440448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440448 NON-EXPEDITED Y OT US-BAYER-2012-018422 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 95 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8440449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440449 EXPEDITED (15-DAY) Y OT US-BAYER-2012-018159 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRAIN NEOPLASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALLERGY TO CHEMICALS  
OPTIC NERVE INJURY  

8440470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440470 NON-EXPEDITED N US-TEVA-325550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8440569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440569 NON-EXPEDITED N US-TEVA-325554USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
8440588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440588 NON-EXPEDITED N US-TEVA-325556USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8440651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440651 NON-EXPEDITED N US-TEVA-325570USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8440656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440656 NON-EXPEDITED N US-TEVA-325522USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE PARAGARD T380A S  

8440686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440686 NON-EXPEDITED N US-TEVA-325568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8440842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440842 NON-EXPEDITED N US-TEVA-325743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8440924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8440924 NON-EXPEDITED N US-TEVA-325721USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8441002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441002 NON-EXPEDITED N US-TEVA-325805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8441036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441036 NON-EXPEDITED N US-TEVA-325792USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8441101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441101 NON-EXPEDITED N US-TEVA-325689USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8441104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441104 NON-EXPEDITED N US-TEVA-325734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
VOMITING  
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Detailed Report
8441116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441116 NON-EXPEDITED N US-TEVA-325704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8441209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441209 NON-EXPEDITED N US-TEVA-325784USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8441219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441219 NON-EXPEDITED Y US-BAYER-2012-020998 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8441220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441220 NON-EXPEDITED Y US-BAYER-2012-021232 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8441221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441221 NON-EXPEDITED Y US-BAYER-2012-020350 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8441222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441222 NON-EXPEDITED N US-BAYER-2012-020806 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
MENSTRUAL DISORDER  

8441223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441223 NON-EXPEDITED Y US-BAYER-2012-021295 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8441224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441224 NON-EXPEDITED N US-BAYER-2012-021297 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8441225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441225 NON-EXPEDITED N US-BAYER-2012-021070 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 163 DAY BAYER

8441243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441243 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B S ORAL 1.5  
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Detailed Report
8441331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441331 NON-EXPEDITED N HO,OT US-BAYER-2012-018415 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HERPES  
GENITAL ULCERATION  
PAIN  

8441333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441333 NON-EXPEDITED N OT US-BAYER-2012-018155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE INCREASED  

8441484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441484 NON-EXPEDITED N US-TEVA-325719USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8441497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441497 NON-EXPEDITED N US-TEVA-325739USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA ALBUTEROL C  

8441555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441555 NON-EXPEDITED N US-TEVA-325791USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8441597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2012 8441597 NON-EXPEDITED N US-TEVA-325806USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7272719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 7272719 EXPEDITED (15-DAY) N HO US-
BAYER-201011657NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 µg/d, CONT 113 DAY BAYER
SWELLING FACE LEXAPRO C UNKNOWN  
THROAT TIGHTNESS LEXAPRO C  
URTICARIA SINGULAIR C ORAL  
AMENORRHOEA ZYRTEC C ORAL  

7542565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 7542565 NON-EXPEDITED N US-
BAYER-201029719NA

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

DEVICE EXPULSION  
MENORRHAGIA  

8133888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8133888 NON-EXPEDITED Y US-BAYER-2011-085097 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8322154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8322154 NON-EXPEDITED N OT US-BAYER-2012-000675 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
NAUSEA  
PELVIC PAIN  
POST PROCEDURAL DISCOMFORT  
VAGINAL HAEMORRHAGE  

8324932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8324932 NON-EXPEDITED Y HO US-BAYER-2012-000469 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INFECTED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
PYREXIA  

8343880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8343880 NON-EXPEDITED Y OT US-BAYER-2012-005894 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8348461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8348461 NON-EXPEDITED Y OT US-BAYER-2012-006822 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
ABDOMINAL PAIN  
PAIN  
VAGINAL HAEMORRHAGE  

8406069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8406069 NON-EXPEDITED Y OT US-BAYER-2012-014643 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 14 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
MEDICAL DEVICE DISCOMFORT  

8432712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8432712 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-017329 33 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHLEBITIS INFECTIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8436074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8436074 NON-EXPEDITED N US-TEVA-325139USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8436297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8436297 NON-EXPEDITED N US-TEVA-325093USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8442358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442358 NON-EXPEDITED N HO,OT US-BAYER-2012-018042 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8442359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442359 NON-EXPEDITED N OT US-BAYER-2012-019967 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
INFLUENZA LIKE ILLNESS  
MOOD ALTERED  

8442360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442360 NON-EXPEDITED Y OT US-BAYER-2012-017225 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
VULVOVAGINAL PAIN  

8442380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442380 NON-EXPEDITED N US-TEVA-325867USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8442383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442383 NON-EXPEDITED N US-TEVA-325851USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  

8442393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442393 NON-EXPEDITED N US-TEVA-325829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8442433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442433 NON-EXPEDITED N US-TEVA-325860USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8442438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442438 NON-EXPEDITED N US-TEVA-325852USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR VITAMINS C  

8442443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442443 NON-EXPEDITED N US-TEVA-325868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8442454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442454 NON-EXPEDITED N US-TEVA-325869USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8442466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442466 NON-EXPEDITED N US-BAYER-2012-021427 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 MBq, CONT 182 DAY BAYER

8442467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442467 NON-EXPEDITED N US-BAYER-2012-021340 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8442468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442468 NON-EXPEDITED N US-BAYER-2012-021019 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SLEEP DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY  
MOOD ALTERED  

8442469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442469 NON-EXPEDITED N US-BAYER-2012-021316 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 9,998 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8442470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442470 NON-EXPEDITED N US-BAYER-2012-018418 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST SWELLING  
BREAST TENDERNESS  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  
OEDEMA PERIPHERAL  
SKIN DISCOLOURATION  

8442471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442471 NON-EXPEDITED N US-BAYER-2012-020930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 64 DAY BAYER

MIRENA S  BAYER

8442472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442472 NON-EXPEDITED N US-BAYER-2012-021407 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 109 DAY BAYER

8442473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442473 NON-EXPEDITED N US-BAYER-2012-020991 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8442474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442474 NON-EXPEDITED N OT US-BAYER-2012-020130 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
WEIGHT INCREASED  

8442552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442552 NON-EXPEDITED N US-TEVA-325872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8442598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442598 DIRECT N 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
INSOMNIA  
NERVOUSNESS  
PALPITATIONS  

8442677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442677 NON-EXPEDITED N US-TEVA-325870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8442694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442694 NON-EXPEDITED N US-TEVA-325849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8442720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442720 EXPEDITED (15-DAY) Y HO,OT BR-BAYER-2012-019525 46 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VENOUS THROMBOSIS LIMB MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8442721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442721 NON-EXPEDITED N OT US-BAYER-2012-019935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
POST PROCEDURAL HAEMORRHAGE  

8442722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442722 EXPEDITED (15-DAY) Y OT PT-BAYER-2012-019968 Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8442723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442723 NON-EXPEDITED Y OT US-BAYER-2012-019944 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL DISCHARGE  

8442742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442742 NON-EXPEDITED N US-TEVA-325846USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8442780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442780 NON-EXPEDITED N US-TEVA-325874USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE  

8442817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442817 NON-EXPEDITED Y US-BAYER-2012-021453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S 20 mcg/24hr, CONT 823 DAY BAYER
DEVICE BREAKAGE  

8442818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442818 NON-EXPEDITED Y US-BAYER-2012-021342 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8442819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442819 NON-EXPEDITED Y US-BAYER-2012-021294 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8442820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442820 NON-EXPEDITED N US-BAYER-2012-020305 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8442888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442888 NON-EXPEDITED N US-TEVA-325838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  

8442901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442901 NON-EXPEDITED Y US-BAYER-2012-021468 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8442953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8442953 NON-EXPEDITED N US-TEVA-326013USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HALLUCINATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OVERDOSE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LITHIUM CARBONATE C ORAL  
WELLBUTRIN C ORAL  
AMBIEN C ORAL  
CELEXA C ORAL  

8443014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443014 NON-EXPEDITED N US-TEVA-326053USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8443126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443126 NON-EXPEDITED N US-TEVA-326079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8443179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443179 NON-EXPEDITED N US-BAYER-2012-018710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8443187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443187 NON-EXPEDITED N US-TEVA-326155USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8443276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443276 NON-EXPEDITED N OT US-BAYER-2012-019721 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOMETRORRHAGIA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
POLYMENORRHOEA  
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Detailed Report
8443277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443277 EXPEDITED (15-DAY) N HO,LT,OT US-BAYER-2012-021447 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TONGUE DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 296 DAY BAYER
DYSGEUSIA LEVONORGESTREL S  BAYER
ANAPHYLACTIC REACTION  
CHEST DISCOMFORT  
DEAFNESS  
EAR DISCOMFORT  
EAR DISORDER  
FEELING ABNORMAL  
FEELING HOT  
HEADACHE  
HYPOTENSION  
LOSS OF CONSCIOUSNESS  
NAUSEA  
PARAESTHESIA  
PHAEOCHROMOCYTOMA  
THROAT TIGHTNESS  
TINNITUS  

8443544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443544 NON-EXPEDITED Y OT US-BAYER-2012-019411 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8443571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443571 NON-EXPEDITED N US-TEVA-326116USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8443838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443838 NON-EXPEDITED N US-TEVA-326161USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8443850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443850 NON-EXPEDITED N US-TEVA-326169USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8443863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443863 NON-EXPEDITED N US-TEVA-326180USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8443883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443883 NON-EXPEDITED N US-TEVA-326186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8443893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443893 NON-EXPEDITED N US-TEVA-326191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8443894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443894 NON-EXPEDITED N US-TEVA-326197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8443907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443907 NON-EXPEDITED N US-TEVA-326188USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8443913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443913 NON-EXPEDITED N US-TEVA-326163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8443942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443942 NON-EXPEDITED N US-TEVA-326229USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8443972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443972 NON-EXPEDITED N US-TEVA-326162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8443987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443987 NON-EXPEDITED N US-TEVA-326219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY ACNE MEDICATION C TOPICAL  
BREAST TENDERNESS  
NAUSEA  

8443990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2012 8443990 NON-EXPEDITED N US-TEVA-326207USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
PELVIC PAIN  

7322293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 7322293 NON-EXPEDITED N OT US-
BAYER-201014981NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER
ABORTION SPONTANEOUS ALBUTEROL C  

CLARITIN C  
SUDAFED 12 HOUR C  

8186044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8186044 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-095881 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX CARCINOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
GENITAL HAEMORRHAGE  
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Detailed Report
8289948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8289948 NON-EXPEDITED Y OT US-BAYER-2011-119627 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8311765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8311765 NON-EXPEDITED Y OT US-BAYER-2011-121665 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 273 DAY BAYER
ABDOMINAL PAIN  
PELVIC DISCOMFORT  
PELVIC PAIN  

8338770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8338770 NON-EXPEDITED N US-BAYER-2012-004441 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8402671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8402671 NON-EXPEDITED Y HO US-BAYER-2012-013333 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
ABDOMINAL PAIN  
PERITONEAL ADHESIONS  
VAGINAL DISCHARGE  

Page: 10,009 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8424640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8424640 EXPEDITED (15-DAY) Y OT RU-BAYER-2012-015933 44 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER
CERVICAL DYSPLASIA  
ENDOMETRIAL HYPERTROPHY  
UTERINE CANCER  
VAGINAL HAEMORRHAGE  

8429766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8429766 NON-EXPEDITED Y OT US-BAYER-2012-016981 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8431901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8431901 NON-EXPEDITED N US-TEVA-324841USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8432720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8432720 NON-EXPEDITED N US-TEVA-324845USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8436882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8436882 NON-EXPEDITED Y OT US-BAYER-2012-018413 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8437888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8437888 NON-EXPEDITED N US-TEVA-325277USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVAIR DISKUS C INHALATION  

8444282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444282 NON-EXPEDITED Y OT US-BAYER-2012-020171 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8444283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444283 NON-EXPEDITED N OT US-BAYER-2012-019737 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8444284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444284 NON-EXPEDITED N OT US-BAYER-2012-019893 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL DISCOMFORT  
DEVICE EXPULSION  
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Detailed Report
8444285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444285 NON-EXPEDITED Y OT US-BAYER-2012-020126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8444287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444287 EXPEDITED (15-DAY) Y OT US-BAYER-2012-020129 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
CONVULSION  

8444293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444293 NON-EXPEDITED Y OT US-BAYER-2012-020288 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 300 DAY BAYER

8444325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444325 NON-EXPEDITED N US-TEVA-326236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8444333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444333 NON-EXPEDITED N US-TEVA-326240USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8444522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444522 NON-EXPEDITED N US-TEVA-326206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8444565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444565 NON-EXPEDITED N US-TEVA-326222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8444604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444604 NON-EXPEDITED N US-TEVA-326216USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8444609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444609 NON-EXPEDITED N US-BAYER-2012-021879 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8444631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444631 NON-EXPEDITED N US-BAYER-2012-020052 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8444632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444632 NON-EXPEDITED N US-BAYER-2012-020048 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTOLERANCE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
ABDOMINAL PAIN  
PAIN  
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Detailed Report
8444636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444636 NON-EXPEDITED Y US-BAYER-2012-019962 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT 48 DAY BAYER
DEVICE EXPULSION  
VOMITING IN PREGNANCY  

8444738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444738 NON-EXPEDITED N US-BAYER-2012-021745 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8444739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444739 NON-EXPEDITED Y US-BAYER-2012-021852 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S 20 mcg/24hr, CONT 1825 DAY BAYER
CELEBREX S  

8444740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444740 NON-EXPEDITED N US-BAYER-2012-021744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

8444741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444741 NON-EXPEDITED N US-BAYER-2012-021044 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PLAN B C  
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Detailed Report
8444742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444742 NON-EXPEDITED N US-BAYER-2012-020412 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8444743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444743 NON-EXPEDITED N US-BAYER-2012-021530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8444744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444744 NON-EXPEDITED N US-BAYER-2012-021773 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 450 DAY BAYER
DEVICE EXPULSION  

8444745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444745 NON-EXPEDITED N US-BAYER-2012-021240 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg/d, UNK  BAYER
BREAST PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
NAUSEA  
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8444768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444768 NON-EXPEDITED N US-TEVA-326237USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

8444890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444890 DIRECT N OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 daily  

8444926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8444926 DIRECT Y HO,DS,OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD CULTURE POSITIVE MIRENA S  
ABDOMINAL PAIN  
MATERNAL EXPOSURE DURING PREGNANCY  
POSTOPERATIVE FEVER  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8445023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445023 NON-EXPEDITED N US-TEVA-326235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8445061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445061 NON-EXPEDITED N OT US-BAYER-2012-020335 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER

8445062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445062 NON-EXPEDITED Y OT US-BAYER-2012-019802 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8445063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445063 NON-EXPEDITED N OT US-BAYER-2012-020360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8445064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445064 EXPEDITED (15-DAY) N OT US-BAYER-2012-020088 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK  BAYER
FALL  
PROCEDURAL PAIN  

8445094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445094 NON-EXPEDITED N US-BAYER-2012-021746 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8445113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445113 NON-EXPEDITED Y US-BAYER-2012-021818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY INCONTINENCE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8445145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445145 NON-EXPEDITED N US-TEVA-326323USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8445196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445196 NON-EXPEDITED N US-BAYER-2012-021001 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
MENSTRUAL DISORDER  

8445204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445204 NON-EXPEDITED N US-TEVA-326426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8445246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445246 NON-EXPEDITED N US-BAYER-2012-021934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8445356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445356 NON-EXPEDITED N US-TEVA-326409USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8445409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445409 NON-EXPEDITED N US-TEVA-326391USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUS HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8445526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445526 NON-EXPEDITED N US-TEVA-326344USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPOSURE DURING BREAST FEEDING  

8445552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 8445552 NON-EXPEDITED N US-TEVA-326337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

6595166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 6595166 NON-EXPEDITED N US-BAYER-
US-2007-010421

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE 20 µg/day, cont 1825 DAY BAYER
WEIGHT INCREASED MIRENA S UNK  BAYER
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Detailed Report
7186961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 7186961 EXPEDITED (15-DAY) N HO,OT FR-
BAYER-200934516GPV

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
111 DAY BAYER

ABDOMINAL PAIN  
AMENORRHOEA  
POST ABORTION HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7969834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 7969834 NON-EXPEDITED N US-TEVA-284135USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8002573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8002573 NON-EXPEDITED N US-TEVA-287225USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8446726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446726 EXPEDITED (15-DAY) N OT US-BAYER-2012-020424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S UNK  BAYER
ABDOMINAL PAIN  
ALOPECIA  
AMENORRHOEA  
CRYING  
DEPRESSION  
DIZZINESS  
DRY EYE  
DRY MOUTH  
FATIGUE  
HOT FLUSH  
INSOMNIA  
MENORRHAGIA  
MIGRAINE  
MUSCLE SPASMS  
NIGHT SWEATS  
NIPPLE PAIN  
OVARIAN CYST  
PALPITATIONS  
SKIN BURNING SENSATION  
SUICIDAL IDEATION  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8446728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446728 NON-EXPEDITED Y OT US-BAYER-2012-020972 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 61 DAY BAYER
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Detailed Report
8446729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446729 NON-EXPEDITED Y OT US-BAYER-2012-020981 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL HAEMORRHAGE  

8446730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446730 NON-EXPEDITED N OT US-BAYER-2012-020915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, UNK 10 DAY BAYER
MIGRAINE  

8446731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446731 EXPEDITED (15-DAY) N OT US-BAYER-2012-019924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ADVERSE EVENT  
ANAEMIA  
CONSTIPATION  
FLATULENCE  
GALLBLADDER DISORDER  
HAEMORRHOIDS  
LOSS OF LIBIDO  
MIGRAINE  
MUSCLE SPASMS  
NAUSEA  
POLYMENORRHOEA  
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Detailed Report
8446733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446733 NON-EXPEDITED N OT US-BAYER-2012-021015 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 1460 DAY BAYER
DEPRESSION  
DIZZINESS  
HYPOMENORRHOEA  
VAGINAL HAEMORRHAGE  

8446738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446738 NON-EXPEDITED N US-TEVA-326469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8446746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446746 NON-EXPEDITED Y OT US-BAYER-2012-020549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S UNK 1 DAY BAYER

8446747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446747 NON-EXPEDITED N OT US-BAYER-2012-022419 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8446748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446748 NON-EXPEDITED N OT US-BAYER-2012-020786 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 37 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8446764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446764 NON-EXPEDITED N US-TEVA-326486USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

GENERIC BIRTH CONTROL PILL C ORAL  

8446974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446974 NON-EXPEDITED N US-BAYER-2012-020572 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8446975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446975 NON-EXPEDITED Y US-BAYER-2012-021466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8446976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446976 NON-EXPEDITED Y US-BAYER-2012-021469 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8446977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446977 NON-EXPEDITED N US-BAYER-2012-021514 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8446978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446978 NON-EXPEDITED Y US-BAYER-2012-021788 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8446979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446979 NON-EXPEDITED Y US-BAYER-2012-021860 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

MIRENA S UNK 1 DAY BAYER

8446986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446986 NON-EXPEDITED N US-BAYER-2012-022201 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8446987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446987 NON-EXPEDITED Y US-BAYER-2012-022209 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8446990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446990 NON-EXPEDITED N US-BAYER-2012-022267 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 169 DAY BAYER
GENITAL PAIN  

8446991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446991 NON-EXPEDITED N US-BAYER-2012-022276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8446992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446992 NON-EXPEDITED N US-BAYER-2012-022272 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 106 DAY BAYER

8446993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446993 NON-EXPEDITED N US-BAYER-2012-022278 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER

8446994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446994 NON-EXPEDITED N US-BAYER-2012-022291 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8446995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8446995 NON-EXPEDITED N US-BAYER-2012-022342 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S 20 mcg/24hr, CONT  BAYER

8447035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447035 NON-EXPEDITED N US-TEVA-326457USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8447059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447059 NON-EXPEDITED Y US-BAYER-2012-020501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BIOPSY MIRENA S UNK 650 DAY BAYER
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Detailed Report
8447060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447060 NON-EXPEDITED Y US-BAYER-2012-022299 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S 20 mcg/24hr, CONT  BAYER
TACHYCARDIA  
URTICARIA  

8447065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447065 NON-EXPEDITED N US-BAYER-2012-022338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8447072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447072 NON-EXPEDITED N US-TEVA-326433USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8447188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447188 NON-EXPEDITED Y US-TEVA-326472USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8447226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447226 NON-EXPEDITED N US-BAYER-2012-021076 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INJURY MIRENA S  BAYER
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Detailed Report
8447233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447233 NON-EXPEDITED N US-BAYER-2012-021895 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 11 DAY BAYER

8447241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447241 NON-EXPEDITED N US-BAYER-2012-022286 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8447242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447242 NON-EXPEDITED N US-BAYER-2012-022228 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8447243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447243 NON-EXPEDITED N US-BAYER-2012-022288 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8447351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447351 NON-EXPEDITED N US-TEVA-326452USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8447385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447385 NON-EXPEDITED N US-TEVA-326459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8447394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447394 NON-EXPEDITED N US-TEVA-326456USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8447407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447407 NON-EXPEDITED N US-TEVA-326471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8447409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447409 NON-EXPEDITED N US-TEVA-326447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8447428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447428 NON-EXPEDITED N US-TEVA-326484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8447461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447461 NON-EXPEDITED N US-TEVA-326488USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8447469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447469 NON-EXPEDITED N US-TEVA-326476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8447504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447504 NON-EXPEDITED N US-TEVA-326498USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8447545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447545 NON-EXPEDITED N US-TEVA-326497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8447724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447724 NON-EXPEDITED N US-TEVA-326496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8447733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447733 NON-EXPEDITED N US-TEVA-326668USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA ORTHO TRI CYCLEN C  
DYSURIA  
HYPOAESTHESIA  
PELVIC PAIN  

8447977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447977 NON-EXPEDITED N US-BAYER-2012-018995 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8447978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447978 NON-EXPEDITED N US-BAYER-2012-020001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

8447979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447979 NON-EXPEDITED Y US-BAYER-2012-021446 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT 22 DAY BAYER

MIRENA S  BAYER

8447980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447980 NON-EXPEDITED N US-BAYER-2012-021395 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8447981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447981 NON-EXPEDITED N US-BAYER-2012-021896 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8447982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447982 NON-EXPEDITED N US-BAYER-2012-021825 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8447983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447983 NON-EXPEDITED N US-BAYER-2012-021358 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE UNK 20 DAY BAYER
DEVICE EXPULSION  

8447984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447984 NON-EXPEDITED Y US-BAYER-2012-021370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8447988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447988 NON-EXPEDITED Y US-BAYER-2012-022197 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8447989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447989 NON-EXPEDITED N US-BAYER-2012-021759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8447990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8447990 NON-EXPEDITED Y US-BAYER-2012-022217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER

8448028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8448028 NON-EXPEDITED N US-BAYER-2012-022283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL PAIN MIRENA S 20 mcg/24hr, CONT 70 DAY BAYER
ABDOMINAL PAIN  
DYSMENORRHOEA  
MOOD SWINGS  
NAUSEA  

8448053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8448053 NON-EXPEDITED N US-BAYER-2012-022315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8448054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8448054 NON-EXPEDITED N US-BAYER-2012-022440 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8448055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8448055 NON-EXPEDITED N US-BAYER-2012-021089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FOOD CRAVING  
METRORRHAGIA  
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Detailed Report
8448063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8448063 NON-EXPEDITED N US-BAYER-2012-022434 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 42 DAY BAYER

8449375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 8449375 EXPEDITED (15-DAY) N HO,DS NO-PFIZER
INC-2012056247

33 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION TRIPHASIL-21 S UNK  PFIZER

7419444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 7419444 EXPEDITED (15-DAY) N OT GB-
BAYER-201028197GPV

33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER

ANAESTHETICS C  

8109372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8109372 NON-EXPEDITED N US-BAYER-2011-053575 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 113 DAY BAYER
ABNORMAL WEIGHT GAIN VITAMIN B COMPLEX C  
ERYTHEMA NODOSUM GLUCOSAMINE C  
ANXIETY CALCIUM C  

8123068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8123068 NON-EXPEDITED Y US-BAYER-2011-039441 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8318370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8318370 EXPEDITED (15-DAY) Y LT JP-BAYER-2011-123078 50 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST CANCER MIRENA S  BAYER
PROGESTERONE RECEPTOR ASSAY POSITIVE AMPICILLIN C ORAL 1000 mg, UNK 5 DAY

LOXOPROFEN C ORAL 180 mg, UNK 5 DAY
CARBAZOCHROME SODIUM
SULFONATE

C ORAL 60 mg, UNK 11 DAY

TRANSAMIN C ORAL 1500 mg, UNK 11 DAY

8391954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8391954 NON-EXPEDITED N OT US-BAYER-2012-009680 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  

8400389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8400389 EXPEDITED (15-DAY) N US-
WATSON-2012-01455

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE LEVONORGESTREL S ORAL first dose taken within 24

hours, second dose
taken 12 hours later

1 DAY WATSON

ABDOMINAL PAIN LOWER  
ABDOMINAL PAIN UPPER  
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Detailed Report
8441070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8441070 NON-EXPEDITED N US-TEVA-325779USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8443138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8443138 NON-EXPEDITED N US-TEVA-326138USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8449751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449751 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-003473 37 YR Female DEU
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Detailed Report
8449751
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ACNE  
BACK PAIN  
BREAST DISCOMFORT  
DARK CIRCLES UNDER EYES  
DECREASED APPETITE  
DIPLOPIA  
FEELING COLD  
HEADACHE  
HEART RATE INCREASED  
HIRSUTISM  
HOT FLUSH  
HYPERHIDROSIS  
HYPOAESTHESIA  
IRRITABILITY  
MAMMOPLASTY  
MIGRAINE  
MOOD ALTERED  
OVARIAN CYST RUPTURED  
PAIN IN EXTREMITY  
PALLOR  
RESPIRATORY DISORDER  
SEBORRHOEA  
SENSATION OF PRESSURE  
SENSORY DISTURBANCE  
SPEECH DISORDER  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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Detailed Report
8449775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449775 NON-EXPEDITED N US-TEVA-326704USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8449777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449777 NON-EXPEDITED Y OT US-BAYER-2012-021540 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 381 DAY BAYER
DEVICE EXPULSION  

8449778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449778 NON-EXPEDITED Y OT US-BAYER-2012-020787 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 13 DAY BAYER

8449779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449779 NON-EXPEDITED N OT US-BAYER-2012-021486 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8449780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449780 NON-EXPEDITED Y OT US-BAYER-2012-021081 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 111 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8449781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449781 NON-EXPEDITED Y OT US-BAYER-2012-022838 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8449782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449782 NON-EXPEDITED N OT US-BAYER-2012-021253 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABORTION SPONTANEOUS  

8449785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449785 NON-EXPEDITED N OT US-BAYER-2012-021914 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8449786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449786 NON-EXPEDITED Y OT US-BAYER-2012-021456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK UNK, CONT 189 DAY BAYER
DISCOMFORT  

8449787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449787 NON-EXPEDITED Y OT US-BAYER-2012-021014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
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Detailed Report
8449788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449788 NON-EXPEDITED N OT US-BAYER-2012-021533 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8449874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449874 NON-EXPEDITED N OT US-BAYER-2012-021231 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8449883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449883 NON-EXPEDITED Y OT US-BAYER-2012-021857 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S UNK 1 DAY BAYER

8449890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449890 EXPEDITED (15-DAY) N OT US-BAYER-2012-019947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
LIVER FUNCTION TEST ABNORMAL  

8449891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449891 NON-EXPEDITED Y OT US-BAYER-2012-021844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8449954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8449954 NON-EXPEDITED N US-TEVA-326698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8450006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450006 NON-EXPEDITED N US-TEVA-326663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
FATIGUE  

8450059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450059 NON-EXPEDITED N US-TEVA-326622USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
NAUSEA  

8450206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450206 NON-EXPEDITED N US-TEVA-326702USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8450207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450207 NON-EXPEDITED N US-TEVA-326718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8450211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450211 NON-EXPEDITED N US-TEVA-326618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OEDEMA PERIPHERAL  
PELVIC PAIN  
VULVOVAGINAL BURNING SENSATION  

8450332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450332 NON-EXPEDITED N US-TEVA-326629USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUAL DYSFUNCTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8450372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450372 NON-EXPEDITED N US-TEVA-326723USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED METRONIDAZOLE C  
ABDOMINAL PAIN LOESTRIN 1.5/30 21 DAY C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8450375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450375 NON-EXPEDITED Y US-BAYER-2012-022333 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 44 DAY BAYER
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Detailed Report
8450376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450376 NON-EXPEDITED N US-BAYER-2012-022335 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8450377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450377 NON-EXPEDITED N US-BAYER-2012-021318 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8450378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450378 NON-EXPEDITED N US-BAYER-2012-021890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 407 DAY BAYER

8450379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450379 NON-EXPEDITED N US-BAYER-2012-020573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
UTERINE CERVIX STENOSIS  

8450381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450381 NON-EXPEDITED N US-BAYER-2012-021832 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8450382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450382 NON-EXPEDITED N US-BAYER-2012-021313 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 364 DAY BAYER
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Detailed Report
8450383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450383 NON-EXPEDITED Y US-BAYER-2012-021247 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8450384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450384 NON-EXPEDITED N US-BAYER-2012-020302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8450385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450385 NON-EXPEDITED Y US-BAYER-2012-023001 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8450386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450386 NON-EXPEDITED N US-BAYER-2012-022992 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 3 DAY BAYER

8450388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450388 NON-EXPEDITED Y US-BAYER-2012-022894 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8450389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450389 NON-EXPEDITED Y US-BAYER-2012-022781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
8450390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450390 NON-EXPEDITED Y US-BAYER-2012-022890 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 93 DAY BAYER

8450391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450391 NON-EXPEDITED N US-BAYER-2012-022424 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8450392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450392 NON-EXPEDITED N US-BAYER-2012-022451 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8450393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450393 NON-EXPEDITED Y US-BAYER-2012-022926 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8450394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450394 NON-EXPEDITED N US-BAYER-2012-022774 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8450395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450395 NON-EXPEDITED Y US-BAYER-2012-022247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1254 DAY BAYER
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Detailed Report
8450396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450396 NON-EXPEDITED N US-BAYER-2012-022780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 180 DAY BAYER
MOOD ALTERED  

8450397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450397 NON-EXPEDITED N US-BAYER-2012-022785 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8450398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450398 NON-EXPEDITED N US-BAYER-2012-022972 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8450399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450399 NON-EXPEDITED N US-BAYER-2012-022285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 50 DAY BAYER

8450400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450400 NON-EXPEDITED N US-BAYER-2012-022954 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
FEELING ABNORMAL  

8450401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450401 NON-EXPEDITED N US-BAYER-2012-022951 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER
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Detailed Report
8450402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450402 NON-EXPEDITED N US-BAYER-2012-022995 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 129 DAY BAYER

8450403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450403 NON-EXPEDITED N US-BAYER-2012-023000 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER

8450405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450405 NON-EXPEDITED N US-BAYER-2012-023010 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8450406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450406 NON-EXPEDITED N US-BAYER-2012-022761 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8450407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450407 NON-EXPEDITED Y US-BAYER-2012-022752 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8450408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450408 NON-EXPEDITED N US-BAYER-2012-022953 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 11 DAY BAYER
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Detailed Report
8450409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450409 NON-EXPEDITED Y US-BAYER-2012-021964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 14 DAY BAYER

8450410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450410 NON-EXPEDITED Y US-BAYER-2012-022746 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8450411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450411 NON-EXPEDITED N US-BAYER-2012-022750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8450412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450412 NON-EXPEDITED Y US-BAYER-2012-022983 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8450413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450413 NON-EXPEDITED Y US-BAYER-2012-022922 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8450414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450414 NON-EXPEDITED N US-BAYER-2012-023011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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Detailed Report
8450415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450415 NON-EXPEDITED N US-BAYER-2012-022340 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8450416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450416 NON-EXPEDITED Y US-BAYER-2012-022448 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8450443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450443 NON-EXPEDITED N US-TEVA-326578USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8450459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450459 NON-EXPEDITED N US-BAYER-2012-020496 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S 20 µg/d, UNK  BAYER

8450461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450461 NON-EXPEDITED N US-BAYER-2012-021243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
DISCOMFORT  
MENSTRUAL DISORDER  
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Detailed Report
8450462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450462 NON-EXPEDITED N US-BAYER-2012-022345 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN EXFOLIATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8450464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450464 NON-EXPEDITED N US-BAYER-2012-022834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

8450467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450467 NON-EXPEDITED Y US-BAYER-2012-021528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
FEELING ABNORMAL  
INTENTIONAL MEDICAL DEVICE REMOVAL BY
PATIENT

 

WEIGHT INCREASED  

8450503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450503 NON-EXPEDITED N OT US-BAYER-2012-021911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8450535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450535 NON-EXPEDITED N US-TEVA-326599USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8450538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450538 EXPEDITED (15-DAY) Y OT RU-BAYER-2012-020686 29 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN RUPTURE MIRENA S UNK  BAYER

8450541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450541 EXPEDITED (15-DAY) N OT BR-BAYER-
BR-2007-017163

38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

INCREASED APPETITE FLUOXETINE HCL C ORAL UNK, 1x/day  
WEIGHT INCREASED CONTRACEPTIVES NOS C ORAL  
ABDOMINAL PAIN  
ADENOMYOSIS  
BREAST PAIN  
DEPRESSION  
ENDOMETRIOSIS  
FEELING ABNORMAL  
HAEMORRHAGIC OVARIAN CYST  
IRRITABILITY  
MENORRHAGIA  
NERVOUSNESS  
OVARIAN CYST  
PELVIC PAIN  
POLYMENORRHOEA  
SWELLING  

8450628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450628 NON-EXPEDITED Y US-TEVA-326788USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8450665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450665 NON-EXPEDITED N US-TEVA-326768USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8450684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450684 NON-EXPEDITED N US-TEVA-326794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8450685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450685 NON-EXPEDITED N US-TEVA-326757USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8450750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450750 NON-EXPEDITED N US-TEVA-326687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8450809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450809 NON-EXPEDITED N US-TEVA-326671USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZYRTEC C  

8450875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450875 NON-EXPEDITED N US-TEVA-326696USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8450876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8450876 NON-EXPEDITED N US-TEVA-326885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8451554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8451554 EXPEDITED (15-DAY) N OT NO-BAYER-2012-020338 36 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S UNK  BAYER
DEVICE ISSUE  

8451894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8451894 NON-EXPEDITED N US-TEVA-326919USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8451900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2012 8451900 NON-EXPEDITED N US-BAYER-2012-021943 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
7344360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7344360 NON-EXPEDITED N US-
BAYER-201017202NA

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
609 DAY BAYER

DEVICE EXPULSION  
MENSTRUATION DELAYED  
VOMITING  

7417404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7417404 EXPEDITED (15-DAY) N OT US-
BAYER-201023178NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 608 DAY BAYER
BREAST TENDERNESS  
CAESAREAN SECTION  
NAUSEA  

7435988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7435988 NON-EXPEDITED N OT US-
BAYER-201025871NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
458 DAY BAYER

ABORTION SPONTANEOUS  
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Detailed Report
7518978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7518978 NON-EXPEDITED N US-
BAYER-201028831NA

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

DEPRESSED MOOD  
EMOTIONAL DISORDER  
HEADACHE  
MOOD SWINGS  

7531383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7531383 NON-EXPEDITED N US-
BAYER-201028474NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

AMENORRHOEA  
VAGINAL HAEMORRHAGE  

7542517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7542517 NON-EXPEDITED N US-
BAYER-201025256NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL DISTENSION  
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Detailed Report
7543642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7543642 NON-EXPEDITED N US-
BAYER-201017721NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

7543650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7543650 NON-EXPEDITED N US-
BAYER-201021837NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

ABDOMINAL PAIN  
BACK PAIN  
BREAST PAIN  

7567513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7567513 NON-EXPEDITED N US-
BAYER-201031163NA

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

FATIGUE  
NAUSEA  

7813986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 7813986 NON-EXPEDITED N HO US-
BAYER-201026158NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER
ECTOPIC PREGNANCY GENERAL ANESTHESIA C UNK 1 DAY
ABORTION INCOMPLETE  
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Detailed Report
8232204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8232204 EXPEDITED (15-DAY) N OT US-BAYER-2011-106553 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 796 DAY BAYER
HALLUCINATION, VISUAL CONCERTA C  
PARANOIA TRAZODONE HYDROCHLORIDE C 2 DF, UNK  
HIRSUTISM ANESTHESIA C UNK  
INSULIN RESISTANCE  
MENSTRUATION DELAYED  
SWELLING FACE  
WEIGHT INCREASED  

8263318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8263318 EXPEDITED (15-DAY) Y OT RS-BAYER-2011-111136 Female RS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 µg, CONT 427 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ENDOMETRIAL HYPERTROPHY  

8308136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8308136 NON-EXPEDITED N HO,OT US-BAYER-2011-120752 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PELVIC PAIN ADDERALL C UNK  
VALTREX C UNK UNK, PRN  
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Detailed Report
8338857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8338857 NON-EXPEDITED Y OT US-BAYER-2012-004560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 400 DAY BAYER
GENITAL HAEMORRHAGE  

8384298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8384298 NON-EXPEDITED Y OT US-BAYER-2012-009161 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8384799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8384799 EXPEDITED (15-DAY) Y OT US-BAYER-2012-009058 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
ASTHMA  
GENITAL HAEMORRHAGE  
NAUSEA  
VOMITING  

8393204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8393204 NON-EXPEDITED Y OT US-BAYER-2012-010507 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 86 DAY BAYER
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Detailed Report
8397300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8397300 NON-EXPEDITED N US-BAYER-2012-012699 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
ABDOMINAL PAIN  

8402042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8402042 NON-EXPEDITED N OT US-BAYER-2012-012652 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 57 DAY BAYER
VAGINAL HAEMORRHAGE BENZALKONIUM CHLORIDE C UNK  
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8422476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8422476 NON-EXPEDITED N US-TEVA-324046USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8434785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8434785 NON-EXPEDITED N US-TEVA-325095USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADVIL C ORAL  
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Detailed Report
8452476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452476 NON-EXPEDITED N OT US-BAYER-2012-021542 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  

8452477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452477 NON-EXPEDITED N OT US-BAYER-2012-021794 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8452478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452478 EXPEDITED (15-DAY) N OT US-BAYER-2012-021522 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
BACTERIAL INFECTION  
DYSPEPSIA  
HAEMORRHOIDS  

8452480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452480 NON-EXPEDITED Y OT US-BAYER-2012-021741 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PAIN  

8452482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452482 NON-EXPEDITED Y OT US-BAYER-2012-021904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 338 DAY BAYER
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Detailed Report
8452696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452696 NON-EXPEDITED N US-TEVA-326891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BIRTH CONTROL PILL C  

8452708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452708 NON-EXPEDITED N OT US-BAYER-2012-022385 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 114 DAY BAYER
DEVICE EXPULSION  

8452730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452730 NON-EXPEDITED N US-TEVA-326810USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8452959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452959 NON-EXPEDITED N US-TEVA-326883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8452990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8452990 NON-EXPEDITED N US-TEVA-326849USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8453019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453019 NON-EXPEDITED N US-TEVA-326853USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ORTHO TRI CYCLEN C ORAL  

8453054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453054 NON-EXPEDITED N US-TEVA-326928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8453062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453062 NON-EXPEDITED N US-
ABBOTT-11P-163-07209
05-00

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH LUPRON DEPOT S  
NAUSEA SEASONIQUE S  
ARTHRALGIA  
BONE PAIN  
CHEST PAIN  
DEPRESSION  
DIZZINESS  
EAR INFECTION  
FATIGUE  
FLUSHING  
HYPOAESTHESIA  
MIDDLE EAR EFFUSION  
MIGRAINE  
MUSCULAR WEAKNESS  
MUSCULOSKELETAL DISCOMFORT  
MYALGIA  
NASOPHARYNGITIS  
PAIN  
PARAESTHESIA  
RENAL PAIN  
SENSORY DISTURBANCE  
VAGINAL HAEMORRHAGE  
VITAMIN D DEFICIENCY  
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Detailed Report
8453243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453243 NON-EXPEDITED N US-TEVA-326954USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453361 NON-EXPEDITED N US-TEVA-326808USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453469 NON-EXPEDITED N US-TEVA-327132USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453582 NON-EXPEDITED N US-TEVA-327231USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8453619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453619 NON-EXPEDITED N US-TEVA-326805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8453652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453652 NON-EXPEDITED Y OT US-BAYER-2012-021527 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8453694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453694 NON-EXPEDITED N OT US-BAYER-2012-022698 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
MUSCLE SPASMS  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

8453695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453695 NON-EXPEDITED N OT US-BAYER-2012-022199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8453790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453790 NON-EXPEDITED N US-TEVA-326801USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS CONTRACEPTIVES C  
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Detailed Report
8453797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453797 NON-EXPEDITED N US-TEVA-327222USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453798 NON-EXPEDITED N US-TEVA-327219USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453807 NON-EXPEDITED N US-TEVA-326811USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8453815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453815 NON-EXPEDITED N US-BAYER-2012-023491 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8453816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453816 NON-EXPEDITED Y US-BAYER-2012-023806 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453818 NON-EXPEDITED Y US-BAYER-2012-022259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
UTERINE LEIOMYOMA  
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Detailed Report
8453819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453819 NON-EXPEDITED N US-BAYER-2012-021237 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S 20 mcg/24hr, CONT  BAYER

8453820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453820 NON-EXPEDITED Y US-BAYER-2012-022241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453821 NON-EXPEDITED Y US-BAYER-2012-023870 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453823 NON-EXPEDITED N US-BAYER-2012-023878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453825 NON-EXPEDITED N US-BAYER-2012-022936 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK 30 DAY BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  

8453826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453826 NON-EXPEDITED N US-BAYER-2012-023301 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
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Detailed Report
8453827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453827 NON-EXPEDITED N US-BAYER-2012-021436 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8453835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453835 NON-EXPEDITED N US-TEVA-327165USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8453836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453836 NON-EXPEDITED Y US-BAYER-2012-023759 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8453837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453837 NON-EXPEDITED Y US-BAYER-2012-023765 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453838 NON-EXPEDITED Y US-BAYER-2012-023484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453839 NON-EXPEDITED N US-BAYER-2012-023717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  
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Detailed Report
8453840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453840 NON-EXPEDITED N US-BAYER-2012-023392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453841 NON-EXPEDITED Y US-BAYER-2012-023270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453842 NON-EXPEDITED N US-BAYER-2012-023487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453843 NON-EXPEDITED Y US-BAYER-2012-023382 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8453844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453844 NON-EXPEDITED N US-BAYER-2012-023408 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453880 NON-EXPEDITED N US-TEVA-327159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8453966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453966 NON-EXPEDITED N US-BAYER-2012-023887 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8453972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453972 NON-EXPEDITED N US-BAYER-2012-023776 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8453973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8453973 NON-EXPEDITED N US-TEVA-327153USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CONCERTA C  
XANAX C  
CELEXA C  

8454054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454054 NON-EXPEDITED N US-TEVA-327239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8454337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454337 NON-EXPEDITED N US-TEVA-327138USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8454505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454505 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA TRIVORA S 1 pill  
BREAST TENDERNESS  
HYPOMENORRHOEA  
METRORRHAGIA  
MIGRAINE  
PRODUCT QUALITY ISSUE  

8454566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454566 DIRECT N 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  
DEVICE DISLOCATION  

8454569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454569 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY THROMBOSIS LEVONORGESTREL S ORAL  

8454591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454591 DIRECT N HO,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S  
DYSPAREUNIA  
INFERTILITY FEMALE  
INTRA-ABDOMINAL HAEMORRHAGE  
PELVIC INFLAMMATORY DISEASE  
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Detailed Report
8454610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454610 NON-EXPEDITED N US-TEVA-327117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
NAUSEA  
VOMITING  

8454620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2012 8454620 NON-EXPEDITED Y US-BAYER-2012-023966 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

7531382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 7531382 NON-EXPEDITED N US-
BAYER-201029181NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MENSTRUATION DELAYED  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7547124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 7547124 NON-EXPEDITED N US-
BAYER-201022396NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

MALAISE  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8129087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8129087 NON-EXPEDITED Y OT US-BAYER-2011-080851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER
VAGINAL HAEMORRHAGE  

8325562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8325562 NON-EXPEDITED Y US-BAYER-2012-001709 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8337640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8337640 NON-EXPEDITED N OT US-BAYER-2012-004093 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, QD 427 DAY BAYER
DEVICE EXPULSION  

8338001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8338001 NON-EXPEDITED N OT US-BAYER-2012-004552 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1758 DAY BAYER
ABORTION SPONTANEOUS ADVAIR DISKUS C  

LOTENSIN C  
QUAR C  
ZEGEND C  
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Freedom of Information Act (FOIA) 

Detailed Report
8362110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8362110 NON-EXPEDITED Y OT US-BAYER-2012-008897 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 393 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8391987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8391987 NON-EXPEDITED Y HO,OT US-BAYER-2012-009928 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 279 DAY BAYER

GENITAL HAEMORRHAGE  

8400619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8400619 NON-EXPEDITED N OT US-BAYER-2012-012422 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8403068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8403068 NON-EXPEDITED Y OT US-BAYER-2012-014061 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

ALBUTEROL C UNK UNK, PRN  
ADVAIR DISKUS C UNK UNK, QD  
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Detailed Report
8406211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8406211 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-014396 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA LEVONORGESTREL S INTRAUTERINE UNK 183 DAY BAYER
DEVICE DISLOCATION  

8418634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8418634 NON-EXPEDITED N OT US-BAYER-2012-016563 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER
DEVICE DISLOCATION  
VAGINAL HAEMORRHAGE  

8422975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8422975 NON-EXPEDITED N US-TEVA-324028USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8437297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8437297 NON-EXPEDITED N US-TEVA-325354USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8439915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8439915 NON-EXPEDITED N OT US-BAYER-2012-019009 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
DEVICE EXPULSION  

8450536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8450536 NON-EXPEDITED N US-TEVA-326803USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PRESYNCOPE  

8455163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455163 NON-EXPEDITED N OT US-BAYER-2012-022193 75 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8455164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455164 NON-EXPEDITED N OT US-BAYER-2012-023813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8455165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455165 NON-EXPEDITED Y OT US-BAYER-2012-022296 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 304 DAY BAYER

Page: 10,076 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8455166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455166 EXPEDITED (15-DAY) Y OT US-BAYER-2012-022721 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S UNK  BAYER

8455167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455167 NON-EXPEDITED N OT US-BAYER-2012-022181 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
EMOTIONAL DISORDER  
FATIGUE  
GENITAL HAEMORRHAGE  
HOT FLUSH  

8455168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455168 NON-EXPEDITED Y OT US-BAYER-2012-022218 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8455169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455169 NON-EXPEDITED N OT US-BAYER-2012-022311 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT 254 DAY BAYER
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
PAIN  
UTERINE ENLARGEMENT  
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Detailed Report
8455170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455170 NON-EXPEDITED N OT US-BAYER-2012-022213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST HYPERPLASIA  
WEIGHT INCREASED  

8455172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455172 NON-EXPEDITED N OT US-BAYER-2012-022307 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST DISCHARGE  
BREAST TENDERNESS  
WEIGHT LOSS POOR  

8455173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455173 NON-EXPEDITED Y OT US-BAYER-2012-022393 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8455214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455214 NON-EXPEDITED Y US-BAYER-2012-024027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8455216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455216 NON-EXPEDITED N US-BAYER-2012-023758 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8455220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455220 NON-EXPEDITED N US-BAYER-2012-023980 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8455221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455221 NON-EXPEDITED Y US-BAYER-2012-023992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 31 DAY BAYER

8455229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455229 NON-EXPEDITED N US-TEVA-327234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455262 NON-EXPEDITED N US-TEVA-327230USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455367 NON-EXPEDITED N US-TEVA-327216USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR YAZ C  

8455389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455389 NON-EXPEDITED N US-BAYER-2012-023990 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER
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Detailed Report
8455402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455402 NON-EXPEDITED N US-TEVA-327258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455631 NON-EXPEDITED Y US-TEVA-327266USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455648 NON-EXPEDITED N US-TEVA-327246USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEXAPRO C  

8455732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455732 NON-EXPEDITED N US-TEVA-327233USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455752 NON-EXPEDITED N US-TEVA-327251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8455772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455772 NON-EXPEDITED N US-TEVA-327247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8455810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455810 NON-EXPEDITED Y OT US-BAYER-2012-023351 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE DISLOCATION  

8455811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455811 NON-EXPEDITED Y OT US-BAYER-2012-023252 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MUSCLE SPASMS  

8455813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455813 NON-EXPEDITED N OT US-BAYER-2012-023265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 86 DAY BAYER
DEVICE EXPULSION  

8455814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455814 NON-EXPEDITED N OT US-BAYER-2012-022901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8455815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455815 NON-EXPEDITED N OT US-BAYER-2012-023013 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 19 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8455816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455816 NON-EXPEDITED Y OT US-BAYER-2012-022767 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 187 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8455817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455817 NON-EXPEDITED N OT US-BAYER-2012-023026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8455819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455819 NON-EXPEDITED Y OT US-BAYER-2012-022826 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8455820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455820 NON-EXPEDITED Y OT US-BAYER-2012-023271 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 30 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8455852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455852 NON-EXPEDITED N US-TEVA-327253USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8455860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455860 NON-EXPEDITED N OT US-BAYER-2012-023805 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8455878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455878 NON-EXPEDITED N US-TEVA-327260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455983 NON-EXPEDITED N US-TEVA-327271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

8455996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8455996 NON-EXPEDITED N US-TEVA-327283USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN AMOXICILLIN C  
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Detailed Report
8456009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456009 NON-EXPEDITED N US-TEVA-327294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
NAUSEA  

8456141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456141 NON-EXPEDITED N US-TEVA-327278USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
WEIGHT INCREASED  

8456297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456297 NON-EXPEDITED N US-TEVA-327446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456324 NON-EXPEDITED N US-TEVA-327557USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8456337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456337 NON-EXPEDITED N US-TEVA-327464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8456346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456346 NON-EXPEDITED N US-TEVA-327565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456364 NON-EXPEDITED N US-TEVA-327504USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VERTIGO PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8456365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456365 NON-EXPEDITED N US-TEVA-327570USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456408 NON-EXPEDITED N US-TEVA-327561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456475 NON-EXPEDITED N US-TEVA-327533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456483 NON-EXPEDITED N US-TEVA-327527USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8456590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456590 NON-EXPEDITED N US-TEVA-327304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456614 NON-EXPEDITED N US-TEVA-327600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456655 NON-EXPEDITED N US-TEVA-327445USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8456691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456691 NON-EXPEDITED N US-TEVA-327411USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPIRED DRUG ADMINISTERED  
MENSTRUATION IRREGULAR  

8456700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456700 NON-EXPEDITED N US-TEVA-327290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8456705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456705 NON-EXPEDITED N US-TEVA-327267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8456738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456738 EXPEDITED (15-DAY) Y OT US-TEVA-326156USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8456825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2012 8456825 NON-EXPEDITED N US-TEVA-327284USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7389342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7389342 NON-EXPEDITED Y OT US-
BAYER-201022216NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINOUS
1461 DAY BAYER

VAGINAL HAEMORRHAGE  
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Detailed Report
7415250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7415250 NON-EXPEDITED Y OT US-
BAYER-201023846NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1582 DAY BAYER

DEVICE DISLOCATION  

7415251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7415251 EXPEDITED (15-DAY) N OT US-
BAYER-201023765NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
121 DAY BAYER

CAESAREAN SECTION  

7453794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7453794 EXPEDITED (15-DAY) Y OT CA-
BAYER-201023095NA

Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST TENDERNESS ASCORBIC ACID C  
BREAST CYST CALCIUM C  
BREAST PAIN MAGNESIUM C  
ANXIETY  
CERVICAL POLYP  
DEVICE DIFFICULT TO USE  
SKIN DISORDER  
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Detailed Report
7519297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7519297 NON-EXPEDITED Y US-
BAYER-201021556NA

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 381 DAY BAYER

ALBUTEROL C UNK UNK, PRN  

7633388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7633388 EXPEDITED (15-DAY) N HO US-
BAYER-201033553NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 MCG/DAY 183 DAY BAYER
CYST  
INFECTED CYST  
PAIN  

7665460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 7665460 NON-EXPEDITED N US-
BAYER-201031654NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8240101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8240101 EXPEDITED (15-DAY) Y OT GB-TEVA-306913ISR 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE VALPROIC ACID S  TEVA
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE  
MATERNAL EXPOSURE DURING PREGNANCY CITALOPRAM C  

OXYBUTYNIN C  
LORATADINE C  

Page: 10,089 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8320763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8320763 NON-EXPEDITED N US-BAYER-2012-000512 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 156 DAY BAYER

8334028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8334028 NON-EXPEDITED N OT US-BAYER-2012-003346 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
MUSCLE SPASMS MIRENA S  BAYER

8338856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8338856 NON-EXPEDITED N OT US-BAYER-2012-004555 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  

8387796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8387796 NON-EXPEDITED N OT US-BAYER-2012-010091 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8396196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8396196 EXPEDITED (15-DAY) N OT IL-BAYER-2012-010073 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

CIPRALEX C UNK  
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Detailed Report
8419959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8419959 NON-EXPEDITED N OT US-BAYER-2012-015829 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8425330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8425330 NON-EXPEDITED N OT US-BAYER-2012-017722 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
DEVICE EXPULSION  
DYSPAREUNIA  
PELVIC PAIN  

8429865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8429865 NON-EXPEDITED N US-TEVA-324585USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8444308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8444308 NON-EXPEDITED N US-TEVA-326239USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PHENTERMINE C  

8447232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8447232 NON-EXPEDITED Y OT US-BAYER-2012-021800 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
DEVICE COMPONENT ISSUE MIRENA S  BAYER
PAIN  
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Detailed Report
8453696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8453696 NON-EXPEDITED N OT US-BAYER-2012-022712 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
DEVICE EXPULSION  
PAIN  

8454639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8454639 NON-EXPEDITED N US-TEVA-327156USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457323 NON-EXPEDITED N US-TEVA-327671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457325 NON-EXPEDITED N US-TEVA-327674USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457330 NON-EXPEDITED N US-TEVA-327670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8457335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457335 NON-EXPEDITED N US-TEVA-327662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457349 NON-EXPEDITED N US-TEVA-327659USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERVENTILATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL C  

8457443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457443 NON-EXPEDITED N US-TEVA-327643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457479 NON-EXPEDITED N US-TEVA-327657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457492 NON-EXPEDITED N US-PFIZER
INC-2012063258

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH DEPO-PROVERA S UNK  PFIZER
INSOMNIA PLAN B ONE-STEP S ORAL 1.5 mg, 1x/day 1 DAY
ANXIETY  
COLD SWEAT  
DIZZINESS  
MENSTRUATION DELAYED  
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Detailed Report
8457704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457704 NON-EXPEDITED N US-TEVA-327567USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8457710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457710 NON-EXPEDITED Y US-BAYER-2012-023959 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 42 DAY BAYER

8457715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457715 NON-EXPEDITED N US-BAYER-2012-021323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8457717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457717 NON-EXPEDITED Y US-BAYER-2012-024013 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

8457725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457725 NON-EXPEDITED N US-BAYER-2012-024331 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8457783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457783 NON-EXPEDITED N US-TEVA-327574USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8457833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457833 NON-EXPEDITED N US-BAYER-2012-024278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8457834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457834 NON-EXPEDITED Y US-BAYER-2012-024412 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE UNK 92 DAY BAYER
DEVICE EXPULSION  
VULVOVAGINAL PAIN  

8457835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457835 NON-EXPEDITED N US-BAYER-2012-024405 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

8457836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457836 NON-EXPEDITED N US-BAYER-2012-023831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8457837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457837 NON-EXPEDITED N US-BAYER-2012-024379 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 49 DAY BAYER
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Detailed Report
8457838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457838 NON-EXPEDITED N US-BAYER-2012-024390 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1089 DAY BAYER

8457841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457841 NON-EXPEDITED Y US-BAYER-2012-024328 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 331 DAY BAYER

8457842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457842 NON-EXPEDITED N US-BAYER-2012-023787 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8457843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457843 NON-EXPEDITED Y US-BAYER-2012-024725 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 132 DAY BAYER

8457844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457844 NON-EXPEDITED N US-BAYER-2012-024452 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8457845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457845 NON-EXPEDITED N US-BAYER-2012-024396 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8457846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457846 NON-EXPEDITED N US-BAYER-2012-024438 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 9 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8457852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457852 NON-EXPEDITED N US-TEVA-327654USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8457854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457854 NON-EXPEDITED N US-TEVA-327649USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ZYRTEC C  
ANTIBIOTIC C  
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Detailed Report
8457904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457904 NON-EXPEDITED N US-TEVA-327658USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8457973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8457973 NON-EXPEDITED N US-TEVA-327664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SOMNOLENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
NAUSEA  

8458006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458006 NON-EXPEDITED N US-TEVA-327683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
VOMITING  

8458025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458025 NON-EXPEDITED N US-TEVA-327682USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8458044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458044 NON-EXPEDITED N US-TEVA-327680USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8458077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458077 NON-EXPEDITED N US-TEVA-327637USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8458084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458084 NON-EXPEDITED N US-TEVA-327678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8458117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458117 NON-EXPEDITED N US-TEVA-327675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8458124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458124 NON-EXPEDITED N OT US-BAYER-2012-023405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

8458126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458126 NON-EXPEDITED N OT US-BAYER-2012-023859 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 451 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8458127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458127 NON-EXPEDITED Y OT US-BAYER-2012-023875 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8458128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458128 NON-EXPEDITED N OT US-BAYER-2012-023356 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISCOMFORT  
MEDICAL DEVICE COMPLICATION  

8458172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458172 NON-EXPEDITED N US-TEVA-327672USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

8458396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458396 NON-EXPEDITED N US-TEVA-327579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8458397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458397 NON-EXPEDITED N US-TEVA-327578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8458735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458735 NON-EXPEDITED N OT US-BAYER-2012-023815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 445 DAY BAYER
ABDOMINAL PAIN  

8458797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458797 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060522

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ABORTION INDUCED  
UNINTENDED PREGNANCY  

8458879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458879 EXPEDITED (15-DAY) Y HO US-BAYER-2012-022416 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL PELVIC INFLAMMATORY DISEASE MIRENA S 20 mcg/24hr, CONT 9 DAY BAYER
PELVIC PAIN  
PYREXIA  
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Detailed Report
8458892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458892 NON-EXPEDITED N US-TEVA-327850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8458900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458900 EXPEDITED (15-DAY) Y OT NL-BAYER-2012-021778 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE EXPULSION  
PROCEDURAL PAIN  
PRODUCT SHAPE ISSUE  

8458906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458906 EXPEDITED (15-DAY) Y HO,LT ES-BAYER-2012-021693 30 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

HUMIRA C UNKNOWN UNK 1187 DAY
ARAVA C ORAL UNK 1194 DAY
CELEBREX C ORAL  
LEVOTHYROXINE SODIUM C ORAL  
IRON C ORAL  

8458913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458913 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-021974 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HIDRADENITIS MIRENA S UNK  BAYER
RASH PUSTULAR  
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Detailed Report
8458918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458918 EXPEDITED (15-DAY) Y OT US-BAYER-2012-022456 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
DIZZINESS  
NAUSEA  

8458922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458922 NON-EXPEDITED Y US-BAYER-2012-024548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8458988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458988 NON-EXPEDITED N OT US-BAYER-2012-022717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8458996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8458996 NON-EXPEDITED Y OT US-BAYER-2012-022728 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8459002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459002 NON-EXPEDITED N OT US-BAYER-2012-022693 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE UNK  BAYER
NO ADVERSE EVENT  
PAIN  
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Detailed Report
8459022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459022 NON-EXPEDITED N OT US-BAYER-2012-022709 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
PELVIC PAIN  

8459026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459026 NON-EXPEDITED Y OT US-BAYER-2012-022357 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8459027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459027 NON-EXPEDITED Y US-BAYER-2012-023735 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8459029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459029 NON-EXPEDITED N OT US-BAYER-2012-023825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8459036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459036 NON-EXPEDITED Y OT US-BAYER-2012-022947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

Page: 10,104 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8459037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459037 NON-EXPEDITED N US-BAYER-2012-024014 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8459038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459038 NON-EXPEDITED N OT US-BAYER-2012-022985 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8459044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459044 NON-EXPEDITED N US-BAYER-2012-023739 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8459045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459045 NON-EXPEDITED N US-BAYER-2012-023482 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION DELAYED  

8459053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459053 NON-EXPEDITED N OT US-BAYER-2012-023016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8459176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459176 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060653

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  

8459177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459177 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060466

28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
ABORTION INDUCED  
UNINTENDED PREGNANCY  

8459178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459178 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060731

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  

8459182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459182 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060472

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  
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Detailed Report
8459185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459185 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012060709

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
ABORTION INDUCED  
UNINTENDED PREGNANCY  

8459197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459197 NON-EXPEDITED N US-BAYER-2012-024859 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8459198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459198 NON-EXPEDITED N US-BAYER-2012-023768 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

8459200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459200 NON-EXPEDITED Y US-BAYER-2012-023749 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8459201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459201 NON-EXPEDITED Y US-BAYER-2012-024347 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 248 DAY BAYER
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Detailed Report
8459202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459202 NON-EXPEDITED N US-BAYER-2012-024749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8459204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459204 NON-EXPEDITED Y US-BAYER-2012-024380 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8459205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459205 NON-EXPEDITED Y US-BAYER-2012-024842 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8459206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459206 NON-EXPEDITED N US-BAYER-2012-024627 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8459207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459207 NON-EXPEDITED N US-BAYER-2012-024846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER

8459208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8459208 NON-EXPEDITED Y US-BAYER-2012-024769 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT 196 DAY BAYER
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Detailed Report
8486406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8486406 NON-EXPEDITED N HRA-CDB20110119 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION ELLA S ORAL 1 DOSAGE FORMS (1

DOSAGE FORMS, 1 IN
1 D), ORAL

 

MENSTRUAL DISORDER PLAN B S ORAL 1 DOSAGE FORMS (1
DOSAGE FORMS, 1 IN
1 D), ORAL

 

DRUG PRESCRIBING ERROR  
HYPOMENORRHOEA  

8486412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2012 8486412 NON-EXPEDITED N HRA-CDB20110127 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY MOUTH ELLA S  
THIRST PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG, 1 IN 1

D), ORAL
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Detailed Report
8070710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8070710 EXPEDITED (15-DAY) Y OT US-BAYER-2011-066777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUALLY TRANSMITTED DISEASE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg, CONT 205 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
DEVICE DEPLOYMENT ISSUE  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
MOOD SWINGS  
STRESS  
VAGINAL HAEMORRHAGE  

8108019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8108019 NON-EXPEDITED N OT US-BAYER-2011-077068 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
GENITAL HAEMORRHAGE MISOPROSTOL C  
FEELING ABNORMAL DOXYCYCLINE C ORAL 100 mg, UNK  
ASTHENIA  
OROPHARYNGEAL PAIN  
PAIN  
PRODUCTIVE COUGH  
VOMITING  
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Detailed Report
8130491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8130491 NON-EXPEDITED Y US-BAYER-2011-043873 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8174068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8174068 NON-EXPEDITED N OT US-BAYER-2011-092972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8310839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8310839 EXPEDITED (15-DAY) N OT US-BAYER-2011-120024 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA YAZ S UNK  BAYER
PARAESTHESIA ZOLOFT C UNK  
BILE DUCT OBSTRUCTION  
BREAST PAIN  
CHOLELITHOTOMY  
MIGRAINE  
PANIC ATTACK  
PROCEDURAL NAUSEA  

8314776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8314776 NON-EXPEDITED N OT US-BAYER-2011-122119 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8406221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8406221 NON-EXPEDITED N US-BAYER-2012-014060 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
PAIN  

8422455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8422455 NON-EXPEDITED Y OT US-BAYER-2012-016580 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
OVARIAN CYST  

8423886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8423886 NON-EXPEDITED N US-BAYER-2012-017524 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8446971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8446971 NON-EXPEDITED N US-TEVA-326490USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  
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Detailed Report
8460138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460138 NON-EXPEDITED Y OT US-BAYER-2012-022885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8460139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460139 NON-EXPEDITED N OT US-BAYER-2012-023490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, CONT  BAYER
DISCOMFORT  
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  

8460163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460163 NON-EXPEDITED N US-TEVA-327791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460201 NON-EXPEDITED N OT US-BAYER-2012-023021 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 915 DAY BAYER
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA RISPERDAL S UNK  

EFFEXOR C UNK  

8460345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460345 NON-EXPEDITED N US-TEVA-327796USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8460360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460360 NON-EXPEDITED N US-BAYER-2012-024864 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8460361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460361 NON-EXPEDITED N US-BAYER-2012-024910 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
RASH PRURITIC  

8460362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460362 NON-EXPEDITED Y US-BAYER-2012-024892 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

8460363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460363 NON-EXPEDITED Y US-BAYER-2012-025005 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S  BAYER

8460364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460364 NON-EXPEDITED Y US-BAYER-2012-025032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8460365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460365 NON-EXPEDITED N US-BAYER-2012-024932 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER
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Detailed Report
8460366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460366 NON-EXPEDITED N US-BAYER-2012-024890 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 21 DAY BAYER

8460367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460367 NON-EXPEDITED N US-BAYER-2012-024928 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER

8460368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460368 NON-EXPEDITED N US-BAYER-2012-024986 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/d, CONT 2 DAY BAYER

8460369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460369 NON-EXPEDITED N US-BAYER-2012-024795 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8460371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460371 NON-EXPEDITED Y US-BAYER-2012-024893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S 20 mcg/24hr, CONT  BAYER

8460372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460372 NON-EXPEDITED N US-BAYER-2012-024350 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
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Detailed Report
8460373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460373 NON-EXPEDITED Y US-BAYER-2012-024905 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8460374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460374 NON-EXPEDITED N US-BAYER-2012-024549 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8460375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460375 NON-EXPEDITED Y US-BAYER-2012-023975 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 11 DAY BAYER

8460376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460376 NON-EXPEDITED Y US-BAYER-2012-024989 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 70 DAY BAYER

8460377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460377 NON-EXPEDITED N US-BAYER-2012-024902 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 57 DAY BAYER

8460378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460378 NON-EXPEDITED Y US-BAYER-2012-024874 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8460380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460380 NON-EXPEDITED Y US-BAYER-2012-024991 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8460381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460381 NON-EXPEDITED N US-BAYER-2012-024371 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 546 DAY BAYER
DYSPEPSIA  
FATIGUE  
NAUSEA  

8460382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460382 NON-EXPEDITED N US-BAYER-2012-024895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER

MIRENA S  BAYER

8460383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460383 NON-EXPEDITED N US-BAYER-2012-023790 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 243 DAY BAYER

8460500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460500 NON-EXPEDITED N US-TEVA-327848USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8460569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460569 NON-EXPEDITED N US-TEVA-327877USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  

8460688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460688 NON-EXPEDITED N US-TEVA-327879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460700 NON-EXPEDITED N US-TEVA-327884USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460711 NON-EXPEDITED N US-TEVA-327743USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED MOBIC C  
PELVIC PAIN  

8460732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460732 NON-EXPEDITED N US-TEVA-327788USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8460745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460745 NON-EXPEDITED N US-TEVA-327855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION DELAYED  

8460766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460766 NON-EXPEDITED N US-TEVA-327874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460825 NON-EXPEDITED N US-TEVA-327880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460839 NON-EXPEDITED N US-TEVA-327891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8460981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8460981 NON-EXPEDITED N US-TEVA-327752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8461033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461033 NON-EXPEDITED N US-TEVA-327899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8461186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461186 NON-EXPEDITED N OT US-BAYER-2012-024257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
INFECTION  
PAIN  

8461239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461239 NON-EXPEDITED N US-BAYER-2012-025075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8461240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461240 NON-EXPEDITED Y US-BAYER-2012-024993 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8461241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461241 NON-EXPEDITED N US-BAYER-2012-024388 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8461242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461242 NON-EXPEDITED N US-BAYER-2012-024458 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8461243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461243 NON-EXPEDITED N US-BAYER-2012-025228 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER

8461265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461265 NON-EXPEDITED N US-TEVA-327786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8461352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461352 NON-EXPEDITED N US-TEVA-327793USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8461371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461371 NON-EXPEDITED N US-BAYER-2012-024851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8461374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461374 NON-EXPEDITED N US-BAYER-2012-024441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
C-REACTIVE PROTEIN INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RED BLOOD CELL SEDIMENTATION RATE
INCREASED

 

8461809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2012 8461809 NON-EXPEDITED N US-TEVA-328156USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  

7864721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 7864721 NON-EXPEDITED Y US-BAYER-2011-021320 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8334027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8334027 NON-EXPEDITED Y OT US-BAYER-2012-003593 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 51 DAY BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8402045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8402045 NON-EXPEDITED N OT US-BAYER-2012-012875 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 1387 DAY BAYER
DEVICE DISLOCATION  
NAUSEA  

8405204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8405204 NON-EXPEDITED Y US-BAYER-2012-014287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S  BAYER

8405977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8405977 EXPEDITED (15-DAY) N OT SE-BAYER-2012-014357 44 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER

8408265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8408265 NON-EXPEDITED Y US-BAYER-2012-015231 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COUGH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
PYREXIA  
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Detailed Report
8416885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8416885 NON-EXPEDITED Y US-BAYER-2012-014551 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 185 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
POST PROCEDURAL DISCOMFORT  

8420165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8420165 NON-EXPEDITED Y OT US-BAYER-2012-015968 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
POST PROCEDURAL HAEMORRHAGE  

8428101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8428101 NON-EXPEDITED N US-BAYER-2012-018364 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8432057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8432057 NON-EXPEDITED N US-BAYER-2012-019450 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 243 DAY BAYER
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Detailed Report
8454081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8454081 NON-EXPEDITED N US-TEVA-327243USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8454624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8454624 NON-EXPEDITED N US-TEVA-327137USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8462405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462405 NON-EXPEDITED N OT US-BAYER-2012-023998 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8462406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462406 NON-EXPEDITED N OT US-BAYER-2012-024253 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
DEVICE EXPULSION  

8462407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462407 NON-EXPEDITED N OT US-BAYER-2012-023753 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION  
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8462409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462409 NON-EXPEDITED N OT US-BAYER-2012-023832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8462410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462410 EXPEDITED (15-DAY) N OT CN-BAYER-2012-024121 33 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI MASS  

8462456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462456 NON-EXPEDITED N US-TEVA-328137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8462496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462496 NON-EXPEDITED N US-TEVA-328117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8462672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462672 NON-EXPEDITED Y OT US-BAYER-2012-023930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8462680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462680 NON-EXPEDITED N US-TEVA-328099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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8462723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462723 NON-EXPEDITED Y OT US-BAYER-2012-024382 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8462776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462776 NON-EXPEDITED N US-BAYER-2012-024558 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

8462778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462778 NON-EXPEDITED N US-BAYER-2012-024981 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8462779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462779 NON-EXPEDITED N US-BAYER-2012-025603 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8462780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462780 NON-EXPEDITED N US-BAYER-2012-024756 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
PROCEDURAL PAIN  

8462781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462781 NON-EXPEDITED Y US-BAYER-2012-024018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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8462782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462782 NON-EXPEDITED Y US-BAYER-2012-025537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8462783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462783 NON-EXPEDITED Y US-BAYER-2012-025390 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8462784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462784 NON-EXPEDITED Y US-BAYER-2012-025407 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8462785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462785 NON-EXPEDITED N US-BAYER-2012-025294 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 25 DAY BAYER

8462838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462838 NON-EXPEDITED N US-TEVA-328094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8462903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462903 NON-EXPEDITED N US-TEVA-328058USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8462971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462971 NON-EXPEDITED N US-TEVA-328043USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8462983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462983 NON-EXPEDITED N US-BAYER-2012-024117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
PYREXIA  

8462988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8462988 NON-EXPEDITED Y US-BAYER-2012-025389 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8463137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463137 NON-EXPEDITED N US-TEVA-328167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8463224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463224 NON-EXPEDITED N US-TEVA-328035USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8463249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463249 NON-EXPEDITED N US-TEVA-328178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8463268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463268 NON-EXPEDITED N US-TEVA-328149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8463287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463287 NON-EXPEDITED N US-TEVA-328162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8463293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463293 NON-EXPEDITED N US-BAYER-2012-025556 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8463315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463315 NON-EXPEDITED N US-TEVA-328152USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8463434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463434 NON-EXPEDITED Y OT US-BAYER-2012-024916 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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8463460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463460 NON-EXPEDITED N US-TEVA-328134USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SOLODYN C  

8463525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463525 NON-EXPEDITED N US-TEVA-328101USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

8463607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463607 NON-EXPEDITED N US-TEVA-328096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VOMITING  

8463657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8463657 NON-EXPEDITED N US-TEVA-328093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8470173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8470173 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S  
ABORTION SPONTANEOUS  
HAEMORRHAGE  
PREGNANCY WITH IMPLANT CONTRACEPTIVE  
TREATMENT FAILURE  

8470311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2012 8470311 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  
ABDOMINAL DISTENSION  
ACNE  
BACK PAIN  
BREAST PAIN  
BREAST TENDERNESS  
DYSMENORRHOEA  
MUSCLE SPASMS  
PELVIC PAIN  
SCIATICA  
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7632415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 7632415 EXPEDITED (15-DAY) N OT US-
BAYER-201036660NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY ALBUTEROL C  
MOOD SWINGS KLONOPIN C 1 mg, UNK  
HYPERHIDROSIS CYMBALTA C  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  

7672339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 7672339 NON-EXPEDITED N OT US-
BAYER-201040191NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1229 DAY BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
ECTOPIC PREGNANCY  
Haemorrhage in pregnancy  

7964814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 7964814 NON-EXPEDITED N US-TEVA-283558USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN VITAMINS NOS C  
BREAST TENDERNESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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8396245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8396245 NON-EXPEDITED Y OT US-BAYER-2012-010705 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8447477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8447477 NON-EXPEDITED N US-TEVA-326491USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8452663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8452663 NON-EXPEDITED N US-TEVA-326851USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON C  
VITAMINS NOS C  

8453296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8453296 NON-EXPEDITED N US-TEVA-326959USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8455723 NON-EXPEDITED N US-TEVA-327252USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8455783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8455783 NON-EXPEDITED N US-TEVA-327235USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8464646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8464646 NON-EXPEDITED N US-TEVA-328320USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8464977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8464977 NON-EXPEDITED N US-TEVA-328247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8465063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465063 NON-EXPEDITED N US-TEVA-328283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8465110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465110 NON-EXPEDITED N US-TEVA-328346USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER OMNARIS C  

8465193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465193 NON-EXPEDITED N US-TEVA-328357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8465316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465316 NON-EXPEDITED N US-TEVA-328362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8465605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465605 NON-EXPEDITED N US-TEVA-328492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8465670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465670 NON-EXPEDITED N US-TEVA-328497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8465866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465866 NON-EXPEDITED Y US-BAYER-2012-026401 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
PAIN  

8465867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465867 NON-EXPEDITED Y US-BAYER-2012-025218 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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8465868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465868 NON-EXPEDITED N US-BAYER-2012-026405 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

MIRENA S  BAYER

8465869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8465869 NON-EXPEDITED N US-BAYER-2012-024999 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
MUSCLE SPASMS MIRENA S  BAYER

8466110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466110 NON-EXPEDITED N US-TEVA-328615USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
NIPPLE PAIN  

8466136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466136 NON-EXPEDITED N US-TEVA-328612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8466262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466262 NON-EXPEDITED N US-TEVA-328300USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
OFF LABEL USE  
WRONG DRUG ADMINISTERED  

8466414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466414 NON-EXPEDITED N US-TEVA-328539USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8466447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466447 NON-EXPEDITED N US-TEVA-328564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VAGINAL ODOUR  

8466602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8466602 NON-EXPEDITED N US-TEVA-328576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  
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8467262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2012 8467262 NON-EXPEDITED N US-TEVA-328284USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA PREDNISONE C  
VAGINAL ODOUR TRAMADOL HYDROCHLORIDE C  
PELVIC PAIN  

8396924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8396924 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-010984 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPOSIT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE DISORDER  

8420163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8420163 NON-EXPEDITED Y OT US-BAYER-2012-015694 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8436918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8436918 EXPEDITED (15-DAY) Y HO GB-TEVA-324405ISR 17 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE LEVONORGESTREL S  DURAMED

PL 32821/0002 FEMICEPT 150/30 C  
LEVEST 150/30 C  

8466779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466779 NON-EXPEDITED Y US-BAYER-2012-025027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8466780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466780 NON-EXPEDITED N US-BAYER-2012-024563 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8466782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466782 NON-EXPEDITED N US-BAYER-2012-024744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

8466783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466783 NON-EXPEDITED N US-BAYER-2012-024330 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8466784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466784 EXPEDITED (15-DAY) Y OT PL-BAYER-2012-023419 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VARICOSE VEIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY MIRENA S  BAYER
OEDEMA PERIPHERAL  
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8466798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466798 EXPEDITED (15-DAY) N OT US-BAYER-2012-024264 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER OPERATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
APPENDICECTOMY  
DEVICE DISLOCATION  
GASTROOESOPHAGEAL REFLUX DISEASE  
HYPERTENSION  
INTESTINAL POLYPECTOMY  

8466884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466884 NON-EXPEDITED N US-TEVA-328531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8466908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466908 NON-EXPEDITED N OT US-BAYER-2012-024530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 730 DAY BAYER
GENITAL HAEMORRHAGE  

8466999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8466999 NON-EXPEDITED N US-TEVA-328654USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NEXIUM C  
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8467005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467005 NON-EXPEDITED N US-TEVA-328648USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8467044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467044 NON-EXPEDITED N US-TEVA-328490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8467120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467120 NON-EXPEDITED N US-BAYER-2012-025020 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8467121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467121 NON-EXPEDITED N US-BAYER-2012-026206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8467122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467122 NON-EXPEDITED N US-BAYER-2012-026658 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1183 DAY BAYER

MIRENA S  BAYER
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8467123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467123 NON-EXPEDITED Y US-BAYER-2012-026391 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 506 DAY BAYER

8467124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467124 NON-EXPEDITED N US-BAYER-2012-026399 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8467125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467125 NON-EXPEDITED Y US-BAYER-2012-025497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA MIRENA S  BAYER

8467126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467126 NON-EXPEDITED Y US-BAYER-2012-026445 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 97 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8467129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467129 NON-EXPEDITED Y US-BAYER-2012-026408 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 831 DAY BAYER

8467130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467130 NON-EXPEDITED Y US-BAYER-2012-026196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
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Detailed Report
8467131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467131 NON-EXPEDITED N US-BAYER-2012-026465 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 183 DAY BAYER
ABDOMINAL PAIN LOWER  

8467137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467137 NON-EXPEDITED N US-TEVA-328495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8467240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467240 NON-EXPEDITED N US-TEVA-328634USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8467294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467294 NON-EXPEDITED N US-TEVA-328628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8467307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467307 NON-EXPEDITED N US-TEVA-328625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8467410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467410 NON-EXPEDITED N US-TEVA-328613USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8467445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467445 NON-EXPEDITED N US-TEVA-328540USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C  
ABILIFY C  

8467543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467543 NON-EXPEDITED N US-TEVA-328607USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8467582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467582 NON-EXPEDITED N US-TEVA-328602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
VAGINAL DISCHARGE  

8467597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467597 NON-EXPEDITED Y US-BAYER-2012-026109 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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8467598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467598 NON-EXPEDITED N US-BAYER-2012-024819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8467600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467600 NON-EXPEDITED N US-BAYER-2012-026695 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8467601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467601 NON-EXPEDITED Y US-BAYER-2012-026319 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8467615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467615 NON-EXPEDITED N US-TEVA-328619USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8467631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467631 NON-EXPEDITED N US-TEVA-328818USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C 20 Milligram;  
LEXAPRO C  
MULTI-VITAMIN C  
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8467667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467667 NON-EXPEDITED N US-TEVA-328632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8467702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467702 NON-EXPEDITED N US-TEVA-328653USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8467870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467870 NON-EXPEDITED N US-TEVA-328644USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST SWELLING  
DIZZINESS  

8467890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467890 NON-EXPEDITED N US-TEVA-328584USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
VAGINAL DISCHARGE  

8467936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467936 NON-EXPEDITED N US-TEVA-328720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8467956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8467956 NON-EXPEDITED N US-TEVA-328738USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8468060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468060 NON-EXPEDITED N OT US-BAYER-2012-024719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8468065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468065 NON-EXPEDITED N US-TEVA-328802USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8468121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468121 NON-EXPEDITED N US-TEVA-328785USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8468208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468208 NON-EXPEDITED N US-TEVA-328831USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8468209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468209 NON-EXPEDITED N US-TEVA-328729USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8468216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468216 NON-EXPEDITED N US-TEVA-328771USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS NOS C  

8468217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468217 NON-EXPEDITED N US-BAYER-2012-025221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8468286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468286 NON-EXPEDITED N US-TEVA-328742USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
URINARY TRACT INFECTION  

8468385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468385 NON-EXPEDITED N US-TEVA-328781USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR MICROGESTIN FE 1/20 C  
ABDOMINAL PAIN  
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8468466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468466 NON-EXPEDITED N US-TEVA-328864USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8468581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2012 8468581 NON-EXPEDITED N US-TEVA-328856USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8418475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8418475 NON-EXPEDITED N US-BAYER-2012-015587 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8442485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8442485 NON-EXPEDITED N US-TEVA-325873USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
URINARY TRACT INFECTION  
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Detailed Report
8458171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8458171 NON-EXPEDITED N US-TEVA-327667USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8463169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8463169 NON-EXPEDITED N US-TEVA-328287USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  
VYVANSE C  

8469012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469012 NON-EXPEDITED N OT US-BAYER-2012-024972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8469013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469013 NON-EXPEDITED N US-BAYER-2012-026127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8469014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469014 EXPEDITED (15-DAY) Y HO,OT NL-BAYER-2012-025871 50 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8469019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469019 NON-EXPEDITED N US-TEVA-328881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8469036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469036 NON-EXPEDITED N US-TEVA-328869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PAIN  

8469048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469048 NON-EXPEDITED N US-TEVA-328860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8469137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469137 NON-EXPEDITED N US-TEVA-328857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8469164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469164 NON-EXPEDITED N US-TEVA-328839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8469169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469169 NON-EXPEDITED N US-TEVA-328836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
NAUSEA  

8469259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469259 DIRECT Y HO,LT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S  
FATIGUE  
GRAND MAL CONVULSION  
HYPOAESTHESIA  

8469262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469262 DIRECT Y HO,LT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S  
FATIGUE  
HYPOAESTHESIA  
PARAESTHESIA  

8469390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469390 NON-EXPEDITED N US-BAYER-2012-027062 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8469392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469392 NON-EXPEDITED N US-BAYER-2012-025502 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
PELVIC PAIN  
SCIATICA  
WEIGHT INCREASED  

8469502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469502 NON-EXPEDITED N US-TEVA-328902USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  

8469547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469547 NON-EXPEDITED N US-TEVA-328900USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8469576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469576 NON-EXPEDITED N US-TEVA-328896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8469580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469580 NON-EXPEDITED N US-TEVA-328892USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8469581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469581 NON-EXPEDITED N US-TEVA-328884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL SYMPTOM PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8469628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469628 NON-EXPEDITED N US-TEVA-328888USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8469652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469652 NON-EXPEDITED Y OT US-BAYER-2012-024841 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 567 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8469673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469673 NON-EXPEDITED N US-TEVA-328903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8469719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469719 NON-EXPEDITED N US-TEVA-328901USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8469736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469736 NON-EXPEDITED N US-TEVA-328898USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8469742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469742 NON-EXPEDITED N US-BAYER-2012-026440 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8469743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469743 NON-EXPEDITED Y US-BAYER-2012-026449 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

MIRENA S  BAYER

8469745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469745 NON-EXPEDITED N US-TEVA-328894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8469952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2012 8469952 NON-EXPEDITED N US-BAYER-2012-025376 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8100829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8100829 NON-EXPEDITED Y OT US-BAYER-2011-074350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 639 DAY BAYER

8194213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8194213 NON-EXPEDITED N US-BAYER-2011-099774 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8337641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8337641 NON-EXPEDITED Y OT US-BAYER-2012-004265 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER
VAGINAL HAEMORRHAGE  

8404371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8404371 EXPEDITED (15-DAY) Y HO US-BAYER-2012-013638 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8418256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8418256 NON-EXPEDITED N OT US-BAYER-2012-015283 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8439691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8439691 EXPEDITED (15-DAY) Y US-BAYER-2012-017804 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA LIKE ILLNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PYREXIA  

8440080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8440080 NON-EXPEDITED N US-BAYER-2012-020363 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER
ABDOMINAL PAIN LOWER  

8471037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471037 NON-EXPEDITED N US-BAYER-2012-024900 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE INTOLERANCE  

8471060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471060 NON-EXPEDITED Y US-BAYER-2012-027465 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER
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Detailed Report
8471099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471099 NON-EXPEDITED Y US-BAYER-2012-026670 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8471124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471124 NON-EXPEDITED N US-BAYER-2012-027105 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 298 DAY BAYER

8471134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471134 EXPEDITED (15-DAY) N OT US-BAYER-2012-024564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS SUPERFICIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8471152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471152 EXPEDITED (15-DAY) N HO,OT BR-BAYER-2012-024024 34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEPRESSION  
ENDOMETRITIS  

8471156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471156 NON-EXPEDITED N US-TEVA-329168USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8471176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471176 NON-EXPEDITED N OT US-BAYER-2012-024529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, UNK  BAYER
VAGINAL HAEMORRHAGE  

8471177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471177 NON-EXPEDITED Y OT US-BAYER-2012-027626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8471190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471190 NON-EXPEDITED N US-TEVA-329174USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471298 NON-EXPEDITED N US-BAYER-2012-027366 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 269 DAY BAYER

8471299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471299 NON-EXPEDITED Y US-BAYER-2012-027523 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8471300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471300 NON-EXPEDITED Y US-BAYER-2012-027611 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8471301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471301 NON-EXPEDITED Y US-BAYER-2012-027369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8471302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471302 NON-EXPEDITED Y US-BAYER-2012-027365 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 452 DAY BAYER

8471332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471332 NON-EXPEDITED N US-BAYER-2012-027621 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  

8471334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471334 NON-EXPEDITED Y US-BAYER-2012-027686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
ABDOMINAL PAIN LOWER  

8471335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471335 NON-EXPEDITED Y US-BAYER-2012-025230 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8471351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471351 NON-EXPEDITED N US-TEVA-329021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471459 NON-EXPEDITED N US-TEVA-329029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8471503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471503 NON-EXPEDITED N US-TEVA-329083USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8471526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471526 NON-EXPEDITED N US-TEVA-329089USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471571 NON-EXPEDITED Y US-BAYER-2012-026068 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 191 DAY BAYER

8471574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471574 NON-EXPEDITED N US-TEVA-329137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8471588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471588 NON-EXPEDITED N US-TEVA-329144USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471595 NON-EXPEDITED N US-TEVA-329025USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471653 NON-EXPEDITED Y US-BAYER-2012-026388 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8471655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471655 NON-EXPEDITED Y OT US-BAYER-2012-024582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8471660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471660 EXPEDITED (15-DAY) N OT US-BAYER-2012-024569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UPPER RESPIRATORY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8471741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8471741 NON-EXPEDITED N US-TEVA-329151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8472005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472005 NON-EXPEDITED N US-TEVA-329162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472593 NON-EXPEDITED N US-TEVA-329035USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL RIGIDITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ARTHRALGIA  
HEADACHE  
NAUSEA  

8472602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472602 NON-EXPEDITED N US-TEVA-329167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472645 NON-EXPEDITED N US-TEVA-329171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472675 NON-EXPEDITED N US-BAYER-2012-026642 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UNEVALUABLE EVENT MIRENA S  BAYER
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Detailed Report
8472704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472704 NON-EXPEDITED N US-TEVA-329173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472719 EXPEDITED (15-DAY) Y OT US-BAYER-2012-024579 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 716 DAY BAYER

8472860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472860 NON-EXPEDITED N US-TEVA-329334USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8472870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472870 NON-EXPEDITED N US-TEVA-329363USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472878 NON-EXPEDITED N US-TEVA-329362USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8472888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472888 NON-EXPEDITED N US-TEVA-329358USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  

8472917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472917 NON-EXPEDITED N US-TEVA-329352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472936 NON-EXPEDITED N US-TEVA-329349USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8472942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472942 NON-EXPEDITED N US-BAYER-2012-025869 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8472943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472943 NON-EXPEDITED Y US-BAYER-2012-027883 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S UNK  BAYER
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8472963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8472963 NON-EXPEDITED N US-TEVA-329299USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8473904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8473904 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S  
CONVULSION  
DRUG INEFFECTIVE  
RESPIRATORY ARREST  

8476774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2012 8476774 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICATION ERROR SEASONALE S  

7377053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 7377053 NON-EXPEDITED Y OT US-
BAYER-201018662NA

27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 587 DAY BAYER
DEVICE DISLOCATION  
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7455501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 7455501 NON-EXPEDITED Y US-
BAYER-201026433NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 273 DAY BAYER

8185959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8185959 NON-EXPEDITED N OT US-BAYER-2011-099140 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8235745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8235745 EXPEDITED (15-DAY) N OT BR-BAYER-2011-106545 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LABYRINTHITIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DIZZINESS MIRENA S  BAYER
VISION BLURRED MEFENAMIC ACID C ORAL 1 DF, TID  
NAUSEA MEFENAMIC ACID C  
DEVICE DIFFICULT TO USE  
HEADACHE  
MALAISE  
MUSCULAR WEAKNESS  
PROCEDURAL HYPERTENSION  
VERTIGO  
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8272418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8272418 NON-EXPEDITED N OT US-BAYER-2011-113769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
UTERINE PERFORATION  

8319875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8319875 NON-EXPEDITED Y OT US-BAYER-2011-123083 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 110 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8350946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8350946 NON-EXPEDITED N OT US-BAYER-2012-006942 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DISCOMFORT  

8402068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8402068 NON-EXPEDITED Y OT US-BAYER-2012-013322 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  
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8407292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8407292 EXPEDITED (15-DAY) Y OT NO-PFIZER
INC-2012035113

20 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OCULAR ICTERUS LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  PFIZER

PRURITUS  

8418257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8418257 NON-EXPEDITED N OT US-BAYER-2012-016137 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 97 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
MENORRHAGIA  

8419983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8419983 NON-EXPEDITED Y US-BAYER-2012-016562 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER

8426794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8426794 NON-EXPEDITED Y OT US-BAYER-2012-016435 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8436885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8436885 NON-EXPEDITED N OT US-BAYER-2012-018145 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8439692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8439692 NON-EXPEDITED Y OT US-BAYER-2012-018911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 114 DAY BAYER

8447882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8447882 NON-EXPEDITED Y OT US-BAYER-2012-021252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8447932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8447932 NON-EXPEDITED N US-TEVA-326494USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8452466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8452466 EXPEDITED (15-DAY) N CN-BAYER-2011-118108 26 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE COMPONENT ISSUE  

8462671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8462671 EXPEDITED (15-DAY) Y OT US-BAYER-2012-023483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8463699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8463699 NON-EXPEDITED N US-TEVA-328060USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HYDROCHLOROTHIAZIDE C  
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Detailed Report
8466590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8466590 NON-EXPEDITED N US-TEVA-328585USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THERAPEUTIC RESPONSE UNEXPECTED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8468362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8468362 NON-EXPEDITED N US-TEVA-328245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8468363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8468363 NON-EXPEDITED N US-TEVA-328354USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8468364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8468364 NON-EXPEDITED N US-TEVA-328289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8468378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8468378 NON-EXPEDITED N US-TEVA-328308USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8468386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8468386 NON-EXPEDITED N US-TEVA-328348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473362 NON-EXPEDITED N US-TEVA-329372USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473371 NON-EXPEDITED N US-TEVA-329285USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  
HAEMORRHAGE  
NAUSEA  

8473375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473375 NON-EXPEDITED N US-TEVA-329249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
NAUSEA  

8473400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473400 EXPEDITED (15-DAY) Y OT UA-BAYER-2012-024654 31 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHORIOCARCINOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8473401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473401 EXPEDITED (15-DAY) Y HO,OT SK-
BAYER-201042138GPV

Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

DEVICE DISLOCATION  
PNEUMONIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8473403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473403 NON-EXPEDITED N US-TEVA-329353USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473419 NON-EXPEDITED N US-TEVA-329359USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473420 NON-EXPEDITED Y OT US-BAYER-2012-024568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, UNK  BAYER

8473425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473425 NON-EXPEDITED N OT US-BAYER-2012-024995 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 58 DAY BAYER
DEVICE EXPULSION  
PAIN  
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8473426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473426 NON-EXPEDITED N OT US-BAYER-2012-025238 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8473427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473427 NON-EXPEDITED N OT US-BAYER-2012-025215 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE EXPULSION  

8473428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473428 NON-EXPEDITED Y OT US-BAYER-2012-024938 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8473429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473429 NON-EXPEDITED N OT US-BAYER-2012-025006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, UNK  BAYER
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Detailed Report
8473431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473431 NON-EXPEDITED Y HO,OT US-BAYER-2012-024982 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 261 DAY BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
BREAST PAIN  
Haemorrhage in pregnancy  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8473433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473433 NON-EXPEDITED Y OT US-BAYER-2012-024913 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK 2 DAY BAYER

8473435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473435 NON-EXPEDITED N US-BAYER-2012-027921 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8473436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473436 NON-EXPEDITED Y OT US-BAYER-2012-026202 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 8 DAY BAYER
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Detailed Report
8473437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473437 NON-EXPEDITED N OT US-BAYER-2012-024915 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
BACK PAIN  
GENITAL HERPES  
HEADACHE  

8473440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473440 NON-EXPEDITED Y US-BAYER-2012-027780 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 103 DAY BAYER

8473453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473453 NON-EXPEDITED Y US-BAYER-2012-025024 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8473455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473455 NON-EXPEDITED N US-BAYER-2012-026645 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
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Detailed Report
8473456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473456 NON-EXPEDITED N US-BAYER-2012-027705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S UNK  BAYER
AMENORRHOEA  
VAGINAL DISCHARGE  

8473461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473461 NON-EXPEDITED N US-TEVA-329360USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473479 NON-EXPEDITED N US-TEVA-329365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473501 NON-EXPEDITED N US-TEVA-329369USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473598 NON-EXPEDITED N US-TEVA-329373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8473679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473679 NON-EXPEDITED N US-TEVA-329250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473710 NON-EXPEDITED N US-TEVA-329297USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473731 NON-EXPEDITED N US-TEVA-329324USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8473764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473764 NON-EXPEDITED N OT US-BAYER-2012-025017 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 730 DAY BAYER
COITAL BLEEDING  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  
NAUSEA  
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Detailed Report
8473765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473765 EXPEDITED (15-DAY) N OT US-BAYER-2012-025198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST SWELLING  
CENTRAL OBESITY  
FATIGUE  
HYPOAESTHESIA  
MALNUTRITION  
MIGRAINE  
WEIGHT INCREASED  

8473783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473783 NON-EXPEDITED N US-TEVA-329329USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8473843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8473843 NON-EXPEDITED N US-TEVA-329356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8474032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474032 NON-EXPEDITED N US-TEVA-329344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HUMIRA C  
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Detailed Report
8474079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474079 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-027077 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8474084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474084 NON-EXPEDITED Y OT US-BAYER-2012-025850 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL DISCOMFORT  
CHEST DISCOMFORT  
DYSPNOEA  
EYE SWELLING  
HEADACHE  
NAUSEA  
SWELLING  
VOMITING  

8474120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474120 NON-EXPEDITED N OT US-BAYER-2012-025942 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 218 DAY BAYER
DEVICE EXPULSION  

8474191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474191 NON-EXPEDITED N US-TEVA-329242USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
VAGINAL DISCHARGE  
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Detailed Report
8474438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474438 NON-EXPEDITED N US-BAYER-2012-026548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8474439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474439 NON-EXPEDITED N US-BAYER-2012-028173 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 36 DAY BAYER

8474441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474441 NON-EXPEDITED Y US-BAYER-2012-028399 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8474442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474442 NON-EXPEDITED Y US-BAYER-2012-028414 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8474527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474527 NON-EXPEDITED Y OT US-BAYER-2012-025488 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION  

8474528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474528 NON-EXPEDITED Y HO,OT US-BAYER-2012-025374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8474530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474530 NON-EXPEDITED N US-BAYER-2012-024936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
FATIGUE  
HEADACHE  
NAUSEA  

8474531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474531 NON-EXPEDITED Y US-BAYER-2012-023486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SMEAR CERVIX ABNORMAL  

8474668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474668 NON-EXPEDITED N US-TEVA-329370USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8474699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474699 NON-EXPEDITED N US-TEVA-329333USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEHYDRATION GABAPENTIN C  
MUSCULOSKELETAL STIFFNESS EFFEXOR C  
ARTHRALGIA FLEXERIL C  
ANXIETY FLEXERIL C  
NAUSEA CLONAZEPAM C  
DIZZINESS PANTOPRAZOLE C  
ABDOMINAL PAIN UPPER NORCO C  

NORCO C  
NARATRIPTAN C  
ZOFRAN C  

8474711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474711 NON-EXPEDITED N US-TEVA-329371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8474758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2012 8474758 NON-EXPEDITED N OT US-BAYER-2012-025284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ACNE  
AMENORRHOEA  
BREAST ENLARGEMENT  
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8269904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8269904 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-111936 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGLE CLOSURE GLAUCOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMLODIPINE BESYLATE C 5 mg, UNK  
ANTIHYPERTENSIVES C UNK  

8424639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8424639 EXPEDITED (15-DAY) Y HO,OT ZA-BAYER-2011-056845 40 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEPATIC CYST INFECTION MIRENA S UNK 2190 DAY BAYER
PREMATURE LABOUR PREMARIN C VAGINAL  
NO ADVERSE EVENT  

8431888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8431888 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2012-018072 51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE MISUSE  
EMBOLIC STROKE  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

PARADOXICAL EMBOLISM  
PULMONARY EMBOLISM  
RENAL INFARCT  
SPLENIC INFARCTION  
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Detailed Report
8434526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8434526 NON-EXPEDITED N US-TEVA-325141USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8445314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8445314 NON-EXPEDITED N US-TEVA-326333USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY  

8456713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8456713 NON-EXPEDITED N US-TEVA-327606USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8458007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8458007 NON-EXPEDITED N US-TEVA-327635USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHEST PAIN  
MENSTRUATION IRREGULAR  
OFF LABEL USE  
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Detailed Report
8463873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8463873 NON-EXPEDITED N US-TEVA-328323USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8465626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8465626 NON-EXPEDITED N US-TEVA-328480USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8475430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475430 EXPEDITED (15-DAY) N OT CA-BAYER-2012-024828 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S UNK  BAYER
ALOPECIA CETIRIZINE HYDROCHLORIDE C  
HYPERTRICHOSIS PAMPRIN C  
DYSMENORRHOEA METHOCARBAMOL C  
ACNE  
AMENORRHOEA  
ANXIETY  
DYSPAREUNIA  
HEART RATE INCREASED  
HYPERHIDROSIS  
MOOD SWINGS  
PANIC REACTION  
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Detailed Report
8475439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475439 NON-EXPEDITED N OT US-BAYER-2012-026134 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT 1095 DAY BAYER

8475440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475440 NON-EXPEDITED N OT US-BAYER-2012-026222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 30 DAY BAYER

8475441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475441 NON-EXPEDITED N OT US-BAYER-2012-026112 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 87 DAY BAYER
UTERINE SPASM MIRENA S  BAYER
DEVICE EXPULSION  
PAIN  

8475444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475444 NON-EXPEDITED N OT US-BAYER-2012-026040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8475446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475446 NON-EXPEDITED Y OT US-BAYER-2012-026156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8475447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475447 NON-EXPEDITED N OT US-BAYER-2012-026601 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8475448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475448 NON-EXPEDITED Y OT US-BAYER-2012-026651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER
DEVICE EXPULSION  

8475465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475465 NON-EXPEDITED N US-TEVA-329567USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8475509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475509 NON-EXPEDITED N US-TEVA-329543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8475517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475517 NON-EXPEDITED N US-TEVA-329554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8475519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475519 NON-EXPEDITED N US-BAYER-2012-026030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8475520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475520 NON-EXPEDITED Y US-BAYER-2012-027694 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8475521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475521 NON-EXPEDITED N US-BAYER-2012-024625 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8475522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475522 NON-EXPEDITED Y US-BAYER-2012-026551 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1254 DAY BAYER

8475523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475523 NON-EXPEDITED N US-BAYER-2012-025275 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK 149 DAY BAYER

8475552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475552 NON-EXPEDITED N US-TEVA-329573USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8475609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475609 NON-EXPEDITED N US-TEVA-329523USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
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Detailed Report
8475627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475627 EXPEDITED (15-DAY) N HO US-BAYER-2012-026135 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS  

8475637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475637 NON-EXPEDITED Y US-BAYER-2012-028648 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8475675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475675 NON-EXPEDITED Y US-BAYER-2012-026384 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 611 DAY BAYER

MIRENA S  BAYER

8475676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475676 NON-EXPEDITED Y US-BAYER-2012-026979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8475678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475678 EXPEDITED (15-DAY) Y HO US-BAYER-2012-026558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOSPITALISATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8475773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475773 NON-EXPEDITED N OT US-BAYER-2012-026147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
FATIGUE  

8475774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475774 NON-EXPEDITED N OT US-BAYER-2012-025935 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8475775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475775 NON-EXPEDITED N OT US-BAYER-2012-026215 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8475776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475776 NON-EXPEDITED Y OT US-BAYER-2012-027996 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 323 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  
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Detailed Report
8475868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475868 NON-EXPEDITED N US-BAYER-2012-024292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  

8475869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475869 NON-EXPEDITED Y US-BAYER-2012-028092 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 23 DAY BAYER

8475967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8475967 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S ORAL One pill  

ECTOPIC PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PAIN  
VAGINAL HAEMORRHAGE  

8476022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476022 NON-EXPEDITED N US-TEVA-329475USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8476169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476169 NON-EXPEDITED N US-TEVA-329470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FUNGAL INFECTION  
MENSTRUATION IRREGULAR  

8476281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476281 NON-EXPEDITED N US-TEVA-329437USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VICODIN C  

8476459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476459 NON-EXPEDITED N US-BAYER-2012-027040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8476460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476460 NON-EXPEDITED N US-BAYER-2012-026898 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8476461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476461 NON-EXPEDITED Y US-BAYER-2012-026160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
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Detailed Report
8476462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476462 NON-EXPEDITED Y US-BAYER-2012-028646 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

8476464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476464 NON-EXPEDITED Y US-BAYER-2012-024903 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8476465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476465 NON-EXPEDITED Y US-BAYER-2012-026728 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8476467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476467 NON-EXPEDITED Y US-BAYER-2012-027035 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 277 DAY BAYER
PAIN  

8476468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476468 NON-EXPEDITED Y US-BAYER-2012-027069 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER

8476490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476490 NON-EXPEDITED N US-TEVA-329471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8476495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476495 NON-EXPEDITED N US-BAYER-2012-027519 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEART RATE INCREASED  

8476496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476496 NON-EXPEDITED N US-BAYER-2012-028946 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 1230 DAY BAYER

8476497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476497 NON-EXPEDITED Y US-BAYER-2012-028895 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8476519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476519 NON-EXPEDITED N US-TEVA-329501USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FUNGAL INFECTION MONISTAT S  
MENSTRUATION IRREGULAR  
VULVOVAGINAL DRYNESS  
VULVOVAGINAL PRURITUS  

8476542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476542 NON-EXPEDITED N US-TEVA-329499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8476569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476569 EXPEDITED (15-DAY) N OT US-BAYER-2012-027032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLAMMATION MIRENA S UNK  BAYER
DEVICE DISLOCATION  
GALACTORRHOEA  
PAIN  
WEIGHT INCREASED  

8476654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476654 NON-EXPEDITED N US-TEVA-329439USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8476702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476702 NON-EXPEDITED Y US-TEVA-329473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8476733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2012 8476733 NON-EXPEDITED N US-TEVA-329578USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8018457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8018457 NON-EXPEDITED N US-BAYER-2011-053058 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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8043173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8043173 NON-EXPEDITED N US-TEVA-290859USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE IBUPROFEN C  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8092497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8092497 EXPEDITED (15-DAY) Y OT FR-BAYER-2011-070786 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HAEMOCONCENTRATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BILIARY CYST  
FATIGUE  
HAEMATOCRIT INCREASED  
HEPATOSPLENOMEGALY  
LIPID METABOLISM DISORDER  
OVARIAN CYST  
UTERINE LEIOMYOMA  
VASODILATATION  

8125928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8125928 NON-EXPEDITED Y US-BAYER-2011-037998 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8286386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8286386 EXPEDITED (15-DAY) Y HO,OT DK-BAYER-2011-116084 28 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATITIS TOXIC MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHOLESTASIS  

8396248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8396248 NON-EXPEDITED N OT US-BAYER-2012-011019 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
ABDOMINAL PAIN  
DYSPAREUNIA  
MEDICAL DEVICE DISCOMFORT  
PELVIC PAIN  

8397298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8397298 NON-EXPEDITED Y OT US-BAYER-2012-010509 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 89 DAY BAYER
DEVICE DISLOCATION  

8399091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8399091 EXPEDITED (15-DAY) N OT DK-BAYER-2012-010904 33 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S UNK 4 DAY BAYER
MALAISE  
PAIN  
UTERINE TENDERNESS  
VAGINAL HAEMORRHAGE  
VULVOVAGINAL PAIN  
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8402069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8402069 NON-EXPEDITED Y OT US-BAYER-2012-012888 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8404375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8404375 NON-EXPEDITED N OT US-BAYER-2012-014071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  

8404473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8404473 NON-EXPEDITED Y US-BAYER-2012-013523 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8438172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8438172 NON-EXPEDITED Y OT US-BAYER-2012-020491 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 609 DAY BAYER

BENIGN NEOPLASM OF CERVIX UTERI  
DEVICE DISLOCATION  
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8444746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8444746 NON-EXPEDITED N OT US-BAYER-2012-021903 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
GENITAL PAIN  
MUSCLE TIGHTNESS  
MUSCLE TWITCHING  
SPEECH DISORDER  

8445093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8445093 NON-EXPEDITED Y US-BAYER-2012-019344 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8447393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8447393 NON-EXPEDITED N US-TEVA-326462USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8450540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8450540 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-122942 38 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PREVIOUS CAESAREAN SECTION  
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Detailed Report
8460734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8460734 NON-EXPEDITED N US-TEVA-327940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8463433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8463433 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-009543 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

8467360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8467360 NON-EXPEDITED N US-TEVA-328657USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8468436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8468436 NON-EXPEDITED N US-TEVA-328873USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PROAIR HFA C  

8474532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8474532 NON-EXPEDITED Y US-BAYER-2012-021300 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT CLIMARA PRO S  BAYER
HOT FLUSH  
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8477348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477348 EXPEDITED (15-DAY) N DS,OT US-BAYER-2012-026537 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENIERE'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEAFNESS TRANSITORY  

8477349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477349 NON-EXPEDITED N US-TEVA-329941USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477356 NON-EXPEDITED N US-TEVA-329782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477361 NON-EXPEDITED Y OT US-BAYER-2012-027486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  

8477362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477362 NON-EXPEDITED N OT US-BAYER-2012-026655 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8477363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477363 NON-EXPEDITED N OT US-BAYER-2012-026617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8477364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477364 NON-EXPEDITED N OT US-BAYER-2012-026592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8477389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477389 NON-EXPEDITED N US-TEVA-329837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477473 NON-EXPEDITED N US-TEVA-329868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8477493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477493 NON-EXPEDITED N US-TEVA-329889USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8477503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477503 NON-EXPEDITED N US-TEVA-329897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477526 NON-EXPEDITED N US-TEVA-329776USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477633 NON-EXPEDITED N US-TEVA-329778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477635 NON-EXPEDITED Y US-BAYER-2012-028963 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 19 DAY BAYER

8477636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477636 NON-EXPEDITED N US-BAYER-2012-029102 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 108 DAY BAYER

8477637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477637 NON-EXPEDITED Y US-BAYER-2012-027450 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
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8477638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477638 NON-EXPEDITED N US-BAYER-2012-027022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ACNE  
ALOPECIA  
AMENORRHOEA  
AMNESIA  
ANXIETY  
ARTHRALGIA  
ASTHENIA  
CRYING  
DEPRESSION  
DYSPNOEA  
FATIGUE  
HAIR COLOUR CHANGES  
HEADACHE  
HYPERHIDROSIS  
HYPOAESTHESIA  
INSOMNIA  
LOSS OF LIBIDO  
MOOD SWINGS  
MUSCLE SPASMS  
TREMOR  
VISION BLURRED  
WEIGHT INCREASED  
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Detailed Report
8477639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477639 NON-EXPEDITED N US-BAYER-2012-028025 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 85 DAY BAYER

8477640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477640 NON-EXPEDITED Y US-BAYER-2012-027247 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8477645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477645 NON-EXPEDITED Y US-BAYER-2012-027383 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8477646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477646 NON-EXPEDITED N US-BAYER-2012-029049 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8477647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477647 NON-EXPEDITED N US-BAYER-2012-024743 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8477652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477652 NON-EXPEDITED N US-BAYER-2012-027913 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8477660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477660 NON-EXPEDITED N US-TEVA-329786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477709 NON-EXPEDITED N US-BAYER-2012-027363 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 167 DAY BAYER

8477735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477735 NON-EXPEDITED N US-TEVA-329916USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477736 NON-EXPEDITED N US-TEVA-329791USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477835 EXPEDITED (15-DAY) Y OT CA-
JNJFOC-20120308471

27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE REMICADE S INTRAVENOUS  
GASTROENTERITIS VIRAL MIRENA S INTRAUTERINE  
NASOPHARYNGITIS  
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Detailed Report
8477837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477837 NON-EXPEDITED N US-TEVA-329840USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORTHO-CEPT C  

8477883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477883 EXPEDITED (15-DAY) Y OT US-BAYER-2012-027059 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
DRUG LEVEL BELOW THERAPEUTIC COUMADIN S  

8477897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477897 NON-EXPEDITED N US-TEVA-329939USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8477898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477898 NON-EXPEDITED N OT US-BAYER-2012-026971 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
DEVICE EXPULSION  

8477899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477899 NON-EXPEDITED N OT US-BAYER-2012-026899 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
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8477901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477901 NON-EXPEDITED N OT US-BAYER-2012-027060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8477944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8477944 NON-EXPEDITED N OT US-BAYER-2012-026972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8478028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478028 NON-EXPEDITED N US-TEVA-329955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478066 NON-EXPEDITED N US-BAYER-2012-027888 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8478067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478067 NON-EXPEDITED N US-BAYER-2012-028325 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8478068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478068 NON-EXPEDITED Y US-BAYER-2012-026394 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 87 DAY BAYER

8478069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478069 NON-EXPEDITED N US-BAYER-2012-027130 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 31 DAY BAYER

8478144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478144 NON-EXPEDITED N US-BAYER-2012-027699 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PRURITUS  

8478145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478145 NON-EXPEDITED N US-BAYER-2012-028619 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8478146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478146 EXPEDITED (15-DAY) N OT US-BAYER-2012-027231 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S 20 mcg/24hr, UNK 1460 DAY BAYER
BACK PAIN  
DYSPAREUNIA  
EXOSTOSIS  
FATIGUE  
MUSCULOSKELETAL PAIN  
PAIN  
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8478147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478147 NON-EXPEDITED Y US-BAYER-2012-028467 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 126 DAY BAYER

8478188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478188 NON-EXPEDITED N US-TEVA-329963USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478215 NON-EXPEDITED N US-TEVA-329960USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478222 NON-EXPEDITED N US-TEVA-329957USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8478260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478260 NON-EXPEDITED N US-TEVA-329956USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478319 NON-EXPEDITED N US-BAYER-2012-027884 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 78 DAY BAYER
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8478320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478320 NON-EXPEDITED N US-BAYER-2012-028107 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 212 DAY BAYER

8478537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478537 NON-EXPEDITED N US-TEVA-329886USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478593 NON-EXPEDITED N US-TEVA-329959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478656 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-024352 25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
MOOD SWINGS VENLAFAXINE C Daily dose 300 mg  
ANXIETY  
SUICIDAL IDEATION  

8478723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478723 NON-EXPEDITED N US-TEVA-330157USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE DOXYLAMINE S  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

Page: 10,213 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8478824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478824 NON-EXPEDITED N US-TEVA-329949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478867 NON-EXPEDITED N US-TEVA-330094USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HYPOAESTHESIA ALLEGRA C  
MENSTRUATION IRREGULAR  
PARAESTHESIA  

8478911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478911 NON-EXPEDITED N US-TEVA-330087USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR WELLBUTRIN C  

KLONOPIN C  

8478940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478940 NON-EXPEDITED N US-TEVA-330039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8478955 NON-EXPEDITED N US-TEVA-330043USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8479018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2012 8479018 NON-EXPEDITED N US-TEVA-330126USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  

7535124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 7535124 NON-EXPEDITED N US-
BAYER-201025931NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
132 DAY BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  

8064159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8064159 NON-EXPEDITED N US-
BAYER-201042101NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8311409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8311409 EXPEDITED (15-DAY) Y OT US-BAYER-2011-121937 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MENSTRUATION DELAYED  
NEPHROLITHIASIS  
PREGNANCY  
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8324914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8324914 NON-EXPEDITED N OT US-BAYER-2012-001296 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8419973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8419973 NON-EXPEDITED N US-BAYER-2012-015053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
WEIGHT INCREASED  

8422426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8422426 EXPEDITED (15-DAY) Y OT AT-BAYER-2012-015942 38 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S UNK  BAYER

8432262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8432262 NON-EXPEDITED Y US-BAYER-2012-017821 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT 244 DAY BAYER
ABDOMINAL TENDERNESS MIRENA S  BAYER

8442899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8442899 NON-EXPEDITED Y US-BAYER-2012-020805 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER
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Detailed Report
8450404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8450404 NON-EXPEDITED Y US-BAYER-2012-022864 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 84 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8452481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8452481 EXPEDITED (15-DAY) Y OT US-BAYER-2012-022302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE UNK  BAYER

SYNTHROID C  

8457724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8457724 NON-EXPEDITED N US-BAYER-2012-024287 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8479382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479382 NON-EXPEDITED Y OT US-BAYER-2012-028926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8479383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479383 NON-EXPEDITED Y OT US-BAYER-2012-027124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER
DEVICE ISSUE  
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8479385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479385 NON-EXPEDITED N OT US-BAYER-2012-027658 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8479387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479387 NON-EXPEDITED Y OT US-BAYER-2012-027603 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK  BAYER

8479388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479388 EXPEDITED (15-DAY) N OT US-BAYER-2012-027511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER
HAEMATOCHEZIA  
PAIN  

8479389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479389 NON-EXPEDITED N OT US-BAYER-2012-027697 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR MIRENA S  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
OLIGOMENORRHOEA  
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Detailed Report
8479390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479390 NON-EXPEDITED N OT US-BAYER-2012-029092 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8479403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479403 NON-EXPEDITED Y OT US-BAYER-2012-027372 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 416 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8479424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479424 NON-EXPEDITED N US-TEVA-330090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8479538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479538 NON-EXPEDITED N US-BAYER-2012-028506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER

8479539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479539 NON-EXPEDITED Y US-BAYER-2012-025278 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
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Detailed Report
8479540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479540 NON-EXPEDITED N US-TEVA-330081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8479570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479570 EXPEDITED (15-DAY) Y HO PL-BAYER-2012-026325 46 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER
HYPERSENSITIVITY CALCIUM CARBONATE C ORAL  
ERYTHEMA  
PRURITUS  
WOUND SECRETION  

8479574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479574 NON-EXPEDITED N US-TEVA-330057USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8479626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479626 NON-EXPEDITED N US-TEVA-330038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
OFF LABEL USE  

8479674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479674 NON-EXPEDITED Y US-BAYER-2012-028638 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8479675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479675 NON-EXPEDITED N US-TEVA-330027USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8479769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479769 EXPEDITED (15-DAY) Y HO US-BAYER-2012-027169 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8479777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479777 NON-EXPEDITED Y OT US-BAYER-2012-027392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8479778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479778 NON-EXPEDITED N OT US-BAYER-2012-026639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEPATIC ENZYME INCREASED  
HEPATIC STEATOSIS  
VAGINAL HAEMORRHAGE  
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8479789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479789 NON-EXPEDITED N US-TEVA-330033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8479856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479856 EXPEDITED (15-DAY) N OT BR-BAYER-2012-026921 24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1414 DAY BAYER
NEPHROLITHIASIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BLADDER DISCOMFORT  
CYSTITIS  
DEPRESSION  
FATIGUE  
MEDICAL DEVICE DISCOMFORT  
RENAL PAIN  
URETHRAL PAIN  
VAGINAL DISCHARGE  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL RASH  

8479863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479863 NON-EXPEDITED N US-TEVA-330115USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8479873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479873 EXPEDITED (15-DAY) N DS US-BAYER-2012-027703 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 mcg/24hr, CONT 365 DAY BAYER

8479912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479912 NON-EXPEDITED N US-TEVA-330207USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8479913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479913 NON-EXPEDITED N OT US-BAYER-2012-028166 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8479967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8479967 NON-EXPEDITED N US-TEVA-330177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8480073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480073 NON-EXPEDITED Y US-BAYER-2012-029727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8480075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480075 NON-EXPEDITED Y US-BAYER-2012-029984 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8480121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480121 NON-EXPEDITED N US-BAYER-2012-026481 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 256 DAY BAYER

8480164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480164 NON-EXPEDITED N US-BAYER-2012-027778 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

MIRENA S  BAYER

8480165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480165 NON-EXPEDITED N US-BAYER-2012-026331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8480234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480234 NON-EXPEDITED N US-TEVA-330188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8480273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480273 NON-EXPEDITED N US-TEVA-330357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8480288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480288 NON-EXPEDITED N US-BAYER-2012-027623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8480289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480289 NON-EXPEDITED N US-BAYER-2012-030010 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8480291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480291 NON-EXPEDITED N US-TEVA-330200USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  

8480313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480313 NON-EXPEDITED N US-BAYER-2012-030076 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8480315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480315 NON-EXPEDITED N US-BAYER-2012-030082 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER
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Detailed Report
8480321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480321 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012074243

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

ABORTION INDUCED  
PREGNANCY ON ORAL CONTRACEPTIVE  

8480338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480338 NON-EXPEDITED N US-TEVA-330206USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8480352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480352 NON-EXPEDITED N US-TEVA-330209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8480363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480363 NON-EXPEDITED N US-TEVA-330213USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8480373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480373 NON-EXPEDITED N US-TEVA-330215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8480391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480391 NON-EXPEDITED N US-TEVA-330197USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8480407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480407 NON-EXPEDITED N US-TEVA-330183USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  

8480461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480461 NON-EXPEDITED N US-TEVA-330390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8480470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480470 NON-EXPEDITED N US-TEVA-329905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8480491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480491 NON-EXPEDITED Y US-BAYER-2012-029713 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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Detailed Report
8480635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480635 NON-EXPEDITED N US-TEVA-330156USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
OFF LABEL USE  

8480662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480662 NON-EXPEDITED Y OT US-BAYER-2012-028924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

8480818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480818 NON-EXPEDITED N US-BAYER-2012-027378 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 166 DAY BAYER
MENSTRUAL DISORDER  

8480834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8480834 NON-EXPEDITED Y US-BAYER-2012-022751 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS CLIMARA PRO S  BAYER
ERYTHEMA  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8486408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2012 8486408 DIRECT N RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S  
DRUG INEFFECTIVE PLAN B S  
ASTHMA  
LOSS OF CONSCIOUSNESS  

7547129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 7547129 NON-EXPEDITED Y US-
BAYER-201029267NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 1004 DAY BAYER
Haemorrhage in pregnancy  
MALAISE  

8320684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8320684 NON-EXPEDITED N OT US-BAYER-2011-123894 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 959 DAY BAYER
GENITAL HAEMORRHAGE  

8344934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8344934 NON-EXPEDITED Y OT US-BAYER-2012-005476 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 315 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8382983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8382983 EXPEDITED (15-DAY) N OT US-BAYER-2012-007570 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1212 DAY BAYER
DEVICE COMPONENT ISSUE  
DYSPAREUNIA  
OVARIAN CYST  

8432774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8432774 NON-EXPEDITED N US-TEVA-324864USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8466198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8466198 NON-EXPEDITED N US-TEVA-328609USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PAXIL C  
NEURONTIN C  

8466890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8466890 NON-EXPEDITED N US-TEVA-328652USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS NOS C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8469031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8469031 NON-EXPEDITED N US-TEVA-328877USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER PROZAC C ORAL 60 Milligram;  

AMBIEN C ORAL 10 Milligram;  
KLONOPIN C ORAL  

8471175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8471175 NON-EXPEDITED N US-TEVA-329172USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8481336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481336 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-027946 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE UNK 244 DAY BAYER

8481337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481337 EXPEDITED (15-DAY) N OT BR-BAYER-2012-028958 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8481338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481338 EXPEDITED (15-DAY) N OT SE-BAYER-2012-016013 29 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 152 DAY BAYER
CHLAMYDIAL INFECTION  
DYSMENORRHOEA  
MENOMETRORRHAGIA  
MOOD ALTERED  

8481339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481339 EXPEDITED (15-DAY) Y OT HU-BAYER-2012-027895 41 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANGINA PECTORIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER
CHEST PAIN  
DYSPNOEA  
FATIGUE  
HYPOAESTHESIA  
PALPITATIONS  
POST PROCEDURAL HAEMORRHAGE  

8481346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481346 NON-EXPEDITED N US-TEVA-330288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8481348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481348 NON-EXPEDITED N OT US-BAYER-2012-027929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ACNE  
AMENORRHOEA  
MOOD ALTERED  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8481349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481349 EXPEDITED (15-DAY) N OT US-BAYER-2012-027910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PYREXIA  

8481357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481357 NON-EXPEDITED N US-TEVA-330319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8481367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481367 NON-EXPEDITED N US-TEVA-330323USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8481438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481438 NON-EXPEDITED N US-BAYER-2012-026444 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8481439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481439 NON-EXPEDITED N US-BAYER-2012-023885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

ORAL CONTRACEPTIVE NOS C UNK  

8481440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481440 NON-EXPEDITED Y US-BAYER-2012-025521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8481441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481441 NON-EXPEDITED N OT US-BAYER-2012-027971 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CERVIX DISORDER  

8481442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481442 NON-EXPEDITED Y US-BAYER-2012-029710 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 202 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8481443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481443 NON-EXPEDITED Y US-BAYER-2012-029555 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8481444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481444 NON-EXPEDITED N US-BAYER-2012-028174 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 91 DAY BAYER

8481445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481445 NON-EXPEDITED Y US-BAYER-2012-027491 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8481446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481446 NON-EXPEDITED Y US-BAYER-2012-029717 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 230 DAY BAYER

MIRENA S  BAYER

8481447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481447 NON-EXPEDITED Y US-BAYER-2012-028181 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8481448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481448 NON-EXPEDITED N OT US-BAYER-2012-029926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8481449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481449 NON-EXPEDITED N OT US-BAYER-2012-028019 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
DYSPAREUNIA  
MALAISE  
MEDICAL DEVICE DISCOMFORT  

8481450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481450 NON-EXPEDITED Y OT US-BAYER-2012-027984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 81 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8481451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481451 NON-EXPEDITED N US-BAYER-2012-029154 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8481452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481452 NON-EXPEDITED Y US-BAYER-2012-029703 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 103 DAY BAYER

8481453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481453 NON-EXPEDITED Y US-BAYER-2012-028563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8481454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481454 NON-EXPEDITED Y OT US-BAYER-2012-028482 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER
GENITAL HAEMORRHAGE  

8481455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481455 NON-EXPEDITED N OT US-BAYER-2012-028483 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 288 DAY BAYER

8481456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481456 NON-EXPEDITED N OT US-BAYER-2012-028519 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN  

8481459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481459 NON-EXPEDITED Y US-BAYER-2012-029060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 158 DAY BAYER

8481460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481460 NON-EXPEDITED Y US-BAYER-2012-027522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8481461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481461 NON-EXPEDITED N US-BAYER-2012-029096 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8481463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481463 NON-EXPEDITED N US-BAYER-2012-028541 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8481464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481464 EXPEDITED (15-DAY) N HO DK-BAYER-2012-023201 37 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENTEROCOCCAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
PAIN  
VAGINAL HAEMORRHAGE  

8481465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481465 NON-EXPEDITED N OT US-BAYER-2012-029059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  

8481466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481466 NON-EXPEDITED Y US-BAYER-2012-030184 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8481467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481467 NON-EXPEDITED Y US-BAYER-2012-028964 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8481468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481468 NON-EXPEDITED N US-BAYER-2012-029755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 5 DAY BAYER

8481469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481469 NON-EXPEDITED Y US-BAYER-2012-029050 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8481470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481470 NON-EXPEDITED Y US-BAYER-2012-029942 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8481471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481471 NON-EXPEDITED N US-BAYER-2012-030141 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 112 DAY BAYER
MENORRHAGIA  

8481493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481493 EXPEDITED (15-DAY) N OT US-BAYER-2012-028560 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  
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Detailed Report
8481498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481498 NON-EXPEDITED N US-TEVA-330352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8481526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481526 NON-EXPEDITED N US-BAYER-2012-028443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8481527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481527 NON-EXPEDITED N US-BAYER-2012-023396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS CLIMARA PRO S  BAYER

8481546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481546 NON-EXPEDITED N US-TEVA-330355USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8481607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481607 NON-EXPEDITED Y US-BAYER-2012-029995 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 569 DAY BAYER
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Detailed Report
8481664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481664 NON-EXPEDITED N US-TEVA-330230USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
FATIGUE  
HUNGER  
MENSTRUATION IRREGULAR  

8481996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8481996 NON-EXPEDITED N OT US-BAYER-2012-027445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT  

8482035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482035 NON-EXPEDITED N US-TEVA-330287USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA TOPAMAX C  

ELAVIL C  

8482075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482075 NON-EXPEDITED N US-TEVA-330605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8482100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482100 NON-EXPEDITED N OT US-BAYER-2012-028968 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8482101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482101 NON-EXPEDITED N OT US-BAYER-2012-028488 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 90 DAY BAYER
DEVICE EXPULSION  

8482102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482102 NON-EXPEDITED N OT US-BAYER-2012-028936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

8482104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482104 NON-EXPEDITED Y OT US-BAYER-2012-029697 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8482105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482105 NON-EXPEDITED Y OT US-BAYER-2012-028943 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8482106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482106 NON-EXPEDITED Y OT US-BAYER-2012-028681 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
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Detailed Report
8482107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482107 NON-EXPEDITED Y OT US-BAYER-2012-028993 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER

8482109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482109 NON-EXPEDITED Y OT US-BAYER-2012-028082 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8482110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482110 NON-EXPEDITED Y OT US-BAYER-2012-028653 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  

8482114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482114 NON-EXPEDITED N US-TEVA-330334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8482119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482119 NON-EXPEDITED N US-TEVA-330354USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  
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Detailed Report
8482139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482139 NON-EXPEDITED N US-TEVA-330227USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8482217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482217 NON-EXPEDITED N US-TEVA-330398USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8482245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482245 NON-EXPEDITED N US-TEVA-330402USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8482265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482265 NON-EXPEDITED N US-TEVA-330408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8482329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482329 NON-EXPEDITED N US-TEVA-330418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8482337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482337 NON-EXPEDITED N US-TEVA-330622USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8482342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482342 NON-EXPEDITED N US-TEVA-330385USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8482347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482347 NON-EXPEDITED N US-TEVA-330624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8482369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482369 NON-EXPEDITED N US-TEVA-330392USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8482386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482386 EXPEDITED (15-DAY) N OT GB-TEVA-330243ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8482698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482698 NON-EXPEDITED N US-BAYER-2012-028640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 373 DAY BAYER

8482699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482699 NON-EXPEDITED N US-BAYER-2012-027526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 637 DAY BAYER

8482700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482700 NON-EXPEDITED N US-BAYER-2012-029549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8482701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482701 NON-EXPEDITED Y US-BAYER-2012-030000 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
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Detailed Report
8482703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482703 NON-EXPEDITED N US-BAYER-2012-029934 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

MIRENA S  BAYER

8482704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482704 NON-EXPEDITED N US-BAYER-2012-027053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL HEADACHE  

8482705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482705 NON-EXPEDITED N US-BAYER-2012-029998 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER
MENSTRUAL DISORDER MIRENA S  BAYER

8482714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482714 NON-EXPEDITED N US-TEVA-330414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8482846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482846 NON-EXPEDITED N US-TEVA-330561USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8482897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482897 NON-EXPEDITED N US-BAYER-2012-030592 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 337 DAY BAYER

MIRENA S  BAYER

8482898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482898 NON-EXPEDITED Y US-BAYER-2012-030552 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 134 DAY BAYER

8482899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8482899 NON-EXPEDITED N US-BAYER-2012-030570 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8483047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8483047 NON-EXPEDITED N US-BAYER-2012-030566 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 383 DAY BAYER

8483459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8483459 NON-EXPEDITED N US-BAYER-2012-030693 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 244 DAY BAYER

8483460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8483460 NON-EXPEDITED Y US-BAYER-2012-030597 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
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Detailed Report
8483575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2012 8483575 NON-EXPEDITED Y US-BAYER-2012-029718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7586734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 7586734 NON-EXPEDITED Y US-
BAYER-201031782NA

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FRQUENCY:CONTINO

US
 BAYER

DEVICE DISLOCATION  

7675527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 7675527 NON-EXPEDITED Y OT US-
BAYER-201041678NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE INSERTED ON ABOUT

6 TO 8 MONTHS
PRIOR TO FIRST
REPORT

1086 DAY BAYER

ABDOMINAL PAIN  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
MENORRHAGIA  
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Detailed Report
7845577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 7845577 EXPEDITED (15-DAY) N HO US-BAYER-2011-019652 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYSTEMIC LUPUS ERYTHEMATOSUS MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
RASH IBUPROFEN C  BAYER
ALOPECIA  
ASTHENIA  
MUSCLE DISORDER  
PAIN  
WEIGHT DECREASED  

8018629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8018629 NON-EXPEDITED N US-TEVA-288674USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8056214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8056214 NON-EXPEDITED Y US-BAYER-2011-064277 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER
BACK PAIN  
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
NO ADVERSE EVENT  
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Detailed Report
8263319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8263319 EXPEDITED (15-DAY) N OT BR-BAYER-2011-111131 43 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SERUM FERRITIN INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
BLOOD IRON INCREASED DEPAKOTE C  

TOLREST C  

8440360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8440360 NON-EXPEDITED Y US-BAYER-2012-021000 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

MIRENA S  BAYER

8458096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8458096 NON-EXPEDITED Y US-BAYER-2012-022704 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, CONT  BAYER

8462777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8462777 NON-EXPEDITED N US-BAYER-2012-025248 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8463715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8463715 NON-EXPEDITED N US-TEVA-328041USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN ADDERALL C  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8472464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8472464 NON-EXPEDITED N US-BAYER-2012-027892 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER

8476458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8476458 NON-EXPEDITED N US-TEVA-329446USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8484088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484088 NON-EXPEDITED N OT US-BAYER-2012-029418 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8484089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484089 NON-EXPEDITED Y OT US-BAYER-2012-028056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 71 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER

8484090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484090 EXPEDITED (15-DAY) Y OT US-BAYER-2012-029103 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABASIA  
PAIN IN EXTREMITY  
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Detailed Report
8484091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484091 NON-EXPEDITED N OT US-BAYER-2012-027879 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE EXPULSION  

8484093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484093 NON-EXPEDITED N OT US-BAYER-2012-029024 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN LOWER  

8484305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484305 NON-EXPEDITED N US-BAYER-2012-028929 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER

8484306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484306 NON-EXPEDITED N US-BAYER-2012-029073 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8484307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484307 NON-EXPEDITED Y US-BAYER-2012-024403 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE PHYSICAL PROPERTY ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8484310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484310 NON-EXPEDITED N US-BAYER-2012-030683 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER
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Detailed Report
8484311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484311 NON-EXPEDITED N US-BAYER-2012-030442 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8484312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484312 NON-EXPEDITED N US-BAYER-2012-029117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PAIN  

8484313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484313 NON-EXPEDITED N US-BAYER-2012-030187 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 120 DAY BAYER

8484314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484314 NON-EXPEDITED N US-BAYER-2012-024734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8484317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484317 NON-EXPEDITED N US-TEVA-330502USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  

8484333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484333 NON-EXPEDITED N US-TEVA-330514USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8484378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484378 NON-EXPEDITED N US-TEVA-330627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484404 NON-EXPEDITED N US-TEVA-330664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484413 NON-EXPEDITED N OT US-BAYER-2012-028933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8484415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484415 NON-EXPEDITED Y OT US-BAYER-2012-029700 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8484416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484416 NON-EXPEDITED N OT US-BAYER-2012-029989 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8484432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484432 NON-EXPEDITED N US-TEVA-330687USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484465 NON-EXPEDITED N US-TEVA-330628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  

8484558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484558 NON-EXPEDITED Y OT US-BAYER-2012-030465 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 456 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8484559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484559 NON-EXPEDITED N OT US-BAYER-2012-030724 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 1825 DAY BAYER
AMENORRHOEA  

8484568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484568 NON-EXPEDITED N US-TEVA-330600USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
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Detailed Report
8484606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484606 NON-EXPEDITED Y US-BAYER-2012-030200 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8484607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484607 NON-EXPEDITED N US-BAYER-2012-031034 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8484609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484609 NON-EXPEDITED Y US-BAYER-2012-031006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8484610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484610 NON-EXPEDITED N US-BAYER-2012-031008 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8484611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484611 NON-EXPEDITED N US-BAYER-2012-030183 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 580 DAY BAYER
PAIN  
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Detailed Report
8484612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484612 NON-EXPEDITED N US-BAYER-2012-030972 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8484635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484635 NON-EXPEDITED N US-TEVA-330648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484637 NON-EXPEDITED N US-TEVA-330545USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484688 NON-EXPEDITED N US-TEVA-330522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8484728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484728 NON-EXPEDITED N US-TEVA-330516USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR UNKNOWN C  
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Detailed Report
8484759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484759 NON-EXPEDITED Y US-TEVA-330542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT PLAN B ONE-STEP S VAGINAL 1.5 Milligram;  DURAMED
INCORRECT ROUTE OF DRUG
ADMINISTRATION

 

8484785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484785 DIRECT N OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S Inserted vaginaly  
MUSCLE SPASMS MIRENA C  
ABDOMINAL DISTENSION  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
BREAST TENDERNESS  
DAYDREAMING  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DYSPAREUNIA  
FATIGUE  
HEADACHE  
MOOD SWINGS  
POLLAKIURIA  
SUICIDAL IDEATION  
WEIGHT INCREASED  
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Detailed Report
8484795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484795 DIRECT N OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S Inserted vaginaly  
ABDOMINAL DISTENSION  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
BREAST TENDERNESS  
DAYDREAMING  
DEPRESSION  
DISTURBANCE IN ATTENTION  
DYSPAREUNIA  
FATIGUE  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
MUSCLE SPASMS  
POLLAKIURIA  
SUICIDAL IDEATION  
WEIGHT INCREASED  

8484807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8484807 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  
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Detailed Report
8485023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485023 NON-EXPEDITED N US-TEVA-330647USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY TEST NEGATIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INTENTIONAL OVERDOSE  
MENSTRUATION DELAYED  

8485084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485084 NON-EXPEDITED Y US-BAYER-2012-026064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
OVARIAN CYST  

8485160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485160 NON-EXPEDITED N OT US-BAYER-2012-030453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8485187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485187 NON-EXPEDITED N US-BAYER-2012-024011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 96 DAY BAYER
BLOOD PRESSURE INCREASED  
DEVICE DIFFICULT TO USE  
FOOD CRAVING  
HEADACHE  
HEART RATE INCREASED  
HYPOAESTHESIA  
NAUSEA  
PARAESTHESIA  
VOMITING  
WEIGHT INCREASED  

8485214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485214 EXPEDITED (15-DAY) Y OT FI-BAYER-2012-030306 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8485371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485371 NON-EXPEDITED N US-TEVA-330868USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING COLD PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FALL SOLEPRID C  
NAUSEA  

8485569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485569 NON-EXPEDITED Y US-BAYER-2012-030204 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 21 DAY BAYER
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Detailed Report
8485572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2012 8485572 NON-EXPEDITED N US-BAYER-2012-024965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION CLIMARA PRO S UNK  BAYER
DEPRESSED MOOD  
HEADACHE  
HOT FLUSH  

7979867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 7979867 EXPEDITED (15-DAY) N OT US-BAYER-2011-046603 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT 1147 DAY BAYER
DEVICE EXPULSION SINGULAIR C  
CONVULSION LEXAPRO C  
POSTPARTUM HAEMORRHAGE ZYRTEC C  
UTERINE HAEMORRHAGE CELEXA C  
MENSTRUATION IRREGULAR  

8335836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8335836 NON-EXPEDITED N OT US-BAYER-2012-003900 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN ACYCLOVIR C 400 mg, UNK  
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DYSMENORRHOEA  
DYSPAREUNIA  
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Detailed Report
8374610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8374610 NON-EXPEDITED N OT US-BAYER-2012-008604 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
BURNING SENSATION MUCOSAL  
DISCOMFORT  

8467238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8467238 NON-EXPEDITED N US-TEVA-328532USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
VOMITING  

8471314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8471314 NON-EXPEDITED N US-TEVA-329008USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8471696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8471696 NON-EXPEDITED N US-TEVA-329138USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
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Detailed Report
8475537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8475537 NON-EXPEDITED N US-TEVA-329561USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8475891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8475891 NON-EXPEDITED N US-TEVA-329498USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ADVAIR DISKUS C  
MENSTRUATION IRREGULAR ALBUTEROL C  

CLARITIN C  

8477853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8477853 NON-EXPEDITED N US-TEVA-329934USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8478641 NON-EXPEDITED N US-TEVA-329967USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8478839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8478839 NON-EXPEDITED N US-TEVA-330123USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
NAUSEA  
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Detailed Report
8486241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486241 NON-EXPEDITED N US-TEVA-330909USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8486243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486243 NON-EXPEDITED N US-TEVA-330902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8486247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486247 NON-EXPEDITED N US-TEVA-330896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8486248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486248 NON-EXPEDITED N US-TEVA-330869USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8486274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486274 NON-EXPEDITED N US-TEVA-330883USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8486277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486277 NON-EXPEDITED N US-TEVA-330890USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8486300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486300 NON-EXPEDITED N US-TEVA-330805USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8486348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486348 NON-EXPEDITED N US-BAYER-2012-028947 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8486349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486349 NON-EXPEDITED N US-BAYER-2012-030410 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8486351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486351 NON-EXPEDITED Y US-BAYER-2012-030978 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8486352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486352 NON-EXPEDITED Y US-BAYER-2012-027998 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 241 DAY BAYER
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Detailed Report
8486353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486353 NON-EXPEDITED N US-BAYER-2012-031051 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8486399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486399 NON-EXPEDITED N OT US-BAYER-2012-029786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8486400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486400 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-029095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT MIRENA S  BAYER

8486405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486405 NON-EXPEDITED N US-TEVA-330825USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION LEVONORGESTREL S  
MENSTRUATION IRREGULAR  

8486506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486506 NON-EXPEDITED N US-TEVA-330829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8486654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486654 NON-EXPEDITED Y US-BAYER-2012-029537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8486655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486655 NON-EXPEDITED N US-BAYER-2012-029954 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 244 DAY BAYER
DEVICE EXPULSION  
PAIN  

8486731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486731 NON-EXPEDITED N OT US-BAYER-2012-030216 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 13 DAY BAYER

8486733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486733 NON-EXPEDITED N OT US-BAYER-2012-030609 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PROCEDURAL PAIN MIRENA S  BAYER

8486840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486840 NON-EXPEDITED N US-BAYER-2012-031481 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER
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Detailed Report
8486936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8486936 NON-EXPEDITED N OT US-BAYER-2012-029166 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8487337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487337 NON-EXPEDITED N US-BAYER-2012-025224 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8487429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487429 NON-EXPEDITED N OT US-BAYER-2012-029987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8487435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487435 NON-EXPEDITED N US-TEVA-330850USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8487448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487448 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2012-009989 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 108 HR BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DIZZINESS  
FORMICATION  
JOINT SWELLING  
MENORRHAGIA  
MUSCULAR WEAKNESS  
NAUSEA  
NERVOUSNESS  
PELVIC PAIN  
VERTIGO  
WEIGHT INCREASED  

8487459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487459 NON-EXPEDITED N US-TEVA-330870USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8487472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487472 NON-EXPEDITED N US-TEVA-330886USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  
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Detailed Report
8487486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487486 EXPEDITED (15-DAY) Y OT US-BAYER-2012-029217 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S TRANSDERMAL 1 DF, OW  BAYER
NO ADVERSE EVENT CLIMARA PRO S TRANSDERMAL 2 DF, ONCE  BAYER

8487500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487500 NON-EXPEDITED N US-TEVA-330893USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8487547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487547 NON-EXPEDITED N US-TEVA-330903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8487548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487548 NON-EXPEDITED Y OT US-BAYER-2012-030056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER

8487551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487551 NON-EXPEDITED Y OT US-BAYER-2012-029933 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
POLYMENORRHOEA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8487646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487646 NON-EXPEDITED N US-TEVA-330804USA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE DURING BREAST FEEDING PLAN B ONE-STEP S TRANSAMMMARY 1.5 Milligram;  DURAMED
HYPERSENSITIVITY  
URTICARIA  
VOMITING  

8487682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487682 NON-EXPEDITED N US-TEVA-330933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8487698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487698 NON-EXPEDITED N US-TEVA-330934USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIARRHOEA  

8487703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487703 NON-EXPEDITED N OT US-BAYER-2012-030554 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8487706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487706 NON-EXPEDITED Y OT US-BAYER-2012-029413 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 490 DAY BAYER
ABDOMINAL PAIN  
CERVIX DISORDER  
HYPOMENORRHOEA  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  

8487844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8487844 NON-EXPEDITED Y US-TEVA-330806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8488030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2012 8488030 NON-EXPEDITED N US-TEVA-331225USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8297734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8297734 NON-EXPEDITED Y OT US-BAYER-2011-119020 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
8318366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8318366 EXPEDITED (15-DAY) Y OT NO-BAYER-2011-122688 26 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S UNK  BAYER
ALANINE AMINOTRANSFERASE INCREASED  
ASPARTATE AMINOTRANSFERASE INCREASED  
GAMMA-GLUTAMYLTRANSFERASE INCREASED  
PRURITUS  

8338847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8338847 NON-EXPEDITED N US-BAYER-2012-004689 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER

MIRENA S  BAYER

8393202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8393202 NON-EXPEDITED N OT US-BAYER-2012-009672 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8436884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8436884 NON-EXPEDITED Y OT US-BAYER-2012-018409 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8445380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8445380 NON-EXPEDITED N US-TEVA-326428USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED OVCON 35 C  

OVCON 35 C  

8455809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8455809 NON-EXPEDITED Y OT US-BAYER-2012-022174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8471762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8471762 NON-EXPEDITED N US-TEVA-329157USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8477378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8477378 NON-EXPEDITED N US-TEVA-329792USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEVOTHYROXINE SODIUM C  

8477838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8477838 NON-EXPEDITED N US-TEVA-329921USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,276 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8477943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8477943 NON-EXPEDITED N OT US-BAYER-2012-026715 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8490646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490646 NON-EXPEDITED N US-TEVA-331149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8490658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490658 NON-EXPEDITED N US-TEVA-331233USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SECRETION DISCHARGE  

8490735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490735 NON-EXPEDITED N US-TEVA-331120USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8490827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490827 NON-EXPEDITED N US-TEVA-331264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8490875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490875 NON-EXPEDITED Y US-BAYER-2012-029219 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8490876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490876 NON-EXPEDITED N US-BAYER-2012-024853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8490877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490877 NON-EXPEDITED Y US-BAYER-2012-030788 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8490878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490878 NON-EXPEDITED Y US-BAYER-2012-030115 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8490892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490892 NON-EXPEDITED N US-BAYER-2012-030689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERPLASIA MIRENA S UNK  BAYER

MIRENA S  BAYER

8490893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490893 NON-EXPEDITED Y US-BAYER-2012-026908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE PHYSICAL PROPERTY ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8490926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490926 NON-EXPEDITED N US-TEVA-331257USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINE ABNORMALITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8490959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8490959 NON-EXPEDITED N US-TEVA-331184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8491006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491006 NON-EXPEDITED N US-TEVA-331227USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8491041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491041 NON-EXPEDITED N US-TEVA-331222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8491079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491079 NON-EXPEDITED N US-TEVA-331151USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  
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Detailed Report
8491083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491083 NON-EXPEDITED N US-TEVA-331192USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8491114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491114 NON-EXPEDITED N US-TEVA-331142USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C VAGINAL  

8491127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491127 NON-EXPEDITED Y US-BAYER-2012-030087 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER

8491130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491130 NON-EXPEDITED N US-TEVA-331107USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8491159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491159 NON-EXPEDITED Y US-BAYER-2012-031649 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 9 DAY BAYER
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Detailed Report
8491161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491161 NON-EXPEDITED N US-BAYER-2012-031134 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 24 DAY BAYER

MIRENA S  BAYER

8491162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491162 NON-EXPEDITED Y US-BAYER-2012-031480 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8491519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491519 NON-EXPEDITED N US-TEVA-331235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
BACK PAIN  
DIZZINESS  
FATIGUE  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8491573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491573 NON-EXPEDITED N US-TEVA-331245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8491626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491626 NON-EXPEDITED N US-TEVA-331249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8491653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491653 NON-EXPEDITED Y US-BAYER-2012-031781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8491659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491659 NON-EXPEDITED N US-TEVA-331253USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8491767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491767 NON-EXPEDITED N US-TEVA-331255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8491781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491781 NON-EXPEDITED N US-TEVA-331260USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8491921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491921 NON-EXPEDITED N US-BAYER-2012-029976 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8491961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491961 NON-EXPEDITED N OT US-BAYER-2012-031650 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
DEVICE EXPULSION  

8491995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8491995 NON-EXPEDITED N US-TEVA-331186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY  

8492042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492042 NON-EXPEDITED N US-TEVA-331275USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8492059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492059 EXPEDITED (15-DAY) N OT US-BAYER-2012-030438 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EMOTIONAL DISORDER  
FEELING ABNORMAL  
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Detailed Report
8492063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492063 NON-EXPEDITED N US-TEVA-331273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
BREAST TENDERNESS  
INCREASED APPETITE  
MENSTRUATION IRREGULAR  

8492123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492123 NON-EXPEDITED N US-TEVA-331272USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  

8492194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492194 NON-EXPEDITED Y US-BAYER-2012-032244 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8492199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492199 NON-EXPEDITED N US-TEVA-331265USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8492214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492214 NON-EXPEDITED N US-TEVA-331393USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8492451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492451 NON-EXPEDITED N US-TEVA-331270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8492471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492471 NON-EXPEDITED N US-BAYER-2012-032280 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8492518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492518 NON-EXPEDITED N US-TEVA-331335USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8492675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492675 NON-EXPEDITED N US-TEVA-331401USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

Page: 10,285 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8492683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8492683 EXPEDITED (15-DAY) Y HO US-TEVA-331337USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORTAL VEIN THROMBOSIS PLAN B S ORAL  DURAMED

8495173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8495173 NON-EXPEDITED Y DL2012-0006 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIFEPRISTONE S ORAL 200 MG, ORAL  
HOT FLUSH PLAN B ONE-STEP S 1.5 MG; 1.5 MG  
BREAST TENDERNESS PLAN B ONE-STEP C  

8495353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2012 8495353 NON-EXPEDITED N 214681USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 MG (1.5 MG, 1 IN 1

D), ORAL, 1.5 MG (1.5
MG, 1 IN 1 D), ORAL,
1.5 MG (1.5 MG, 1 IN 1
D), ORAL

 

MUSCLE SPASMS MIFEPRISTONE S  
BREAST TENDERNESS  
HAEMORRHAGE  
PELVIC PAIN  
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Detailed Report
8279850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8279850 NON-EXPEDITED Y OT US-BAYER-2011-110740 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
APATHY  
DEPRESSION  
DISCOMFORT  
FEELING ABNORMAL  
IRRITABILITY  
STARING  
VAGINAL HAEMORRHAGE  

8348090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8348090 EXPEDITED (15-DAY) N OT US-BAYER-2012-006657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER
CERVICAL DYSPLASIA LEXAPRO C 10 mg, QD  

KLONOPIN C 0.5 mg, TID  

8353130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8353130 NON-EXPEDITED N OT US-BAYER-2012-007608 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
ABDOMINAL PAIN LOWER DAILY PRENATAL (CALCIUM,

VITAMINS, AND FOLIC ACID)
C UNK  

HEADACHE  
MENSTRUATION IRREGULAR  
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Detailed Report
8396134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8396134 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-010099 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC INFECTION  
PELVIC PAIN  
SEPTIC SHOCK  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  

8396225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8396225 NON-EXPEDITED N OT US-BAYER-2012-010005 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 174 DAY BAYER
ALOPECIA  
ANAEMIA  
FATIGUE  
GENITAL HAEMORRHAGE  
LETHARGY  
MENORRHAGIA  

8434737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8434737 NON-EXPEDITED N OT US-BAYER-2012-018337 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
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Detailed Report
8447227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8447227 EXPEDITED (15-DAY) N OT US-BAYER-2012-021078 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 µg, CONT 5 DAY BAYER
MUSCLE SPASMS  
PAIN  

8450475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8450475 NON-EXPEDITED N US-TEVA-326804USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8480404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8480404 NON-EXPEDITED N US-TEVA-330127USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8492904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8492904 NON-EXPEDITED N OT US-BAYER-2012-030968 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER

8492905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8492905 NON-EXPEDITED N OT US-BAYER-2012-030172 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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Detailed Report
8492906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8492906 NON-EXPEDITED N OT US-BAYER-2012-030426 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER

8492910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8492910 EXPEDITED (15-DAY) N OT US-BAYER-2012-029965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTESTINAL PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8493080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493080 NON-EXPEDITED N US-BAYER-2012-030090 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8493081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493081 NON-EXPEDITED N US-BAYER-2012-029791 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8493082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493082 NON-EXPEDITED N US-BAYER-2012-031693 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 48 DAY BAYER

8493084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493084 NON-EXPEDITED Y US-BAYER-2012-030186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8493085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493085 NON-EXPEDITED Y US-BAYER-2012-031146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8493099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493099 NON-EXPEDITED N US-TEVA-331299USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493133 NON-EXPEDITED N US-TEVA-331310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DAPSONE C  
HUMIRA C  

8493154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493154 NON-EXPEDITED N US-TEVA-331333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493180 NON-EXPEDITED N US-TEVA-331332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493215 NON-EXPEDITED N US-TEVA-331313USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8493229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493229 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2012081121

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL INFARCTION TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER

8493248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493248 NON-EXPEDITED N OT US-BAYER-2012-030164 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 337 DAY BAYER
BACK PAIN  
DEVICE EXPULSION  
MENORRHAGIA  
OLIGOMENORRHOEA  
PAIN  

8493269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493269 NON-EXPEDITED N US-BAYER-2012-032270 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8493270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493270 NON-EXPEDITED N US-BAYER-2012-032151 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8493292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493292 NON-EXPEDITED N US-TEVA-331300USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8493467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493467 NON-EXPEDITED N US-TEVA-331386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493490 NON-EXPEDITED N US-TEVA-331370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493492 NON-EXPEDITED Y US-BAYER-2012-031984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8493493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493493 NON-EXPEDITED Y US-BAYER-2012-029204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8493494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493494 NON-EXPEDITED N US-BAYER-2012-031142 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8493496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493496 NON-EXPEDITED N US-BAYER-2012-031988 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER
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Detailed Report
8493503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493503 NON-EXPEDITED N US-TEVA-331372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493600 NON-EXPEDITED N US-BAYER-2012-030696 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8493601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493601 NON-EXPEDITED Y OT US-BAYER-2012-030102 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
VAGINAL HAEMORRHAGE  

8493602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493602 NON-EXPEDITED Y US-BAYER-2012-025226 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8493742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493742 NON-EXPEDITED N US-TEVA-331432USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8493749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493749 NON-EXPEDITED N US-TEVA-331395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8493872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493872 NON-EXPEDITED N US-TEVA-331391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR IMPLANON C  

8493904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8493904 NON-EXPEDITED N US-TEVA-331434USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE VITAMINS NOS C  
ABDOMINAL PAIN LOWER  
DIZZINESS  

8494087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494087 NON-EXPEDITED N US-TEVA-331371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHROMATURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
8494114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494114 NON-EXPEDITED N OT US-BAYER-2012-030167 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 427 DAY BAYER
ANGER  
COITAL BLEEDING  
FEELING ABNORMAL  
MOOD SWINGS  
SWELLING  
WEIGHT INCREASED  

8494115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494115 NON-EXPEDITED N US-TEVA-331368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8494214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494214 NON-EXPEDITED N US-TEVA-331336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8494244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494244 NON-EXPEDITED N US-TEVA-331334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8494264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494264 NON-EXPEDITED Y US-BAYER-2012-032624 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER
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8494292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494292 NON-EXPEDITED Y US-BAYER-2012-032056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8494555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2012 8494555 NON-EXPEDITED N US-TEVA-331413USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7606812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 7606812 NON-EXPEDITED N OT US-
BAYER-201034328NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1433 DAY BAYER
ABORTION SPONTANEOUS  
UTERINE LEIOMYOMA  

7994587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 7994587 EXPEDITED (15-DAY) N OT US-BAYER-2011-048894 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION TRIAMTERENE C ORAL UNK UNK, QD  
HYPERTENSION  
STREPTOCOCCUS TEST POSITIVE  
UTERINE LEIOMYOMA  
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8157782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8157782 NON-EXPEDITED Y HO,OT US-BAYER-2011-088053 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
ABORTION MISSED  

8217821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8217821 NON-EXPEDITED N OT US-BAYER-2011-104946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8319857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8319857 NON-EXPEDITED Y OT US-BAYER-2011-123384 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8402641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8402641 NON-EXPEDITED Y HO US-BAYER-2012-012417 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, UNK 1204 DAY BAYER
ABDOMINAL PAIN  

8441612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8441612 NON-EXPEDITED N US-TEVA-325810USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8444286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8444286 NON-EXPEDITED N OT US-BAYER-2012-019957 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8444294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8444294 NON-EXPEDITED Y OT US-BAYER-2012-020127 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  
VAGINAL HAEMORRHAGE  

8446727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8446727 NON-EXPEDITED N OT US-BAYER-2012-020477 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg, CONT 69 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8449876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8449876 NON-EXPEDITED N OT US-BAYER-2012-021074 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE METOPROLOL SUCCINATE C  
DEVICE DISLOCATION HYDROCHLOROTHIAZIDE C  

8453828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8453828 NON-EXPEDITED Y US-BAYER-2012-023727 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8463430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8463430 NON-EXPEDITED N OT US-BAYER-2012-024386 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8463432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8463432 NON-EXPEDITED N OT US-BAYER-2012-023848 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 193 DAY BAYER
ABDOMINAL PAIN LOWER  

8480682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8480682 NON-EXPEDITED N US-TEVA-330404USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  
MULTI-VITAMIN C  

8481621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8481621 NON-EXPEDITED N US-TEVA-330356USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8484456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8484456 NON-EXPEDITED N US-TEVA-330701USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,300 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8484585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8484585 NON-EXPEDITED N US-TEVA-330710USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8485220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8485220 NON-EXPEDITED N US-TEVA-330641USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLINDAMYCIN C  
SUBOXONE C  
FLEXERIL C  

8491536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8491536 EXPEDITED (15-DAY) N OT NO-BAYER-2012-029369 Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8493795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8493795 EXPEDITED (15-DAY) N OT US-TEVA-331374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRISMUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSARTHRIA  
HYPERSENSITIVITY  
PAIN IN EXTREMITY  
TREMOR  
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Detailed Report
8494195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8494195 EXPEDITED (15-DAY) N OT US-TEVA-331671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOCARDIAL INFARCTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHEST PAIN  
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  

8494923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8494923 NON-EXPEDITED N OT US-BAYER-2012-030970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8494924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8494924 NON-EXPEDITED Y OT US-BAYER-2012-030478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8494927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8494927 NON-EXPEDITED N OT US-BAYER-2012-030437 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8495086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495086 NON-EXPEDITED N US-BAYER-2012-031685 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENSTRUAL DISORDER  
METRORRHAGIA  
MOOD SWINGS  

8495087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495087 NON-EXPEDITED N US-BAYER-2012-031470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S 20 mcg/24hr, CONT  BAYER

8495091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495091 NON-EXPEDITED Y US-BAYER-2012-031137 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8495092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495092 NON-EXPEDITED Y US-BAYER-2012-025996 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 117 DAY BAYER

8495128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495128 NON-EXPEDITED N OT US-BAYER-2012-030625 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 271 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8495129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495129 NON-EXPEDITED Y OT US-BAYER-2012-030463 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8495155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495155 NON-EXPEDITED N US-TEVA-331574USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

8495229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495229 NON-EXPEDITED N US-TEVA-331612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495324 NON-EXPEDITED N US-TEVA-331622USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495355 NON-EXPEDITED N US-TEVA-331687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLANK PAIN  
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Detailed Report
8495364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495364 EXPEDITED (15-DAY) N OT US-BAYER-2012-030565 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S UNK  BAYER
DEVICE EXPULSION  

8495366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495366 NON-EXPEDITED N OT US-BAYER-2012-030621 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
COITAL BLEEDING  
DEVICE DISLOCATION  

8495425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495425 NON-EXPEDITED N US-TEVA-331657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495474 NON-EXPEDITED N US-BAYER-2012-031622 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8495478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495478 NON-EXPEDITED N OT US-BAYER-2012-030169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT 14 DAY BAYER
LOSS OF CONSCIOUSNESS MIRENA S 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DEVICE DISLOCATION  
MEDICAL DEVICE PAIN  
PAIN  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  

8495493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495493 NON-EXPEDITED N US-TEVA-331663USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE LEVONORGESTREL S ORAL  
NAUSEA  

8495504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495504 NON-EXPEDITED Y OT US-BAYER-2012-031101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8495505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495505 NON-EXPEDITED N US-BAYER-2012-033118 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8495506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495506 NON-EXPEDITED N US-BAYER-2012-025597 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8495535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495535 NON-EXPEDITED N US-TEVA-331684USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495538 NON-EXPEDITED Y US-BAYER-2012-033108 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8495550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495550 NON-EXPEDITED N US-TEVA-331628USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C  

8495551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495551 NON-EXPEDITED N US-TEVA-331672USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8495553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495553 NON-EXPEDITED N US-TEVA-331614USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

8495554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495554 NON-EXPEDITED N US-TEVA-331632USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
PELVIC PAIN  

8495563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495563 NON-EXPEDITED N US-TEVA-331543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495583 NON-EXPEDITED N US-TEVA-331660USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495585 NON-EXPEDITED Y US-BAYER-2012-031474 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
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Detailed Report
8495606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495606 NON-EXPEDITED N US-TEVA-331647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495850 NON-EXPEDITED N US-TEVA-331812USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8495874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495874 EXPEDITED (15-DAY) Y OT ZA-
MYLANLABS-2012S1006
634

30 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy AZATHIOPRINE S UNKNOWN  MYLAN
MATERNAL EXPOSURE DURING PREGNANCY LEVONORGESTREL S ORAL  
NORMAL NEWBORN NEORAL S UNKNOWN target trough

concentration 50-150
microg/L

 

PREDNISONE S UNKNOWN  

8495995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8495995 NON-EXPEDITED N US-TEVA-331701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8496033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496033 NON-EXPEDITED Y US-BAYER-2012-032658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8496071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496071 NON-EXPEDITED N US-TEVA-331833USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

UNSPECIFIED INGREDIENT S  

8496111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496111 NON-EXPEDITED N US-TEVA-331881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  

8496146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496146 NON-EXPEDITED N US-TEVA-330919USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8496352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496352 NON-EXPEDITED N OT US-BAYER-2012-031729 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8496392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496392 NON-EXPEDITED N US-BAYER-2012-033236 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8496424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496424 NON-EXPEDITED N OT US-BAYER-2012-031863 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8496495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496495 NON-EXPEDITED N US-BAYER-2012-030753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

8496496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496496 NON-EXPEDITED N US-BAYER-2012-033076 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8496499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496499 NON-EXPEDITED N US-BAYER-2012-033254 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S UNK  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
FATIGUE  
WEIGHT INCREASED  

8496501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496501 NON-EXPEDITED N US-TEVA-331883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8496530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2012 8496530 EXPEDITED (15-DAY) N OT US-BAYER-2012-031455 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
BREAST TENDERNESS  
HEADACHE  
IMPAIRED WORK ABILITY  
PARAESTHESIA  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8487424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8487424 NON-EXPEDITED N US-TEVA-330803USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE AMOXICILLIN C  
HEADACHE  

8490624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8490624 NON-EXPEDITED N US-TEVA-331250USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8493637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8493637 NON-EXPEDITED N US-TEVA-331533USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8497278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497278 NON-EXPEDITED N US-TEVA-331931USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FEELING COLD  
FEELING HOT  

8497341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497341 NON-EXPEDITED N US-TEVA-331901USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8497501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497501 NON-EXPEDITED N US-TEVA-331927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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Detailed Report
8497544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497544 NON-EXPEDITED N US-TEVA-331895USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8497582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497582 NON-EXPEDITED N US-TEVA-331887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8497634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497634 NON-EXPEDITED N US-TEVA-331922USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO EVRA C  

8497648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497648 NON-EXPEDITED N US-TEVA-331880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PREDNISONE C  

8497737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497737 NON-EXPEDITED N US-TEVA-331835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8497756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497756 NON-EXPEDITED N US-TEVA-331816USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8497757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497757 NON-EXPEDITED N US-TEVA-331920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  

8497915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8497915 NON-EXPEDITED N US-TEVA-331986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN C  
MUCINEX C  
DIFLUCAN C  

8498055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8498055 NON-EXPEDITED N US-TEVA-331911USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  
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Detailed Report
8498211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8498211 NON-EXPEDITED N US-TEVA-331981USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C ORAL  

8498286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2012 8498286 NON-EXPEDITED N US-TEVA-331987USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8043820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8043820 NON-EXPEDITED N US-TEVA-290992USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
HUNGER  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8070401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8070401 NON-EXPEDITED Y US-
BAYER-201041285NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8118932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8118932 NON-EXPEDITED Y US-BAYER-2011-041544 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
DYSPAREUNIA  
VOMITING  

8463175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8463175 EXPEDITED (15-DAY) N HO,OT US-TEVA-327422USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM PLAN B S ORAL 1.5 Milligram;  DURAMED

8479690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8479690 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-010578 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIVER FUNCTION TEST ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8486311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8486311 NON-EXPEDITED N US-TEVA-330796USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8487717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8487717 NON-EXPEDITED N US-TEVA-330793USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
BACK PAIN  
BREAST PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  
SALIVARY HYPERSECRETION  
VOMITING  

8498922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8498922 NON-EXPEDITED N US-TEVA-332021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8498941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8498941 NON-EXPEDITED N US-TEVA-331974USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN SERTRALINE HYDROCHLORIDE C  
DIZZINESS  
NAUSEA  

8498955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8498955 NON-EXPEDITED N US-TEVA-331973USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8499053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499053 NON-EXPEDITED N US-TEVA-331976USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8499083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499083 NON-EXPEDITED N US-BAYER-2012-033079 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8499084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499084 NON-EXPEDITED Y US-BAYER-2012-031236 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 355 DAY BAYER
DEVICE EXPULSION  

8499394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499394 NON-EXPEDITED N US-TEVA-332026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8499411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499411 NON-EXPEDITED N OT US-BAYER-2012-031107 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BLOOD IRON DECREASED  
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Detailed Report
8499414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499414 EXPEDITED (15-DAY) N HO,OT TW-
BAYER-2012-030291

42 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S  BAYER

8499444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499444 NON-EXPEDITED N US-TEVA-331982USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY VITAMINS NOS C  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8499459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499459 NON-EXPEDITED N US-TEVA-332059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA  
DYSPNOEA  
FEELING HOT  

8499472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499472 NON-EXPEDITED N US-TEVA-331985USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8499485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499485 NON-EXPEDITED N US-TEVA-332067USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8499513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499513 NON-EXPEDITED N US-TEVA-332074USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8499515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499515 NON-EXPEDITED N OT US-BAYER-2012-033852 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8499555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499555 NON-EXPEDITED N US-TEVA-332045USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PROZAC C ORAL  

8499558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499558 NON-EXPEDITED N US-TEVA-332077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8499600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499600 NON-EXPEDITED Y OT US-BAYER-2012-031640 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CONFUSIONAL STATE  
HYPOAESTHESIA  
MUSCLE SPASMS  
VISUAL ACUITY REDUCED  
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Detailed Report
8499891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499891 NON-EXPEDITED N US-TEVA-332078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
DIZZINESS  
NAUSEA  

8499906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499906 NON-EXPEDITED N US-TEVA-332190USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVOTHYROXINE SODIUM C  

8499982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8499982 NON-EXPEDITED N US-BAYER-2012-032401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT YAZ S ORAL UNK  BAYER
ABDOMINAL PAIN LOWER LEVONORGESTREL S  
METRORRHAGIA  

8500023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500023 NON-EXPEDITED N US-TEVA-332185USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8500083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500083 NON-EXPEDITED N US-TEVA-332228USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,322 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8500087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500087 NON-EXPEDITED N US-PFIZER
INC-2012084119

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA LEVONORGESTREL AND

ETHINYL ESTRADIOL
S UNK  

VOMITING  

8500142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500142 DIRECT Y HO 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS ALESSE 28 S ORAL 1 tab  

8500178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500178 NON-EXPEDITED N US-TEVA-332256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8500205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500205 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY MIRENA S  
ABDOMINAL PAIN UPPER  
ACNE  
ANGER  
FATIGUE  
FEELING ABNORMAL  
LOSS OF LIBIDO  
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Detailed Report
8500251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500251 EXPEDITED (15-DAY) N OT US-BAYER-2012-031676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER

8500300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500300 NON-EXPEDITED Y US-BAYER-2012-030767 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
DYSPNOEA  
MYALGIA  
TINNITUS  

8500327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500327 NON-EXPEDITED N US-TEVA-332251USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500337 NON-EXPEDITED N OT US-BAYER-2012-031231 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8500465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500465 NON-EXPEDITED N US-TEVA-332267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8500481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500481 NON-EXPEDITED N US-TEVA-332266USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500490 NON-EXPEDITED N US-TEVA-332263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500512 NON-EXPEDITED N US-TEVA-332229USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500521 NON-EXPEDITED N US-TEVA-332252USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8500535 NON-EXPEDITED N US-TEVA-332262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GINGIVAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SECRETION DISCHARGE  
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Detailed Report
8506399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8506399 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA SEASONIQUE S  
MENORRHAGIA  
METRORRHAGIA  
PRODUCT SUBSTITUTION ISSUE  

8506547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2012 8506547 DIRECT Y 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING LEVONORGESTREL AND

ETHINYL ESTRADIOL
S 2 WEEK

BREAST TENDERNESS  

7003281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 7003281 EXPEDITED (15-DAY) Y HO,OT US-TEVA-195672USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS ENPRESSE S ORAL  DURAMED

8340875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8340875 NON-EXPEDITED Y OT US-BAYER-2012-004647 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
INSOMNIA  
MENTAL DISORDER  
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Detailed Report
8449759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8449759 EXPEDITED (15-DAY) N HO,OT BR-BAYER-2012-020489 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL DISTENSION  
ANAEMIA  
ASTHENIA  
DIZZINESS  
GASTRIC DISORDER  
MENORRHAGIA  
MOBILITY DECREASED  
MUSCLE FATIGUE  
SYNCOPE  
UTERINE INFECTION  
UTERINE INFLAMMATION  
VOMITING  

8471164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8471164 NON-EXPEDITED Y OT US-BAYER-2012-025240 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8479015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8479015 EXPEDITED (15-DAY) N OT US-TEVA-329041USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
UTERINE HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8482017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8482017 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-027975 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALIGNANT MELANOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8486841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8486841 NON-EXPEDITED N US-BAYER-2012-026006 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL  BAYER

8500803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500803 NON-EXPEDITED N US-TEVA-332299USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8500812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500812 NON-EXPEDITED N US-TEVA-332300USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,328 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8500817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500817 NON-EXPEDITED Y US-BAYER-2012-032276 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8500819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500819 EXPEDITED (15-DAY) Y OT NZ-BAYER-2012-030805 41 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPILEPSY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

GENERAL ANESTHESIA C UNK  
LAMICTAL S 175 mg, BID  

8500820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500820 NON-EXPEDITED N US-BAYER-2012-034015 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8500821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500821 NON-EXPEDITED N US-BAYER-2012-034136 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER

8500852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500852 NON-EXPEDITED N OT US-BAYER-2012-032609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S Daily dose 20 mcg/24hr  BAYER
ABDOMINAL PAIN  
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Detailed Report
8500853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500853 NON-EXPEDITED N US-BAYER-2012-021971 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8500999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8500999 NON-EXPEDITED N US-TEVA-332304USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8501089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501089 NON-EXPEDITED N US-BAYER-2012-025229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8501091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501091 NON-EXPEDITED N US-TEVA-332308USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8501104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501104 NON-EXPEDITED N US-BAYER-2012-025909 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S TRANSDERMAL 0.045mg/0.015mg/day  BAYER

CLIMARA PRO S TRANSDERMAL 0.045mg/0.015mg/day  BAYER

8501118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501118 NON-EXPEDITED N US-TEVA-332309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8501172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501172 NON-EXPEDITED Y US-BAYER-2012-033688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER

8501260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501260 NON-EXPEDITED N US-TEVA-332274USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8501325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501325 NON-EXPEDITED N US-TEVA-332301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8501362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501362 NON-EXPEDITED N US-TEVA-332295USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8501395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501395 NON-EXPEDITED N US-TEVA-332278USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8501409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501409 NON-EXPEDITED N US-TEVA-332273USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8501543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501543 EXPEDITED (15-DAY) N OT NL-PFIZER
INC-2012086850

42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTIPLE SCLEROSIS TRIPHASIL-21 S UNK  PFIZER
INFLAMMATION  

8501613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501613 DIRECT N DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S  
MEDICAL DEVICE COMPLICATION  

8501626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501626 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012085345

29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAPILLOMA VIRAL INFECTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL (levonorgestrel 0.05mg)/

(ethinyl estradiol
0.25mg) per day

 PFIZER

INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

MENORRHAGIA  

8501864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501864 NON-EXPEDITED N US-TEVA-332321USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8501889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501889 NON-EXPEDITED N US-TEVA-332307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8501903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8501903 NON-EXPEDITED N US-TEVA-332302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8502026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502026 NON-EXPEDITED N US-TEVA-332264USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
FATIGUE  
NAUSEA  

8502034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502034 NON-EXPEDITED N US-TEVA-332535USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IBUPROFEN S  
METOPROLOL TARTRATE C 100 Milligram;  
LISINOPRIL C 20 Milligram;  
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Detailed Report
8502052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502052 NON-EXPEDITED N US-BAYER-2012-025549 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8502213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502213 NON-EXPEDITED N US-BAYER-2012-026330 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8502232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502232 NON-EXPEDITED N US-TEVA-332293USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BENZODIAZEPINE C  
BREAST PAIN  
HEADACHE  
NAUSEA  

8502319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502319 NON-EXPEDITED N OT US-BAYER-2012-032427 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8502322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502322 NON-EXPEDITED N OT US-BAYER-2012-032214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL DISCOMFORT  
PROCEDURAL PAIN  

8502323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502323 EXPEDITED (15-DAY) N CA US-BAYER-2012-032429 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLEFT PALATE MIRENA S TRANSPLACENTAL UNK  BAYER

8502324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502324 NON-EXPEDITED N OT US-BAYER-2012-033151 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 86 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8502355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502355 NON-EXPEDITED N US-TEVA-332310USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8502401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502401 NON-EXPEDITED N US-TEVA-332467USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE DECREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
TREMOR TRI-PREVIFEM C  
FEELING ABNORMAL CLARITIN C  
DISTURBANCE IN ATTENTION  
DIZZINESS  
NAUSEA  

8502564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502564 NON-EXPEDITED N US-BAYER-2012-026101 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8502565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502565 NON-EXPEDITED N US-BAYER-2012-025867 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RASH  

8502574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502574 NON-EXPEDITED Y US-BAYER-2012-026910 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8502575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502575 NON-EXPEDITED Y US-BAYER-2012-026663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 1 DAY BAYER
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8502713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502713 NON-EXPEDITED N OT US-BAYER-2012-034546 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8502714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2012 8502714 EXPEDITED (15-DAY) N OT US-BAYER-2012-032048 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 mcg/24hr, CONT 61 DAY BAYER
THROMBOSIS YASMIN S ORAL UNK  BAYER
MUSCLE SPASMS YASMIN S UNK  BAYER
SPIDER VEIN  

8407467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8407467 NON-EXPEDITED Y US-BAYER-2012-014528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8444524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8444524 NON-EXPEDITED N OT US-BAYER-2012-020324 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S UNK 338 DAY BAYER

KLONOPIN C 25 mg, HS  
OXYBUTYNIN CHLORIDE C 10 %, UNK  
CYTOMEL C 5 mcg/24hr, OM  
LIPITOR C 40 mg, HS  
DOXYLAMINE SUCCINATE C 0.5 DF, HS  
NON ASPIRIN C UNK UNK, HS  
BAYER LOW DOSE 81 MG-1 PER
DAY

C  

VITAMIN D C 5000 iu, QD  
MAGNESIUM ASPARTATE C 400 mg, OM  

8460359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8460359 NON-EXPEDITED N US-BAYER-2012-024319 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL VOMITING MIRENA S UNK 1 DAY BAYER

8468101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8468101 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-024157 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8468379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8468379 EXPEDITED (15-DAY) N OT US-TEVA-328327USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
MYALGIA  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

UTERINE HAEMORRHAGE  

8473438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8473438 NON-EXPEDITED N US-BAYER-2012-026173 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 302 DAY BAYER
DEVICE EXPULSION  

8479881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8479881 NON-EXPEDITED Y US-BAYER-2012-027499 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  

8503007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503007 NON-EXPEDITED N OT US-BAYER-2012-032355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8503015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503015 NON-EXPEDITED N US-TEVA-332486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8503035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503035 NON-EXPEDITED N US-TEVA-332555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8503055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503055 NON-EXPEDITED N US-TEVA-332549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8503126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503126 NON-EXPEDITED N US-TEVA-332453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8503167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503167 NON-EXPEDITED Y US-BAYER-2012-034488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 281 DAY BAYER
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8503169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503169 NON-EXPEDITED N US-BAYER-2012-033312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8503170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503170 NON-EXPEDITED Y US-BAYER-2012-034011 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER

8503171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503171 NON-EXPEDITED Y US-BAYER-2012-033692 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT 161 DAY BAYER
DEVICE EXPULSION  

8503173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503173 NON-EXPEDITED N US-TEVA-332457USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8503223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503223 NON-EXPEDITED N US-TEVA-332468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8503321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503321 NON-EXPEDITED N US-TEVA-332483USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8503358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503358 NON-EXPEDITED N US-TEVA-332572USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8503387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503387 NON-EXPEDITED N US-TEVA-332566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8503408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503408 NON-EXPEDITED N OT US-BAYER-2012-033861 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

8503409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503409 NON-EXPEDITED N OT US-BAYER-2012-032598 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
ADNEXA UTERI PAIN  
HEADACHE  
MIGRAINE  
VAGINAL HAEMORRHAGE  
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8503411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503411 NON-EXPEDITED Y OT US-BAYER-2012-033868 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
UTERINE TENDERNESS  

8503598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503598 NON-EXPEDITED N US-BAYER-2012-032647 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
NAUSEA  

8503722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503722 NON-EXPEDITED Y OT US-BAYER-2012-033684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8503723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503723 NON-EXPEDITED N OT US-BAYER-2012-032212 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8503725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503725 NON-EXPEDITED N OT US-BAYER-2012-033704 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK UNK, CONT 32 DAY BAYER
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8503809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503809 NON-EXPEDITED N OT US-BAYER-2012-033107 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8503818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503818 NON-EXPEDITED N US-TEVA-332700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY  

8503956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8503956 NON-EXPEDITED N US-TEVA-332561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
RASH  

8504003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504003 NON-EXPEDITED N US-TEVA-332556USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URTICARIA MICROGESTIN 1.5/30 C  
DYSPNOEA  

8504078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504078 NON-EXPEDITED N US-TEVA-332562USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KEPPRA C  
ALLEGRA C  
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Detailed Report
8504132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504132 NON-EXPEDITED N US-TEVA-332577USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8504171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504171 NON-EXPEDITED N US-TEVA-332585USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504195 NON-EXPEDITED N US-TEVA-332750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  

8504196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504196 NON-EXPEDITED Y OT US-BAYER-2012-033570 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8504197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504197 NON-EXPEDITED N US-BAYER-2012-027146 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S UNK 30 DAY BAYER

MIRENA S  BAYER

8504212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504212 NON-EXPEDITED N US-TEVA-332594USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504250 NON-EXPEDITED N US-TEVA-332600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504264 NON-EXPEDITED N OT US-BAYER-2012-033418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 201 DAY BAYER

8504595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504595 NON-EXPEDITED N US-TEVA-332800USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
SWELLING  

8504641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504641 NON-EXPEDITED N US-TEVA-332775USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8504648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504648 NON-EXPEDITED N US-TEVA-332773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504672 NON-EXPEDITED N US-TEVA-332769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504673 NON-EXPEDITED N US-BAYER-2012-031965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8504674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504674 NON-EXPEDITED N US-BAYER-2012-027048 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8504676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504676 NON-EXPEDITED N US-BAYER-2012-027101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8504677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504677 NON-EXPEDITED N US-BAYER-2012-027119 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PAPULAR MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8504678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504678 NON-EXPEDITED Y US-BAYER-2012-027134 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8504681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504681 NON-EXPEDITED N US-TEVA-332696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504690 NON-EXPEDITED N US-TEVA-332688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C ORAL  
SUBOXONE C ORAL  

8504692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504692 NON-EXPEDITED Y US-BAYER-2012-027031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8504729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504729 NON-EXPEDITED N US-TEVA-332764USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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8504789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504789 NON-EXPEDITED N US-TEVA-332782USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
FATIGUE  
MATERNAL EXPOSURE DURING PREGNANCY  
NAUSEA  
PELVIC PAIN  
PREGNANCY  

8504819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504819 NON-EXPEDITED N US-TEVA-332702USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8504864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2012 8504864 NON-EXPEDITED N OT US-BAYER-2012-033461 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7924060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 7924060 EXPEDITED (15-DAY) Y OT US-BAYER-2011-036177 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PAIN IBUPROFEN C  
ANXIETY NAPROSYN C 500 mg, BID 7 DAY
EMOTIONAL DISTRESS  
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Detailed Report
8320938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8320938 NON-EXPEDITED Y OT US-BAYER-2011-124487 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8334561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8334561 NON-EXPEDITED N OT US-BAYER-2012-003590 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, QD 1 DAY BAYER

8337633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8337633 NON-EXPEDITED N HO US-BAYER-2012-004172 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  

8399120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8399120 NON-EXPEDITED N OT US-BAYER-2012-010699 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8401998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8401998 NON-EXPEDITED Y US-BAYER-2012-012963 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1506 DAY BAYER
PRODUCT SHAPE ISSUE  

8402015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8402015 NON-EXPEDITED Y OT US-BAYER-2012-012054 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8406062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8406062 NON-EXPEDITED N OT US-BAYER-2012-014456 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 581 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
MUSCLE SPASMS  

8406073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8406073 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-013599 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE UNK 522 DAY BAYER
DIZZINESS  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

LOSS OF CONSCIOUSNESS  
OVARIAN HAEMORRHAGE  
PAIN  
PERITONEAL HAEMORRHAGE  
TUBAL RUPTURE  
URINARY RETENTION  
URINARY TRACT INFECTION  

8416882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8416882 EXPEDITED (15-DAY) Y OT US-BAYER-2012-015521 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE BREAKAGE  
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Detailed Report
8416943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8416943 NON-EXPEDITED Y OT US-BAYER-2012-014972 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 389 DAY BAYER
GENITAL HAEMORRHAGE NSAID'S C  
VAGINAL HAEMORRHAGE  

8426853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8426853 NON-EXPEDITED Y OT US-BAYER-2012-017220 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8429764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8429764 NON-EXPEDITED Y OT US-BAYER-2012-017060 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER
PRODUCT SHAPE ISSUE  

8453967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8453967 NON-EXPEDITED Y OT US-BAYER-2012-023283 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
ADVERSE EVENT MIRENA S  BAYER
UTERINE PAIN ADDERALL XR C 10 mg, BID  
ABDOMINAL PAIN  
ADNEXA UTERI PAIN  
BACTERIAL INFECTION  
VAGINITIS BACTERIAL  
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8473628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8473628 NON-EXPEDITED N US-TEVA-329246USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
MENSTRUATION IRREGULAR  

8476527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8476527 NON-EXPEDITED N US-TEVA-329448USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE VITAMIN D C  
DIARRHOEA  

8480213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8480213 NON-EXPEDITED N US-TEVA-330182USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8481496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8481496 EXPEDITED (15-DAY) Y HO,OT HU-BAYER-2012-027947 44 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER
ABDOMINAL DISCOMFORT  
DEVICE EXPULSION  
ENDOMETRITIS  
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Detailed Report
8492401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8492401 NON-EXPEDITED N US-TEVA-331271USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8493733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8493733 NON-EXPEDITED N US-TEVA-331409USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8499244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8499244 NON-EXPEDITED N US-TEVA-331979USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8500354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8500354 NON-EXPEDITED N US-TEVA-332290USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
8505129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505129 NON-EXPEDITED Y OT US-BAYER-2012-035098 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8505252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505252 NON-EXPEDITED N US-BAYER-2012-034566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT 223 DAY BAYER
DEVICE EXPULSION  

8505254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505254 NON-EXPEDITED N US-BAYER-2012-027046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY EYE MIRENA S 20 µg/d, CONT  BAYER
HEADACHE  

8505259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505259 NON-EXPEDITED Y US-BAYER-2012-034791 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8505469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505469 NON-EXPEDITED N US-TEVA-332751USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8505508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505508 NON-EXPEDITED N US-BAYER-2012-027408 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S  BAYER

8505532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505532 NON-EXPEDITED N US-TEVA-332754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8505543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505543 NON-EXPEDITED N US-TEVA-332757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8505588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505588 NON-EXPEDITED N US-TEVA-332772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8505617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505617 EXPEDITED (15-DAY) Y LT GB-BAYER-2012-032666 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

DROSPIRENONE C ORAL 1 DF, QD 2555 DAY BAYER
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Detailed Report
8505621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505621 NON-EXPEDITED N OT US-BAYER-2012-033397 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8505644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505644 NON-EXPEDITED N US-TEVA-332774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8505675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505675 NON-EXPEDITED N US-TEVA-332781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8505691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505691 NON-EXPEDITED N US-TEVA-332794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSPEPSIA  

8505762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505762 NON-EXPEDITED N US-BAYER-2012-027405 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8505771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505771 NON-EXPEDITED N US-TEVA-332815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8505920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505920 NON-EXPEDITED N US-TEVA-332887USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8505922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505922 NON-EXPEDITED N US-BAYER-2012-026318 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8505923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8505923 NON-EXPEDITED N US-BAYER-2012-025600 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE DIFFICULT TO USE  
UTERINE CERVIX STENOSIS  

8506064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506064 NON-EXPEDITED N US-TEVA-332884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8506116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506116 NON-EXPEDITED N US-BAYER-2012-027161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8506117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506117 NON-EXPEDITED N OT US-BAYER-2012-032764 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
GENITAL HAEMORRHAGE  

8506130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506130 NON-EXPEDITED N US-TEVA-332930USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8506234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506234 NON-EXPEDITED N US-TEVA-332935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8506259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506259 NON-EXPEDITED N US-TEVA-332948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8506307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506307 NON-EXPEDITED N US-BAYER-2012-027625 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8506316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506316 NON-EXPEDITED Y US-BAYER-2012-034716 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER

8506350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506350 NON-EXPEDITED N OT US-BAYER-2012-033489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8506351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506351 EXPEDITED (15-DAY) N OT KR-BAYER-2012-032480 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE UNK  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
ASTHENIA  
INSOMNIA  

8506445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506445 NON-EXPEDITED Y OT US-BAYER-2012-033456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 927 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8506492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506492 NON-EXPEDITED N US-TEVA-332974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  

8506531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506531 NON-EXPEDITED N US-TEVA-332967USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER AMPICILLIN C  

PROZAC C  

8506592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506592 NON-EXPEDITED N US-TEVA-332963USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

EFFEXOR C  
LEVOTHYROXINE SODIUM C  
TRILEPTAL C  

8506600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506600 NON-EXPEDITED N US-BAYER-2012-035443 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PRESYNCOPE  
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Detailed Report
8506601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506601 NON-EXPEDITED N US-BAYER-2012-027373 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8506602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506602 NON-EXPEDITED N US-BAYER-2012-027637 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8506622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506622 NON-EXPEDITED N US-TEVA-332928USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8506671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506671 NON-EXPEDITED Y US-BAYER-2012-027469 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8506723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506723 NON-EXPEDITED N US-TEVA-332886USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8506724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8506724 NON-EXPEDITED N US-TEVA-332866USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8507254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8507254 NON-EXPEDITED N OT US-BAYER-2012-032883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
PROCEDURAL PAIN  

8507255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8507255 NON-EXPEDITED N OT US-BAYER-2012-032894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8507256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8507256 NON-EXPEDITED N OT US-BAYER-2012-033058 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
MEDICAL DEVICE PAIN  
MENORRHAGIA  
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Detailed Report
8507257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8507257 EXPEDITED (15-DAY) N OT US-BAYER-2012-033225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS  
URINARY TRACT INFECTION  
UTERINE PERFORATION  
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Detailed Report
8695595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8695595 NON-EXPEDITED N OT PHEH2009US16996 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER ESTRADIOL\NORETHINDRONE

ACETATE
S TRANSDERMAL 14 MG, UNK,

TRANSDERMAL
 

CEREBROVASCULAR ACCIDENT ESTRATEST S 1.25 MG, UNK  
DEPRESSION PROVERA S 2.5 MG, UNK  
PAIN ESTRACE S 2.MG, UNK  
HERPES VIRUS INFECTION ESTRADIOL CYPIONATE S UNK  
ANXIETY TESTIM S UNK  
TREMOR MEDROXYPROGESTERONE

ACETATE
S UNK  

MIGRAINE CLIMARA PRO S  
MENIERE'S DISEASE INDERAL S UNK  
MASTECTOMY DYAZIDE S UNK  
BREAST RECONSTRUCTION CARDIZEM C  
NAUSEA ASPIRIN C  
CARDIAC DISORDER PROMETHAZINE C  
BLOOD CHOLESTEROL INCREASED LOVASTATIN C  
BREAST MASS CARISOPRODOL C  

HYDROCODONE W/APAP
(HYDROCODONE,
PARACETAMOL)

C  

ACYCLOVIR C  
CLONAZEPAM C  
SOMA C  
OXYCODONE HYDROCHLORIDE C  
FENTANYL C  
TRAZODONE HYDROCHLORIDE C  
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Detailed Report
8697056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2012 8697056 NON-EXPEDITED N OT PHEH2009US05751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER ESTRADIOL AND

NORETHINDRONE ACETATE
S TRANSDERMAL TRANSDERMAL  

INJURY ESTROGENS, ESTERIFIED
\METHYLTESTOSTERONE

S  

PROVERA S  
CLIMARA PRO S  
ESTRADIOL S  
MEDROXYPROGESTERONE
ACETATE

S  
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Detailed Report
8299643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8299643 EXPEDITED (15-DAY) N OT US-BAYER-2011-121225 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ROSACEA CALCIUM CARBONATE C ORAL 1500 mg, UNK  
ACNE LYSINE C 1000 mg, UNK  
BENIGN NEOPLASM OF SKIN  
BLEPHARITIS  
CAMPBELL DE MORGAN SPOTS  
DERMATITIS  
DERMATITIS CONTACT  
ECZEMA  
ERYTHEMA  
ERYTHEMA OF EYELID  
EXCORIATION  
HAEMANGIOMA OF SKIN  
MELANOCYTIC NAEVUS  
PAIN  
PHOTOSENSITIVITY REACTION  
PRURITUS  
RASH  
RASH MACULAR  
RASH PAPULAR  
SKIN DISCOMFORT  
SKIN EXFOLIATION  
SKIN IRRITATION  
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Detailed Report
8321021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8321021 NON-EXPEDITED N US-TEVA-315686USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION DELAYED  

8403069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8403069 NON-EXPEDITED N OT US-BAYER-2012-013545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S Daily dose 20 mcg/24hr  BAYER
MUSCLE SPASMS  
UTERINE PERFORATION  

8434299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8434299 NON-EXPEDITED N OT US-BAYER-2012-017933 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
PROCEDURAL PAIN  

8447225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8447225 NON-EXPEDITED N US-BAYER-2012-021952 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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Detailed Report
8449784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8449784 NON-EXPEDITED Y OT US-BAYER-2012-022835 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
PAIN  

8452479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8452479 NON-EXPEDITED Y OT US-BAYER-2012-021550 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 7 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MEDICAL DEVICE COMPLICATION  

8471695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8471695 NON-EXPEDITED N US-TEVA-329084USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C ORAL  
HYDROCHLOROTHIAZIDE C ORAL  

8481995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8481995 NON-EXPEDITED N US-TEVA-330225USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,369 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8482108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8482108 NON-EXPEDITED Y OT US-BAYER-2012-029021 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
ABDOMINAL PAIN LOWER  
INSOMNIA  
NAUSEA  
PAIN  

8491537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8491537 NON-EXPEDITED N OT US-BAYER-2012-031601 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 207 DAY BAYER
DEVICE DISLOCATION  
PAIN  

8499975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8499975 NON-EXPEDITED N US-TEVA-332177USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
FATIGUE  
MENSTRUATION DELAYED  
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Detailed Report
8500005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8500005 NON-EXPEDITED N US-TEVA-332181USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MOOD ALTERED  
PELVIC PAIN  

8500410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8500410 NON-EXPEDITED N US-TEVA-332284USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8501408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8501408 NON-EXPEDITED N US-TEVA-332269USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
VOMITING  

8506233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8506233 NON-EXPEDITED Y US-BAYER-2012-027106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S  BAYER
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Detailed Report
8509679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509679 NON-EXPEDITED N OT US-BAYER-2012-033588 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  

8509681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509681 NON-EXPEDITED N OT US-BAYER-2012-033702 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8509734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509734 NON-EXPEDITED Y US-BAYER-2012-033228 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8509767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509767 NON-EXPEDITED Y US-BAYER-2012-034365 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8509768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509768 NON-EXPEDITED Y US-BAYER-2012-034356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 165 DAY BAYER
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Detailed Report
8509942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509942 NON-EXPEDITED N HO US-BAYER-2012-033593 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
OVARIAN CYST RUPTURED  

8509944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509944 NON-EXPEDITED N US-BAYER-2012-032148 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8509987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509987 NON-EXPEDITED N US-TEVA-333007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FLATULENCE  

8509988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8509988 NON-EXPEDITED N OT US-BAYER-2012-033864 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8510008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510008 NON-EXPEDITED N US-TEVA-333006USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
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Detailed Report
8510015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510015 NON-EXPEDITED N US-TEVA-333002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510036 NON-EXPEDITED N US-TEVA-332996USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
VOMITING  

8510051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510051 NON-EXPEDITED N US-TEVA-332990USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510065 NON-EXPEDITED N US-TEVA-332999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510074 NON-EXPEDITED N US-TEVA-332977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8510134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510134 NON-EXPEDITED Y OT US-BAYER-2012-033689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8510135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510135 NON-EXPEDITED N OT US-BAYER-2012-033445 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8510136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510136 NON-EXPEDITED Y OT US-BAYER-2012-033590 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 541 DAY BAYER
ABORTION SPONTANEOUS  

8510225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510225 NON-EXPEDITED N US-TEVA-332983USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510247 NON-EXPEDITED N US-TEVA-332991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510254 NON-EXPEDITED N US-TEVA-332998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8510295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510295 NON-EXPEDITED N US-TEVA-333005USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510415 NON-EXPEDITED N US-TEVA-333080USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

8510428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510428 NON-EXPEDITED N US-TEVA-333089USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510767 NON-EXPEDITED N US-TEVA-333066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510887 NON-EXPEDITED Y US-BAYER-2012-034833 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 18 DAY BAYER
PAIN  
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Detailed Report
8510891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510891 NON-EXPEDITED Y US-BAYER-2012-035348 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8510892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510892 NON-EXPEDITED N US-BAYER-2012-035372 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 30 MIN BAYER
DEVICE EXPULSION  

8510893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510893 NON-EXPEDITED N US-BAYER-2012-034979 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8510915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510915 NON-EXPEDITED N US-BAYER-2012-028013 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT LOSS POOR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8510917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510917 NON-EXPEDITED Y US-BAYER-2012-032004 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION  

8510918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510918 NON-EXPEDITED N US-BAYER-2012-033135 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8510919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510919 NON-EXPEDITED N US-BAYER-2012-034092 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 275 DAY BAYER

8510920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510920 NON-EXPEDITED N US-BAYER-2012-032771 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 3 DAY BAYER

8510921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510921 NON-EXPEDITED Y US-BAYER-2012-035078 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 35 DAY BAYER

8510922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510922 NON-EXPEDITED N US-BAYER-2012-034354 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE UNK  BAYER

8510924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510924 NON-EXPEDITED N US-BAYER-2012-033876 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8510925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510925 NON-EXPEDITED Y US-BAYER-2012-029543 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
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Detailed Report
8510926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8510926 NON-EXPEDITED N US-BAYER-2012-031659 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 19 DAY BAYER

8511097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2012 8511097 NON-EXPEDITED N US-TEVA-333175USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8122007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8122007 NON-EXPEDITED N OT US-BAYER-2011-029362 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
MEDICAL DEVICE COMPLICATION  
METRORRHAGIA  

8335793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8335793 NON-EXPEDITED N OT US-BAYER-2012-003807 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8337807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8337807 NON-EXPEDITED Y OT US-BAYER-2012-004407 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8430243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8430243 NON-EXPEDITED Y OT US-BAYER-2012-017807 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 66 DAY BAYER
DEVICE EXPULSION LEVOTHYROXINE SODIUM C 75 µg, QD  

8449875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8449875 NON-EXPEDITED Y OT US-BAYER-2012-020984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1034 DAY BAYER
DEVICE DISLOCATION  

8480406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8480406 NON-EXPEDITED N OT US-BAYER-2012-028982 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

MIRENA S  BAYER
ATENOLOL C 25 mg, QD  
LISINOPRIL C 5 mg, QD  
SERTRALINE HYDROCHLORIDE C 25 mg, QD  
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Detailed Report
8484308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8484308 NON-EXPEDITED N US-BAYER-2012-029128 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT 174 DAY BAYER
MENSTRUATION IRREGULAR  

8501827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8501827 NON-EXPEDITED Y OT US-BAYER-2012-032773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  

8513470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513470 EXPEDITED (15-DAY) N OT US-BAYER-2012-034090 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BASEDOW'S DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8513472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513472 NON-EXPEDITED N OT US-BAYER-2012-034508 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8513583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513583 NON-EXPEDITED N US-BAYER-2012-035134 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 147 DAY BAYER
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Detailed Report
8513584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513584 NON-EXPEDITED N US-BAYER-2012-034794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8513585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513585 NON-EXPEDITED Y US-BAYER-2012-031816 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8513586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513586 NON-EXPEDITED Y US-BAYER-2012-032630 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1366 DAY BAYER

8513587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513587 NON-EXPEDITED Y US-BAYER-2012-027989 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8513588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513588 NON-EXPEDITED Y US-BAYER-2012-035120 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8513675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513675 NON-EXPEDITED Y US-BAYER-2012-034968 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 138 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8513714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513714 NON-EXPEDITED N US-BAYER-2012-035497 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRY SKIN MIRENA S TOPICAL UNK  BAYER

8513715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513715 NON-EXPEDITED Y US-BAYER-2012-035898 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8513716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513716 NON-EXPEDITED Y US-BAYER-2012-034097 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE UNK 20 DAY BAYER
DEVICE EXPULSION  

8513719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513719 NON-EXPEDITED Y US-BAYER-2012-035907 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 183 DAY BAYER

8513721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513721 NON-EXPEDITED N US-BAYER-2012-031756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8513722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513722 NON-EXPEDITED N US-BAYER-2012-031173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRICHOSIS MIRENA S 20 mcg/24hr, CONT  BAYER

Page: 10,383 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8513723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513723 NON-EXPEDITED Y US-BAYER-2012-033880 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK UNK, CONT 31 DAY BAYER

8513742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513742 NON-EXPEDITED Y US-BAYER-2012-030457 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8513761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513761 NON-EXPEDITED N US-BAYER-2012-036302 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8513763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513763 NON-EXPEDITED Y OT US-BAYER-2012-034560 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8513764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513764 NON-EXPEDITED Y OT US-BAYER-2012-034786 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8513765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513765 NON-EXPEDITED Y OT US-BAYER-2012-035031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8513767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513767 NON-EXPEDITED Y US-BAYER-2012-034383 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE COMPONENT ISSUE MIRENA S  BAYER

8513848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513848 NON-EXPEDITED N US-TEVA-333166USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8513874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513874 NON-EXPEDITED N US-TEVA-333162USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8513920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513920 NON-EXPEDITED N US-TEVA-333161USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8513923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513923 NON-EXPEDITED Y OT US-BAYER-2012-027388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
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Detailed Report
8513939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513939 NON-EXPEDITED N US-TEVA-333158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8513990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513990 NON-EXPEDITED N US-TEVA-333160USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8513993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8513993 NON-EXPEDITED N US-TEVA-333169USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514004 NON-EXPEDITED N US-TEVA-333173USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PERCOCET C  

8514079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514079 DIRECT N 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 mcg  
HYPERHIDROSIS PRENATALS OTC C  
HOT FLUSH PAROXETINE C  
NAUSEA  
NIGHT SWEATS  
VOMITING  
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Detailed Report
8514106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514106 NON-EXPEDITED N US-TEVA-333390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514113 NON-EXPEDITED N US-TEVA-333326USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SEROQUEL C  
CELEXA C  

8514141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514141 NON-EXPEDITED N US-TEVA-333332USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514156 NON-EXPEDITED N US-TEVA-333342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8514178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514178 NON-EXPEDITED N US-TEVA-333381USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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Detailed Report
8514196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514196 NON-EXPEDITED N US-TEVA-333389USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FOOD CRAVING  
PELVIC PAIN  

8514337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514337 NON-EXPEDITED N US-TEVA-333375USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8514366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514366 NON-EXPEDITED N US-TEVA-333395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8514370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514370 NON-EXPEDITED N US-TEVA-333413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514412 NON-EXPEDITED Y US-BAYER-2012-029125 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8514416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514416 NON-EXPEDITED N US-BAYER-2012-035915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 555 DAY BAYER

8514421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514421 NON-EXPEDITED N US-BAYER-2012-033697 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 142 DAY BAYER

8514422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514422 NON-EXPEDITED N US-BAYER-2012-036304 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8514425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514425 NON-EXPEDITED Y US-BAYER-2012-033693 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 38 DAY BAYER

8514428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514428 NON-EXPEDITED Y US-BAYER-2012-033894 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 91 DAY BAYER

8514431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514431 NON-EXPEDITED N US-BAYER-2012-029970 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

Page: 10,389 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8514432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514432 NON-EXPEDITED N US-BAYER-2012-035491 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 29 DAY BAYER

8514434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514434 NON-EXPEDITED Y US-BAYER-2012-033895 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8514437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514437 NON-EXPEDITED N US-TEVA-333422USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514457 NON-EXPEDITED Y US-BAYER-2012-036440 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 43 DAY BAYER

8514459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514459 NON-EXPEDITED N US-BAYER-2012-036417 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 93 DAY BAYER
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Detailed Report
8514599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514599 NON-EXPEDITED N US-TEVA-333453USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ACCUTANE C  
ABDOMINAL PAIN UPPER  
HEADACHE  

8514611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514611 NON-EXPEDITED N US-TEVA-333449USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  

8514668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514668 NON-EXPEDITED N US-TEVA-333426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8514678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514678 NON-EXPEDITED N US-TEVA-333393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA BIRTH CONTROL C  
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Detailed Report
8514696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514696 NON-EXPEDITED N US-TEVA-333380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DIARRHOEA  

8514697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514697 NON-EXPEDITED N US-BAYER-2012-030181 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S  BAYER

8514699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8514699 NON-EXPEDITED Y US-BAYER-2012-028510 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL TENDERNESS MIRENA S 24 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
DIARRHOEA  
NAUSEA  
PAIN  
UTERINE SPASM  
VOMITING  
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Detailed Report
8532561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2012 8532561 DIRECT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED AVIANE S  
PRURITUS METFORMIN HYDROCHLORIDE S  
BLOOD BILIRUBIN INCREASED  
CHROMATURIA  
LIVER DISORDER  
LIVER FUNCTION TEST ABNORMAL  

8155772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8155772 EXPEDITED (15-DAY) Y OT BR-BAYER-2011-086272 44 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8269495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8269495 NON-EXPEDITED Y OT US-BAYER-2011-112578 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8321179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8321179 NON-EXPEDITED Y OT US-BAYER-2012-000494 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg, QD 247 DAY BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
GENITAL HAEMORRHAGE  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8393211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8393211 EXPEDITED (15-DAY) Y OT US-BAYER-2012-009727 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY OEDEMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FLUID RETENTION MIRENA S  BAYER
ADVERSE DRUG REACTION MIRENA S  BAYER
ABDOMINAL PAIN  
ACNE  
ALOPECIA  
ARTHRALGIA  
BREAST PAIN  
DEPRESSION  
DISTURBANCE IN ATTENTION  
FATIGUE  
LOSS OF LIBIDO  
MOOD SWINGS  
PAIN  
SKIN IRRITATION  
WEIGHT INCREASED  

8396250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8396250 NON-EXPEDITED N OT US-BAYER-2012-010059 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 194 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
PAIN  
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Detailed Report
8458125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8458125 NON-EXPEDITED N HO,OT US-BAYER-2012-023256 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RUPTURED ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC HAEMORRHAGE  

8479386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8479386 NON-EXPEDITED N OT US-BAYER-2012-027990 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
DEVICE DISLOCATION  
PAIN  

8481525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8481525 NON-EXPEDITED Y OT US-BAYER-2012-029741 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 627 DAY BAYER
GENITAL HAEMORRHAGE  

8501386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8501386 NON-EXPEDITED N US-TEVA-332291USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8501401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8501401 EXPEDITED (15-DAY) Y HO,OT US-TEVA-192315USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXIC EPIDERMAL NECROLYSIS ENPRESSE S ORAL  DURAMED
DYSURIA  
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Detailed Report
8515170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515170 NON-EXPEDITED Y OT US-BAYER-2012-034496 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 8 DAY BAYER
PROCEDURAL PAIN  

8515171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515171 NON-EXPEDITED Y OT US-BAYER-2012-034589 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8515172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515172 NON-EXPEDITED Y OT US-BAYER-2012-034789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
DEVICE EXPULSION  

8515173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515173 NON-EXPEDITED N OT US-BAYER-2012-034669 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S  BAYER

8515174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515174 EXPEDITED (15-DAY) Y OT ES-BAYER-2012-033840 45 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIITH NERVE PARALYSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

UNSPECIFIED INGREDIENT S OPHTHALMIC UNK 2 DAY
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8515181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515181 EXPEDITED (15-DAY) Y OT AR-BAYER-2012-033843 36 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOPHLEBITIS SUPERFICIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8515319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515319 NON-EXPEDITED N US-BAYER-2012-030969 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 301 DAY BAYER

8515320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515320 NON-EXPEDITED N US-BAYER-2012-031642 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 228 DAY BAYER

8515321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515321 NON-EXPEDITED N US-BAYER-2012-029131 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8515325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515325 NON-EXPEDITED N US-BAYER-2012-035124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 mcg/24hr, CONT 579 DAY BAYER

8515326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515326 NON-EXPEDITED N US-BAYER-2012-036431 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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8515327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515327 NON-EXPEDITED N US-BAYER-2012-035101 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8515328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515328 NON-EXPEDITED N US-BAYER-2012-035005 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 6 DAY BAYER

8515329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515329 NON-EXPEDITED Y US-BAYER-2012-033398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8515330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515330 NON-EXPEDITED Y US-BAYER-2012-034541 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 40 DAY BAYER

8515331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515331 NON-EXPEDITED N US-BAYER-2012-034781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 25 DAY BAYER

8515332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515332 NON-EXPEDITED Y US-BAYER-2012-033271 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER
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8515333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515333 NON-EXPEDITED N US-BAYER-2012-035563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
FLUID RETENTION  
MOOD SWINGS  

8515334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515334 NON-EXPEDITED N US-BAYER-2012-032161 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8515335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515335 NON-EXPEDITED N US-BAYER-2012-035014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT  BAYER

8515336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515336 NON-EXPEDITED N US-BAYER-2012-034977 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8515337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515337 NON-EXPEDITED N US-BAYER-2012-036541 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 99 DAY BAYER

8515460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515460 NON-EXPEDITED N US-BAYER-2012-028956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S 20 mcg/24hr, NA  BAYER
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Detailed Report
8515467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515467 NON-EXPEDITED Y US-BAYER-2012-031698 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S UNK 16 DAY BAYER

8515611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515611 NON-EXPEDITED Y US-BAYER-2012-033700 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 179 DAY BAYER

8515634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515634 EXPEDITED (15-DAY) Y OT US-BAYER-2012-034576 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SURGERY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 224 DAY BAYER
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

8515637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515637 NON-EXPEDITED N US-BAYER-2012-034714 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION CLIMARA PRO S TRANSDERMAL UNK  BAYER

8515660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515660 NON-EXPEDITED N US-BAYER-2012-034100 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S 20 mcg/24hr, CONT  BAYER
BACK PAIN  
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Detailed Report
8515663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515663 NON-EXPEDITED Y OT US-BAYER-2012-034941 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8515859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515859 NON-EXPEDITED N US-TEVA-333626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 1.5/30 21 DAY C ORAL  
SPIRONOLACTONE C ORAL  

8515884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515884 NON-EXPEDITED N US-TEVA-333438USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ARTHRALGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA KLONOPIN C  
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  

8515921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515921 NON-EXPEDITED N US-TEVA-333462USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8515933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515933 NON-EXPEDITED N US-TEVA-333451USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8515966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8515966 NON-EXPEDITED N US-TEVA-333468USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8516026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516026 NON-EXPEDITED N US-TEVA-333476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD CRAVING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8516053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516053 NON-EXPEDITED N US-TEVA-333474USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8516059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516059 NON-EXPEDITED N US-TEVA-333471USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8516087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516087 NON-EXPEDITED N US-TEVA-333469USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8516097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516097 NON-EXPEDITED N US-TEVA-333465USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  

8516409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516409 EXPEDITED (15-DAY) N OT US-BAYER-2012-034430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8516761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516761 NON-EXPEDITED N US-TEVA-333460USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
HEADACHE  

8516789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516789 NON-EXPEDITED N US-TEVA-333473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROAT TIGHTNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8516955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516955 NON-EXPEDITED N US-TEVA-333475USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8516997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8516997 NON-EXPEDITED N US-TEVA-333585USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

PELVIC PAIN  

8517004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517004 NON-EXPEDITED N OT US-BAYER-2012-034982 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 36 DAY BAYER

8517006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517006 NON-EXPEDITED N OT US-BAYER-2012-035342 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8517043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517043 NON-EXPEDITED N US-TEVA-333671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8517071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517071 NON-EXPEDITED N US-TEVA-333643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8517076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517076 NON-EXPEDITED N US-TEVA-333636USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OMEPRAZOLE C  

8517274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517274 NON-EXPEDITED N US-TEVA-333627USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SERTRALINE HYDROCHLORIDE C  
CLARITIN C  

8517432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517432 NON-EXPEDITED N US-TEVA-333624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8517438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517438 NON-EXPEDITED N US-TEVA-333477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8517439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517439 NON-EXPEDITED N US-TEVA-333565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CELEXA C ORAL  

8517453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517453 NON-EXPEDITED N US-TEVA-333584USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8517628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517628 NON-EXPEDITED N US-TEVA-333586USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8517688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517688 NON-EXPEDITED N US-TEVA-333675USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8517691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517691 NON-EXPEDITED N US-TEVA-333566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8517729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8517729 NON-EXPEDITED N US-TEVA-333564USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8518107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2012 8518107 NON-EXPEDITED N OT US-BAYER-2012-031652 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
DEVICE DISLOCATION  

7672311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 7672311 NON-EXPEDITED N US-
BAYER-201039368NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREUQENCY

CONTINUOUS
487 DAY BAYER

AMENORRHOEA HYDROCHLOROTHIAZIDE C  
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Detailed Report
8229451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8229451 EXPEDITED (15-DAY) N DE,OT PHHY2011DK96773 17 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK  

PULMONARY ARTERY THROMBOSIS PRIMCILLIN C ORAL 800 mg, TID  
COUGH  
DYSPNOEA  
FLUID RETENTION  
LIVER DISORDER  
MALAISE  
PNEUMONIA  
PYREXIA  
RHONCHI  
TACHYCARDIA  
THROMBOSIS  
VENTRICULAR HYPERTROPHY  

8466778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8466778 NON-EXPEDITED Y US-BAYER-2012-024844 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8473430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8473430 NON-EXPEDITED Y US-BAYER-2012-024911 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8515461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8515461 NON-EXPEDITED N US-BAYER-2012-028910 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8518882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8518882 NON-EXPEDITED N OT US-BAYER-2012-028695 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8518883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8518883 EXPEDITED (15-DAY) Y OT US-BAYER-2012-037024 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8518884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8518884 NON-EXPEDITED N OT US-BAYER-2012-034675 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8518885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8518885 NON-EXPEDITED Y OT US-BAYER-2012-035103 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8519162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519162 NON-EXPEDITED Y OT US-BAYER-2012-035034 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER

8519342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519342 NON-EXPEDITED Y OT US-BAYER-2012-034864 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
DEVICE DISLOCATION  

8519343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519343 NON-EXPEDITED N OT US-BAYER-2012-035977 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 374 DAY BAYER
ANHEDONIA  
BACK PAIN  
DISCOMFORT  
EMOTIONAL DISTRESS  
HAEMORRHAGE  
INJURY  
PELVIC PAIN  
QUALITY OF LIFE DECREASED  
VAGINAL DISCHARGE  
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Detailed Report
8519344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519344 NON-EXPEDITED N OT US-BAYER-2012-034797 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 287 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8519361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519361 NON-EXPEDITED N US-TEVA-333654USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519378 NON-EXPEDITED N US-TEVA-333652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519386 NON-EXPEDITED N US-TEVA-333651USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8519486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519486 NON-EXPEDITED Y US-BAYER-2012-036762 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

Page: 10,411 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8519488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519488 NON-EXPEDITED Y US-BAYER-2012-036960 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 48 DAY BAYER

8519492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519492 NON-EXPEDITED N US-BAYER-2012-037071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S more than five years  BAYER

8519493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519493 NON-EXPEDITED Y US-BAYER-2012-037020 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 309 DAY BAYER

MIRENA S  BAYER

8519494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519494 NON-EXPEDITED Y US-BAYER-2012-036986 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 19 DAY BAYER

8519495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519495 NON-EXPEDITED Y US-BAYER-2012-036980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 23 DAY BAYER

8519496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519496 NON-EXPEDITED N US-BAYER-2012-037315 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 95 DAY BAYER
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Detailed Report
8519497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519497 NON-EXPEDITED N US-BAYER-2012-037168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 45 DAY BAYER

8519498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519498 NON-EXPEDITED Y US-BAYER-2012-037318 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8519499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519499 NON-EXPEDITED Y US-BAYER-2012-037076 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 153 DAY BAYER

8519504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519504 NON-EXPEDITED N US-TEVA-333647USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519536 NON-EXPEDITED N US-TEVA-333653USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8519573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519573 NON-EXPEDITED Y US-BAYER-2012-033709 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
DISCOMFORT  

8519574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519574 NON-EXPEDITED N US-BAYER-2012-033444 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
PAIN  

8519575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519575 NON-EXPEDITED N US-BAYER-2012-029414 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TEARFULNESS LEXAPRO C  

8519576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519576 EXPEDITED (15-DAY) Y OT SE-BAYER-2012-034394 30 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8519577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519577 NON-EXPEDITED Y US-BAYER-2012-034373 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

Page: 10,414 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8519578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519578 NON-EXPEDITED N US-BAYER-2012-034441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 171 DAY BAYER

8519579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519579 NON-EXPEDITED Y US-BAYER-2012-035127 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8519580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519580 NON-EXPEDITED N US-BAYER-2012-029116 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8519581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519581 NON-EXPEDITED N US-BAYER-2012-029222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S 20 mcg/24hr, QD  BAYER

8519583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519583 NON-EXPEDITED N US-BAYER-2012-032285 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8519584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519584 NON-EXPEDITED Y US-BAYER-2012-035323 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER
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Detailed Report
8519585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519585 NON-EXPEDITED N US-BAYER-2012-035591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S 20 mcg/24hr, CONT 1825 DAY BAYER

8519586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519586 NON-EXPEDITED N US-BAYER-2012-030484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S 20 mcg/24hr, CONT  BAYER
FATIGUE  
PROGESTERONE DECREASED  

8519587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519587 NON-EXPEDITED N US-BAYER-2012-036446 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8519588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519588 NON-EXPEDITED Y US-BAYER-2012-033072 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8519589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519589 NON-EXPEDITED N US-BAYER-2012-033176 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
MENORRHAGIA MIRENA S  BAYER
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Detailed Report
8519590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519590 NON-EXPEDITED N US-BAYER-2012-034885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8519591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519591 NON-EXPEDITED N US-BAYER-2012-030089 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION  

8519592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519592 NON-EXPEDITED N US-BAYER-2012-035751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8519593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519593 NON-EXPEDITED Y US-BAYER-2012-031017 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

8519594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519594 NON-EXPEDITED N US-BAYER-2012-035923 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8519595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519595 NON-EXPEDITED N US-BAYER-2012-033184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  

8519596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519596 NON-EXPEDITED N US-BAYER-2012-035863 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8519597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519597 NON-EXPEDITED Y US-BAYER-2012-031485 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8519598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519598 NON-EXPEDITED N US-BAYER-2012-035580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 216 DAY BAYER

8519599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519599 NON-EXPEDITED N US-BAYER-2012-035316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8519601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519601 NON-EXPEDITED N US-TEVA-333658USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEVOTHYROXINE SODIUM C ORAL 75 Microgram;  
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Detailed Report
8519606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519606 NON-EXPEDITED Y US-BAYER-2012-030996 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  

8519614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519614 NON-EXPEDITED N US-TEVA-333680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519626 NON-EXPEDITED N US-TEVA-333683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519670 NON-EXPEDITED N US-TEVA-333687USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING JITTERY VALIUM C  

8519811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519811 NON-EXPEDITED N US-BAYER-2012-031625 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

8519907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519907 NON-EXPEDITED Y OT US-BAYER-2012-037055 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8519968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8519968 NON-EXPEDITED N US-TEVA-333781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8520005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520005 NON-EXPEDITED N US-TEVA-333817USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C ORAL 60 Milligram;  

8520127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520127 NON-EXPEDITED N US-BAYER-2012-029737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8520182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520182 EXPEDITED (15-DAY) N OT ZA-BAYER-2012-035841 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC FUNCTION ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
JAUNDICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PRURITUS  

8520192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520192 NON-EXPEDITED N US-TEVA-333883USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8520201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520201 NON-EXPEDITED N US-TEVA-333899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8520219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520219 NON-EXPEDITED N US-TEVA-333882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8520222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520222 NON-EXPEDITED N US-TEVA-333878USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8520227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520227 NON-EXPEDITED N US-TEVA-333906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
FATIGUE  

8520255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520255 NON-EXPEDITED N US-TEVA-333911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8520386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520386 NON-EXPEDITED N US-TEVA-333858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8520438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520438 NON-EXPEDITED N US-BAYER-2012-029123 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8520439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520439 NON-EXPEDITED N US-BAYER-2012-029064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S 20 mcg/24hr, CONT  BAYER

8520441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520441 NON-EXPEDITED N US-BAYER-2012-028953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8520442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520442 NON-EXPEDITED Y US-BAYER-2012-029107 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1839 DAY BAYER
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Detailed Report
8520453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520453 NON-EXPEDITED N US-TEVA-333872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8520527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520527 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012092044

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ABORTION INDUCED  
UNINTENDED PREGNANCY  

8520659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520659 DIRECT N 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ARTHRALGIA  
BACK PAIN  
DYSSTASIA  
INSOMNIA  
MALAISE  
MUSCULOSKELETAL PAIN  
MUSCULOSKELETAL STIFFNESS  
PAIN IN EXTREMITY  
RHEUMATOID ARTHRITIS  
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Detailed Report
8520664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520664 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN FAILURE MIRENA S  
BACK PAIN  
DEPRESSION  
FATIGUE  
HEADACHE  
INFERTILITY FEMALE  
LIBIDO DECREASED  
MOOD SWINGS  
NAUSEA  
NIGHT SWEATS  
WEIGHT INCREASED  

8520689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520689 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S  
MENORRHAGIA  
MENTAL DISORDER  
STRESS  

8520694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2012 8520694 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S  
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Detailed Report
8402067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8402067 NON-EXPEDITED Y OT US-BAYER-2012-012966 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
DISTURBANCE IN ATTENTION  
MEDICAL DEVICE DISCOMFORT  
PAIN  

8416714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8416714 NON-EXPEDITED Y OT US-BAYER-2012-014979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ABDOMINAL PAIN  
UTERINE PERFORATION  

8463431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8463431 EXPEDITED (15-DAY) Y OT SE-BAYER-2012-022702 37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S INTRAUTERINE UNK 176 DAY BAYER

8466907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8466907 NON-EXPEDITED N OT US-BAYER-2012-024571 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 61 DAY BAYER
DEVICE DEPLOYMENT ISSUE  
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Detailed Report
8484290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8484290 NON-EXPEDITED N US-TEVA-330655USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  

8502318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8502318 NON-EXPEDITED Y OT US-BAYER-2012-031740 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PELVIC PAIN  

8513971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8513971 EXPEDITED (15-DAY) Y DE US-TEVA-190157USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBRAL VENOUS THROMBOSIS NORDETTE S  DURAMED

DEPO-PROVERA S INTRAMUSCULAR  

8520969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8520969 EXPEDITED (15-DAY) Y OT FR-
BAYER-201042102GPV

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

PROCEDURAL SITE REACTION UNSPECIFIED INGREDIENT C  
AMENORRHOEA  
CAESAREAN SECTION  
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Detailed Report
8521106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521106 NON-EXPEDITED Y US-BAYER-2012-033367 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER
MUSCLE SPASMS  

8521107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521107 NON-EXPEDITED N US-BAYER-2012-035586 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER

8521108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521108 NON-EXPEDITED N US-BAYER-2012-037591 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8521109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521109 NON-EXPEDITED Y US-BAYER-2012-032777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8521110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521110 NON-EXPEDITED N US-BAYER-2012-033701 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 182 DAY BAYER

8521111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521111 NON-EXPEDITED N US-BAYER-2012-034788 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8521112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521112 NON-EXPEDITED Y US-BAYER-2012-036447 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 20 DAY BAYER

8521114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521114 NON-EXPEDITED N US-BAYER-2012-030067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8521115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521115 NON-EXPEDITED Y US-BAYER-2012-033485 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 69 DAY BAYER

8521116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521116 NON-EXPEDITED Y US-BAYER-2012-036290 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 32 DAY BAYER

8521117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521117 NON-EXPEDITED Y US-BAYER-2012-033698 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 60 DAY BAYER

8521118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521118 NON-EXPEDITED Y US-BAYER-2012-034678 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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Detailed Report
8521119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521119 NON-EXPEDITED Y US-BAYER-2012-032363 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

8521120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521120 NON-EXPEDITED Y US-BAYER-2012-037511 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 32 DAY BAYER

8521121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521121 NON-EXPEDITED N US-BAYER-2012-037047 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 18 DAY BAYER

8521122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521122 NON-EXPEDITED N US-BAYER-2012-033900 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER
MENSTRUAL DISORDER  

8521123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521123 NON-EXPEDITED N US-BAYER-2012-033125 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 272 DAY BAYER

8521124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521124 NON-EXPEDITED Y US-BAYER-2012-029949 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8521125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521125 NON-EXPEDITED N US-BAYER-2012-037605 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8521126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521126 NON-EXPEDITED N US-BAYER-2012-035761 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8521127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521127 NON-EXPEDITED N US-BAYER-2012-037406 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 18 DAY BAYER

MIRENA S  BAYER

8521131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521131 NON-EXPEDITED N US-BAYER-2012-032159 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8521132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521132 NON-EXPEDITED N US-BAYER-2012-032279 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8521133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521133 NON-EXPEDITED Y US-BAYER-2012-033112 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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Detailed Report
8521134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521134 NON-EXPEDITED N US-BAYER-2012-029754 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER

8521144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521144 NON-EXPEDITED Y US-BAYER-2012-037556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD TESTOSTERONE INCREASED MIRENA S 20 mcg/24hr, CONT  BAYER

8521377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521377 NON-EXPEDITED Y US-BAYER-2012-029152 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8521378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521378 NON-EXPEDITED Y US-BAYER-2012-033707 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8521405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521405 NON-EXPEDITED N US-TEVA-333857USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8521419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521419 NON-EXPEDITED N US-TEVA-333787USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8521480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521480 EXPEDITED (15-DAY) N OT US-BAYER-2012-035019 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
URETHRAL HAEMORRHAGE  

8521482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521482 EXPEDITED (15-DAY) N OT ES-BAYER-2012-036254 45 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S UNK  BAYER
ACNE  
AFFECT LABILITY  
ALOPECIA  
DEPRESSION  
EMBOLISM  
HYPOTHYROIDISM  
LIBIDO DECREASED  
UNEVALUABLE EVENT  
VISUAL FIELD DEFECT  

8521485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521485 NON-EXPEDITED Y OT US-BAYER-2012-035510 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
GENITAL HAEMORRHAGE  

8521487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521487 NON-EXPEDITED N OT US-BAYER-2012-035112 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 56 DAY BAYER
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Detailed Report
8521489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521489 NON-EXPEDITED Y US-BAYER-2012-033066 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER

8521499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521499 NON-EXPEDITED N US-BAYER-2012-029153 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20 mcg/24hr, CONT 1642 DAY BAYER

8521504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521504 NON-EXPEDITED N OT US-BAYER-2012-030177 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
HEART RATE INCREASED  
MOOD SWINGS  
PALPITATIONS  
PANIC ATTACK  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8521514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521514 NON-EXPEDITED Y US-BAYER-2012-033705 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8521515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521515 NON-EXPEDITED N US-BAYER-2012-031169 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
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Detailed Report
8521850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521850 NON-EXPEDITED N US-TEVA-333862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8521953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521953 NON-EXPEDITED N US-BAYER-2012-029746 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 52 mg, ONCE  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, ONCE  BAYER

8521955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521955 NON-EXPEDITED Y US-BAYER-2012-030481 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8521969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8521969 NON-EXPEDITED N US-TEVA-333871USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8522016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522016 NON-EXPEDITED N US-BAYER-2012-030491 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8522087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522087 NON-EXPEDITED N US-TEVA-334050USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DILANTIN C  

8522112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522112 NON-EXPEDITED N US-TEVA-333989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8522155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522155 NON-EXPEDITED N US-TEVA-333996USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8522157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522157 NON-EXPEDITED N OT US-BAYER-2012-035315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
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Detailed Report
8522158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522158 NON-EXPEDITED N OT US-BAYER-2012-035540 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ASTHENIA  
FEELING JITTERY  
HEADACHE  
INSOMNIA  
MEDICAL DEVICE DISCOMFORT  
NIGHT SWEATS  
WEIGHT DECREASED  

8522160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522160 NON-EXPEDITED N US-TEVA-334017USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8522164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522164 NON-EXPEDITED N US-TEVA-334059USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8522281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522281 NON-EXPEDITED Y US-BAYER-2012-033068 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER
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Detailed Report
8522283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522283 NON-EXPEDITED Y US-BAYER-2012-033797 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER

8522284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522284 NON-EXPEDITED N US-BAYER-2012-029424 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MEDICATION ERROR MIRENA S  BAYER
COMPLICATION OF DEVICE REMOVAL  

8522302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522302 NON-EXPEDITED N US-BAYER-2012-029936 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S UNK  BAYER

8522303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522303 NON-EXPEDITED Y US-BAYER-2012-035106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FACIAL ASYMMETRY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8522452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522452 NON-EXPEDITED N US-TEVA-334105USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8522491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522491 NON-EXPEDITED N US-TEVA-334106USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8522511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522511 NON-EXPEDITED N US-BAYER-2012-031014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8522512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522512 NON-EXPEDITED N US-BAYER-2012-030988 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8522513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522513 NON-EXPEDITED Y US-BAYER-2012-034832 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 327 DAY BAYER

8522516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522516 NON-EXPEDITED N US-BAYER-2012-035209 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8522524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522524 NON-EXPEDITED N US-TEVA-334112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8522587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2012 8522587 EXPEDITED (15-DAY) Y OT GB-PFIZER
INC-2012093346

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION CABERGOLINE S UNK  PFIZER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  
DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  

8391989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8391989 EXPEDITED (15-DAY) Y OT US-BAYER-2012-010152 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 150 MIN BAYER
ABASIA  
LOSS OF CONSCIOUSNESS  

8397291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8397291 NON-EXPEDITED Y HO US-BAYER-2012-010636 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE EXPULSION  

8408811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8408811 NON-EXPEDITED N US-BAYER-2012-015010 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT  
PRESYNCOPE  
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Detailed Report
8425335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8425335 NON-EXPEDITED Y OT US-BAYER-2012-016892 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 552 DAY BAYER
UTERINE PAIN FIORICET C UNK  
ABDOMINAL PAIN TOPAMAX C 25 mg, QD  

XANAX C 0.25 mg, PRN  
CELEXA C  

8430772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8430772 NON-EXPEDITED N OT US-BAYER-2012-017260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2190 DAY BAYER
SCAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE DISLOCATION  

8446996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8446996 EXPEDITED (15-DAY) Y OT BR-BAYER-2012-020594 33 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BRAIN OEDEMA PHENYTOIN C UNK  
AMENORRHOEA  
BRAIN NEOPLASM  
HEADACHE  
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Detailed Report
8466805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8466805 NON-EXPEDITED Y HO,OT US-BAYER-2012-023921 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 1 DF, UNK 1278 DAY BAYER
ABORTION  
Haemorrhage in pregnancy  
PREGNANCY TEST URINE POSITIVE  

8471501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8471501 NON-EXPEDITED Y OT US-BAYER-2012-024427 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER

8475445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8475445 NON-EXPEDITED N OT US-BAYER-2012-025993 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 252 DAY BAYER
PAIN MIRENA S  BAYER
DEVICE DISLOCATION  

8477365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8477365 NON-EXPEDITED N OT US-BAYER-2012-027052 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE EXPULSION  
HYPERSENSITIVITY  
INSOMNIA  
PELVIC DISCOMFORT  
POST PROCEDURAL DISCOMFORT  
POST PROCEDURAL HAEMORRHAGE  
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Detailed Report
8479891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8479891 EXPEDITED (15-DAY) Y OT US-BAYER-2012-027096 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE BREAKAGE  
GENITAL HAEMORRHAGE  

8481462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8481462 EXPEDITED (15-DAY) Y OT US-BAYER-2012-030100 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 885 DAY BAYER
BREAST TENDERNESS IBUPROFEN C  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
CAESAREAN SECTION  
DEVICE DEPLOYMENT ISSUE  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DEVICE EXPULSION  

8493604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8493604 NON-EXPEDITED Y OT US-BAYER-2012-030402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8493636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8493636 NON-EXPEDITED N US-TEVA-331430USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8505953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8505953 NON-EXPEDITED N US-TEVA-332870USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8510890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8510890 NON-EXPEDITED N US-BAYER-2012-035328 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8523026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523026 EXPEDITED (15-DAY) Y HO CH-BAYER-2012-031990 39 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 335 DAY BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
UTERINE POLYP  

8523030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523030 NON-EXPEDITED N OT US-BAYER-2012-036419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8523206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523206 NON-EXPEDITED Y US-BAYER-2012-037798 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8523207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523207 NON-EXPEDITED Y US-BAYER-2012-033360 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8523208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523208 NON-EXPEDITED N US-BAYER-2012-031983 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8523209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523209 NON-EXPEDITED Y US-BAYER-2012-033380 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8523210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523210 NON-EXPEDITED N US-BAYER-2012-034869 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER

8523212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523212 NON-EXPEDITED Y US-BAYER-2012-034086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8523213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523213 NON-EXPEDITED N US-BAYER-2012-032154 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
PENIS DISORDER  
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Detailed Report
8523215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523215 NON-EXPEDITED N US-BAYER-2012-038068 182 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 33 DAY BAYER

8523217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523217 NON-EXPEDITED N US-BAYER-2012-037967 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8523219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523219 NON-EXPEDITED N US-BAYER-2012-031637 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8523245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523245 NON-EXPEDITED N US-BAYER-2012-038007 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8523302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523302 NON-EXPEDITED N US-BAYER-2012-038100 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8523303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523303 NON-EXPEDITED N US-BAYER-2012-037801 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 985 DAY BAYER
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Detailed Report
8523304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523304 NON-EXPEDITED Y US-BAYER-2012-037843 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 33 DAY BAYER

8523305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523305 NON-EXPEDITED Y OT US-BAYER-2012-035742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8523306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523306 NON-EXPEDITED N US-BAYER-2012-038293 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 8 DAY BAYER

8523307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523307 NON-EXPEDITED N US-BAYER-2012-038014 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 49 DAY BAYER

MIRENA S  BAYER

8523323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523323 EXPEDITED (15-DAY) N OT NO-BAYER-2012-035296 35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST ABORTION HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
DEVICE EXPULSION  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8523423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523423 NON-EXPEDITED N US-TEVA-334093USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523427 NON-EXPEDITED Y US-BAYER-2012-031160 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE UNK  BAYER

8523428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523428 NON-EXPEDITED N US-BAYER-2012-034450 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8523429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523429 NON-EXPEDITED N US-BAYER-2012-038294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8523430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523430 NON-EXPEDITED N US-BAYER-2012-032097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8523437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523437 NON-EXPEDITED N US-TEVA-334097USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8523441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523441 NON-EXPEDITED N US-TEVA-334107USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8523460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523460 NON-EXPEDITED N US-BAYER-2012-037940 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

8523462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523462 NON-EXPEDITED Y US-BAYER-2012-038292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 211 DAY BAYER

8523469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523469 NON-EXPEDITED N US-TEVA-334085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523484 NON-EXPEDITED N US-BAYER-2012-031170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
NERVOUSNESS MIRENA S  BAYER
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Detailed Report
8523498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523498 NON-EXPEDITED N OT US-BAYER-2012-036451 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 228 DAY BAYER
DEVICE EXPULSION  

8523501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523501 EXPEDITED (15-DAY) N HO US-BAYER-2012-035511 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
GASTRIC INFECTION  
NO ADVERSE EVENT  

8523570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523570 NON-EXPEDITED N US-TEVA-334101USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523609 NON-EXPEDITED N US-TEVA-334082USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523619 NON-EXPEDITED N US-BAYER-2012-032861 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8523620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523620 NON-EXPEDITED N US-BAYER-2012-031989 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8523622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523622 NON-EXPEDITED N US-BAYER-2012-038058 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK 23 DAY BAYER

8523623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523623 NON-EXPEDITED N US-BAYER-2012-038412 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8523625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523625 NON-EXPEDITED N US-BAYER-2012-034361 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mEq/24hr, CONT 38 DAY BAYER

8523626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523626 NON-EXPEDITED N OT US-BAYER-2012-035862 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
PROCEDURAL PAIN  
VULVOVAGINAL DISCOMFORT  
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8523632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523632 NON-EXPEDITED N US-TEVA-334076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523682 NON-EXPEDITED N US-TEVA-334060USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8523695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523695 NON-EXPEDITED N US-TEVA-334046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8523763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523763 NON-EXPEDITED N US-TEVA-334024USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  
PELVIC PAIN  

8523834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523834 NON-EXPEDITED N OT US-BAYER-2012-035532 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
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8523951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523951 NON-EXPEDITED N US-TEVA-333994USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8523965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8523965 NON-EXPEDITED Y OT US-BAYER-2012-035904 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8524041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524041 NON-EXPEDITED N US-TEVA-334169USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MONONESSA C  

8524081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524081 NON-EXPEDITED N US-TEVA-334174USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOODY DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C  

8524115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524115 NON-EXPEDITED N US-TEVA-334185USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8524140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524140 NON-EXPEDITED Y US-BAYER-2012-036877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8524141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524141 NON-EXPEDITED N US-BAYER-2012-031632 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER

8524142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524142 NON-EXPEDITED Y US-BAYER-2012-032063 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8524143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524143 NON-EXPEDITED Y US-BAYER-2012-038354 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8524144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524144 NON-EXPEDITED Y US-BAYER-2012-033138 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 160 DAY BAYER

8524145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524145 NON-EXPEDITED N US-BAYER-2012-032109 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  
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Detailed Report
8524146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524146 EXPEDITED (15-DAY) N OT US-BAYER-2012-035748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OBSESSIVE-COMPULSIVE DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMNESIA  
HEADACHE  
IRRITABILITY  
LIBIDO DECREASED  

8524148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524148 NON-EXPEDITED N US-BAYER-2012-033882 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8524149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524149 NON-EXPEDITED Y US-BAYER-2012-033799 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8524334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524334 NON-EXPEDITED N US-TEVA-334223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8524364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524364 NON-EXPEDITED N US-TEVA-334226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8524373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524373 NON-EXPEDITED N US-TEVA-334257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8524377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524377 NON-EXPEDITED N US-TEVA-334269USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8524379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524379 NON-EXPEDITED N US-TEVA-334261USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8524385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524385 NON-EXPEDITED N US-TEVA-334263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8524402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524402 NON-EXPEDITED N US-TEVA-334259USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8524410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524410 NON-EXPEDITED N US-TEVA-334183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8524426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524426 NON-EXPEDITED N US-TEVA-334181USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8524452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2012 8524452 NON-EXPEDITED N US-TEVA-334178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8085436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8085436 NON-EXPEDITED Y US-BAYER-2011-067416 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8339644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8339644 NON-EXPEDITED Y CA-
BAYER-201017998NA

91 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S  BAYER

8434552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8434552 NON-EXPEDITED Y US-BAYER-2012-017534 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
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8434595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8434595 NON-EXPEDITED N US-BAYER-2012-017538 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8434740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8434740 NON-EXPEDITED N OT US-BAYER-2012-018349 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 792 DAY BAYER
ABDOMINAL PAIN  

8453822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8453822 NON-EXPEDITED N OT US-BAYER-2012-022979 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 µg, CONT 44 DAY BAYER

CELEXA C  
MULTI-VITAMIN C  
CALCIUM C  

8455261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8455261 EXPEDITED (15-DAY) Y OT US-BAYER-2012-022191 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KLEBSIELLA INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S  BAYER
ABDOMINAL PAIN LOWER  
PAROSMIA  
SINUSITIS  
VAGINAL DISCHARGE  
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Detailed Report
8487704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8487704 NON-EXPEDITED N OT US-BAYER-2012-030444 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
DEVICE BREAKAGE  

8513766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8513766 NON-EXPEDITED N OT US-BAYER-2012-034959 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 460 DAY BAYER
ABDOMINAL DISTENSION  
MENORRHAGIA  
PROCEDURAL PAIN  

8514477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8514477 NON-EXPEDITED N OT US-BAYER-2012-034955 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8514659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8514659 NON-EXPEDITED N US-TEVA-333442USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL 1.5 Milligram;  
MULTI-VITAMIN C  
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Detailed Report
8514704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8514704 NON-EXPEDITED N US-TEVA-333336USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8520126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8520126 NON-EXPEDITED N US-TEVA-333853USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CRYING LEVOXYL C ORAL 75 Microgram;  
PREMENSTRUAL SYNDROME BIOTIN C  
NAUSEA VITAMIN B12 C  
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

8524995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8524995 EXPEDITED (15-DAY) N OT CA-BAYER-2012-036373 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUICIDAL IDEATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  

8525106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525106 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012094450

24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION INDUCED LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

DRUG INEFFECTIVE  
UNINTENDED PREGNANCY  
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Detailed Report
8525139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525139 NON-EXPEDITED N HO,OT US-BAYER-2012-036280 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, UNK  BAYER

8525141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525141 NON-EXPEDITED Y OT US-BAYER-2012-036537 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
MENORRHAGIA  
MOOD SWINGS  
POST PROCEDURAL HAEMORRHAGE  

8525142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525142 NON-EXPEDITED Y OT US-BAYER-2012-036508 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
RASH  
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Detailed Report
8525143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525143 NON-EXPEDITED N OT US-BAYER-2012-036530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ACNE  
ADNEXA UTERI PAIN  
ALOPECIA  
BACK PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
FATIGUE  
MALAISE  
MOOD SWINGS  
OVARIAN CYST  
STRESS  

8525306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525306 NON-EXPEDITED Y US-BAYER-2012-038524 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 4 DAY BAYER

8525308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525308 NON-EXPEDITED N US-BAYER-2012-038681 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 148 DAY BAYER

8525309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525309 NON-EXPEDITED N US-BAYER-2012-038495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8525310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525310 NON-EXPEDITED N US-BAYER-2012-037416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8525311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525311 NON-EXPEDITED N US-BAYER-2012-038719 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 91 DAY BAYER

8525312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525312 NON-EXPEDITED Y US-BAYER-2012-038542 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S UNK 310 DAY BAYER

MIRENA S  BAYER

8525314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525314 NON-EXPEDITED N US-BAYER-2012-038654 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 183 DAY BAYER

8525317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525317 NON-EXPEDITED N US-BAYER-2012-036561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT DECREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FEELING ABNORMAL  
HYPOMENORRHOEA  

Page: 10,462 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8525318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525318 NON-EXPEDITED N US-BAYER-2012-037970 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 17 DAY BAYER

8525319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525319 NON-EXPEDITED Y US-BAYER-2012-038636 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8525320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525320 NON-EXPEDITED N US-BAYER-2012-036380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8525321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525321 NON-EXPEDITED N US-BAYER-2012-038730 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8525322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525322 NON-EXPEDITED Y US-BAYER-2012-038624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 16 DAY BAYER
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Detailed Report
8525335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525335 NON-EXPEDITED N US-BAYER-2012-032141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8525406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525406 NON-EXPEDITED N US-BAYER-2012-038955 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER

8525407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525407 NON-EXPEDITED Y US-BAYER-2012-039020 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 77 DAY BAYER

8525408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525408 NON-EXPEDITED N US-BAYER-2012-038750 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8525436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525436 NON-EXPEDITED Y OT US-BAYER-2012-037997 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8525471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525471 NON-EXPEDITED N OT US-BAYER-2012-036903 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 545 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSURIA  
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Detailed Report
8525553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525553 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S  

8525628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525628 NON-EXPEDITED N US-TEVA-334287USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
VAGINAL HAEMORRHAGE  

8525827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525827 NON-EXPEDITED N US-TEVA-334533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
FATIGUE  

8525899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525899 NON-EXPEDITED N US-TEVA-334564USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SPRINTEC C  

8525920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525920 NON-EXPEDITED N US-TEVA-334290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8525998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8525998 NON-EXPEDITED N US-TEVA-334299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526015 NON-EXPEDITED N US-TEVA-334303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8526025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526025 NON-EXPEDITED N US-TEVA-334301USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN IBUPROFEN C  

8526045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526045 NON-EXPEDITED N US-TEVA-334297USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
WEIGHT DECREASED  

8526061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526061 NON-EXPEDITED N US-TEVA-334305USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8526076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526076 NON-EXPEDITED N US-TEVA-334590USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8526084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526084 NON-EXPEDITED N OT US-BAYER-2012-037552 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 9 DAY BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

8526106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526106 NON-EXPEDITED N US-BAYER-2012-033474 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 68 DAY BAYER

8526108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526108 NON-EXPEDITED N US-BAYER-2012-033708 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER

8526109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526109 NON-EXPEDITED N US-BAYER-2012-038765 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
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Detailed Report
8526112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526112 NON-EXPEDITED N US-BAYER-2012-034446 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER

8526114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526114 NON-EXPEDITED N US-BAYER-2012-034963 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 652 DAY BAYER

8526115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526115 NON-EXPEDITED N US-BAYER-2012-032887 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8526116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526116 NON-EXPEDITED N US-BAYER-2012-036500 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8526117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526117 NON-EXPEDITED Y US-BAYER-2012-038739 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8526118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526118 NON-EXPEDITED Y US-BAYER-2012-034837 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 102 DAY BAYER

MIRENA S  BAYER

8526120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526120 NON-EXPEDITED N US-BAYER-2012-035325 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8526121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526121 NON-EXPEDITED Y US-BAYER-2012-034131 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER

8526146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526146 NON-EXPEDITED N US-TEVA-334595USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVAQUIN C  

8526234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526234 NON-EXPEDITED N US-BAYER-2012-034803 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER
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Detailed Report
8526235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526235 NON-EXPEDITED Y US-BAYER-2012-034800 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8526238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526238 NON-EXPEDITED N US-BAYER-2012-035088 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 109 DAY BAYER

8526426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526426 NON-EXPEDITED N US-BAYER-2012-035324 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8526427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526427 NON-EXPEDITED N US-BAYER-2012-034715 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8526429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526429 NON-EXPEDITED Y US-BAYER-2012-037380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8526460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526460 NON-EXPEDITED N US-TEVA-334468USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8526485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526485 NON-EXPEDITED N US-TEVA-334496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526509 NON-EXPEDITED N US-BAYER-2012-037310 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 428 DAY BAYER

8526535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526535 NON-EXPEDITED N US-TEVA-334529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526567 NON-EXPEDITED Y US-BAYER-2012-037758 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8526568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526568 NON-EXPEDITED Y US-BAYER-2012-038081 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER

8526570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526570 NON-EXPEDITED N US-BAYER-2012-038049 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 3 DAY BAYER
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Detailed Report
8526572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526572 NON-EXPEDITED N US-BAYER-2012-037308 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8526590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526590 NON-EXPEDITED N US-TEVA-334591USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526615 NON-EXPEDITED N US-TEVA-334567USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526663 NON-EXPEDITED N US-TEVA-334500USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR MELATONIN C  
MENSTRUATION DELAYED  
OFF LABEL USE  

8526681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526681 NON-EXPEDITED N US-TEVA-334497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8526685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526685 NON-EXPEDITED N US-TEVA-334495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526694 NON-EXPEDITED N US-TEVA-334476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526700 NON-EXPEDITED N US-TEVA-334470USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8526707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2012 8526707 NON-EXPEDITED N US-TEVA-334608USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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8103339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8103339 NON-EXPEDITED Y OT US-BAYER-2011-074143 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg 417 DAY BAYER
ECTOPIC PREGNANCY CLARITIN C UNK UNK, QD  
ABDOMINAL PAIN LOWER DIFLUCAN C UNK mg, UNK  
NAUSEA CILOXAN C  
ABORTION SPONTANEOUS  
PYREXIA  
VAGINAL HAEMORRHAGE  
VOMITING  

8269473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8269473 NON-EXPEDITED Y OT US-BAYER-2011-112557 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8337634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8337634 NON-EXPEDITED Y OT US-BAYER-2012-004177 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
PAIN BETADINE C  
ABDOMINAL PAIN  
DIZZINESS  
GENITAL HAEMORRHAGE  
NAUSEA  
PRESYNCOPE  
VOMITING  
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Detailed Report
8385248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8385248 EXPEDITED (15-DAY) N OT AU-BAYER-2012-008918 22 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 257 DAY BAYER
ASTHENIA  
DEVICE DISLOCATION  
FATIGUE  
GENITAL HAEMORRHAGE  
LOSS OF CONSCIOUSNESS  
PAIN  
PROCEDURAL HAEMORRHAGE  
WEIGHT DECREASED  

8473766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8473766 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-024952 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
NAUSEA  
PAIN  
PROCEDURAL PAIN  
VOMITING  

8475443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8475443 NON-EXPEDITED Y OT US-BAYER-2012-026080 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 125 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8477900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8477900 NON-EXPEDITED N OT US-BAYER-2012-027916 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 386 DAY BAYER
ABDOMINAL PAIN  
ANXIETY  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8482960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8482960 EXPEDITED (15-DAY) Y OT US-BAYER-2012-028520 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
URINARY TRACT INFECTION  

8494922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8494922 NON-EXPEDITED Y OT US-BAYER-2012-030206 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8495089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8495089 NON-EXPEDITED Y US-BAYER-2012-030781 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8503027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8503027 NON-EXPEDITED N OT US-BAYER-2012-032621 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PAIN  

8514427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8514427 NON-EXPEDITED Y US-BAYER-2012-028379 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8515959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8515959 NON-EXPEDITED N US-TEVA-333458USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8519420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8519420 NON-EXPEDITED N US-TEVA-333633USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE AVIANE C  
DIZZINESS  
PELVIC PAIN  

8520148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8520148 NON-EXPEDITED N US-TEVA-333877USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LISINOPRIL C ORAL  
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Detailed Report
8525313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8525313 NON-EXPEDITED N US-BAYER-2012-036939 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg 995 DAY BAYER

8526928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526928 EXPEDITED (15-DAY) N OT US-BAYER-2012-036979 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8526929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526929 NON-EXPEDITED N OT US-BAYER-2012-037099 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8526930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526930 NON-EXPEDITED N OT US-BAYER-2012-036996 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8526931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526931 NON-EXPEDITED N OT US-BAYER-2012-037038 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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8526932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526932 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-037229 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INTERACTION MIRENA S UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE CABERGOLINE S UNK  
AMENORRHOEA  
HYPOMENORRHOEA  

8526935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526935 NON-EXPEDITED Y OT US-BAYER-2012-036857 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8526936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526936 NON-EXPEDITED N OT US-BAYER-2012-036947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
DEVICE EXPULSION  
DYSPAREUNIA  
VAGINAL DISCHARGE  

8526941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8526941 NON-EXPEDITED N OT US-BAYER-2012-036771 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 9 DAY BAYER
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8527156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527156 NON-EXPEDITED N OT US-BAYER-2012-036788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  

8527157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527157 NON-EXPEDITED Y OT US-BAYER-2012-036972 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 1 DF, UNK 359 DAY BAYER

8527275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527275 NON-EXPEDITED N US-BAYER-2012-038133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8527276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527276 NON-EXPEDITED Y US-BAYER-2012-039022 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8527277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527277 NON-EXPEDITED Y US-BAYER-2012-035083 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8527278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527278 NON-EXPEDITED Y US-BAYER-2012-039237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 20 DAY BAYER
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8527279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527279 NON-EXPEDITED N US-BAYER-2012-039209 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 58 DAY BAYER

8527280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527280 NON-EXPEDITED Y US-BAYER-2012-039205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 245 DAY BAYER

8527281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527281 NON-EXPEDITED N US-BAYER-2012-037792 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8527282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527282 NON-EXPEDITED Y US-BAYER-2012-039029 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8527283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527283 NON-EXPEDITED Y US-BAYER-2012-038421 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 22 DAY BAYER

8527284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527284 NON-EXPEDITED Y US-BAYER-2012-037425 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 3 DAY BAYER
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8527285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527285 NON-EXPEDITED Y US-BAYER-2012-038393 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  

8527286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527286 NON-EXPEDITED N US-BAYER-2012-035108 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 917 DAY BAYER

8527310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527310 NON-EXPEDITED Y OT US-BAYER-2012-037750 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 6 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8527311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527311 NON-EXPEDITED Y OT US-BAYER-2012-037312 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8527333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527333 NON-EXPEDITED Y OT US-BAYER-2012-037883 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 260 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8527334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527334 NON-EXPEDITED Y OT US-BAYER-2012-037540 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

8527338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527338 NON-EXPEDITED Y OT US-BAYER-2012-037866 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 302 DAY BAYER
DEVICE EXPULSION  

8527519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527519 NON-EXPEDITED N US-TEVA-334607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8527524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527524 NON-EXPEDITED N US-TEVA-334606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE BIRTH CONTROL PILL C  

8527562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527562 EXPEDITED (15-DAY) Y CA CZ-TEVA-334314ISR Male CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CAUDAL REGRESSION SYNDROME LEVONORGESTREL S TRANSPLACENTAL 1 DAY DURAMED
FOETAL EXPOSURE DURING PREGNANCY TRIMETHOPRIM &

SULFAMETHOXAZOLE
S TRANSPLACENTAL 1920 mg  
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Detailed Report
8527581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527581 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012092024

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day  PFIZER

ABORTION INDUCED  
UNINTENDED PREGNANCY  

8527593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527593 NON-EXPEDITED N US-TEVA-334600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8527648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527648 NON-EXPEDITED N US-TEVA-334598USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ADVAIR DISKUS C  

TOPAMAX C  

8527664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527664 NON-EXPEDITED N US-TEVA-334594USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8527679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527679 NON-EXPEDITED N US-BAYER-2012-038455 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

Page: 10,484 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8527680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527680 NON-EXPEDITED N US-BAYER-2012-038370 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 266 DAY BAYER

8527852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527852 NON-EXPEDITED N US-TEVA-334605USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

8527875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527875 NON-EXPEDITED Y US-BAYER-2012-035004 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8527885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527885 NON-EXPEDITED N US-TEVA-334615USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8527898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527898 NON-EXPEDITED Y OT US-BAYER-2012-038020 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE DISLOCATION  
PAIN  
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Detailed Report
8527899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527899 NON-EXPEDITED Y OT US-BAYER-2012-038538 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8527900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8527900 NON-EXPEDITED N US-TEVA-334609USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8528096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528096 NON-EXPEDITED N US-TEVA-334689USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8528253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528253 NON-EXPEDITED N US-TEVA-334695USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8528275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528275 NON-EXPEDITED N US-TEVA-334700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8528401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528401 NON-EXPEDITED N US-TEVA-334742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8528437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528437 NON-EXPEDITED N US-TEVA-334805USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  

8528479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528479 NON-EXPEDITED N US-BAYER-2012-032158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8528484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528484 NON-EXPEDITED Y US-BAYER-2012-039837 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8528486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2012 8528486 NON-EXPEDITED N US-BAYER-2012-036523 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
UTERINE SPASM  
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8345201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8345201 EXPEDITED (15-DAY) N OT US-BAYER-2012-006081 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABNORMAL WEIGHT GAIN  
AMENORRHOEA  
HOT FLUSH  
NIGHT SWEATS  
THYROID FUNCTION TEST ABNORMAL  

8416759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8416759 NON-EXPEDITED N OT US-BAYER-2012-016440 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8450504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8450504 NON-EXPEDITED N OT US-BAYER-2012-018331 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 49 DAY BAYER
UTERINE HAEMORRHAGE MIRENA S  BAYER

8453697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8453697 NON-EXPEDITED N OT US-BAYER-2012-022381 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8525316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8525316 NON-EXPEDITED Y OT US-BAYER-2012-035567 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 318 DAY BAYER
DEVICE COMPONENT ISSUE  

8528867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528867 NON-EXPEDITED Y OT US-BAYER-2012-038670 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE EXPULSION  

8528868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528868 NON-EXPEDITED Y OT US-BAYER-2012-037317 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
VAGINAL HAEMORRHAGE  

8528875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528875 EXPEDITED (15-DAY) N OT BR-BAYER-2012-037559 46 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RENAL PAIN  
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Detailed Report
8528882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528882 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-037129 37 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
CERVICAL POLYP MIRENA S INTRAUTERINE UNK  BAYER
COITAL BLEEDING  

8528931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528931 NON-EXPEDITED N US-TEVA-334835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8528948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8528948 NON-EXPEDITED N US-TEVA-334697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8529016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529016 NON-EXPEDITED N US-TEVA-334708USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8529027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529027 NON-EXPEDITED Y US-BAYER-2012-038726 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8529029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529029 NON-EXPEDITED Y US-BAYER-2012-038984 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 356 DAY BAYER
DEVICE EXPULSION  

8529030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529030 NON-EXPEDITED Y US-BAYER-2012-038629 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8529031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529031 NON-EXPEDITED N US-BAYER-2012-039077 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8529032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529032 NON-EXPEDITED N US-BAYER-2012-037451 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 4 DAY BAYER

8529033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529033 NON-EXPEDITED Y US-BAYER-2012-038353 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8529034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529034 NON-EXPEDITED N US-BAYER-2012-038964 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S UNK  BAYER

MIRENA S  BAYER
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Detailed Report
8529035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529035 NON-EXPEDITED N US-BAYER-2012-038010 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 35 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8529036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529036 NON-EXPEDITED Y US-BAYER-2012-037759 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8529046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529046 NON-EXPEDITED Y US-BAYER-2012-033262 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVICAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER
DEVICE EXPULSION  

8529047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529047 NON-EXPEDITED Y US-BAYER-2012-037566 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8529048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529048 NON-EXPEDITED N US-BAYER-2012-037475 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER

Page: 10,492 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8529049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529049 NON-EXPEDITED N US-BAYER-2012-038331 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8529051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529051 NON-EXPEDITED N US-BAYER-2012-038698 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1025 DAY BAYER

8529052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529052 NON-EXPEDITED Y US-BAYER-2012-037562 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8529053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529053 NON-EXPEDITED Y US-BAYER-2012-038087 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8529054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529054 NON-EXPEDITED N US-BAYER-2012-037464 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8529055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529055 NON-EXPEDITED Y US-BAYER-2012-039151 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 27 DAY BAYER
MENORRHAGIA MIRENA S  BAYER
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Detailed Report
8529058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529058 NON-EXPEDITED Y US-BAYER-2012-037928 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8529135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529135 NON-EXPEDITED N US-TEVA-334736USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8529177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529177 NON-EXPEDITED N US-TEVA-334775USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8529229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529229 NON-EXPEDITED N US-BAYER-2012-037760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8529233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529233 NON-EXPEDITED N US-BAYER-2012-037814 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
8529237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529237 NON-EXPEDITED N US-BAYER-2012-037807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
MEDICAL DEVICE PAIN  

8529253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529253 NON-EXPEDITED Y US-BAYER-2012-039669 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8529289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529289 NON-EXPEDITED N OT US-BAYER-2012-037326 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8529290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529290 EXPEDITED (15-DAY) Y OT US-BAYER-2012-038396 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  

8529291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529291 NON-EXPEDITED N OT US-BAYER-2012-037085 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S UNK  BAYER
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Detailed Report
8529293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529293 NON-EXPEDITED Y OT US-BAYER-2012-038108 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8529294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529294 NON-EXPEDITED Y OT US-BAYER-2012-039222 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 29 DAY BAYER

MIRENA S  BAYER

8529308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529308 NON-EXPEDITED N US-TEVA-334754USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RELPAX C  
SEASONIQUE C  

8529309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529309 NON-EXPEDITED N US-BAYER-2012-038980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 161 DAY BAYER

8529310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529310 NON-EXPEDITED Y US-BAYER-2012-037112 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8529311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529311 NON-EXPEDITED Y US-BAYER-2012-039772 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8529312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529312 NON-EXPEDITED Y US-BAYER-2012-039798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8529313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529313 NON-EXPEDITED N US-BAYER-2012-037483 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8529315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529315 NON-EXPEDITED N US-TEVA-334810USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8529430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529430 NON-EXPEDITED N US-TEVA-334831USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8529512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529512 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
AMNESIA  
DISORIENTATION  
EPILEPSY  
LOSS OF CONSCIOUSNESS  

8529553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529553 NON-EXPEDITED N US-TEVA-334833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8529576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529576 NON-EXPEDITED N US-BAYER-2012-035331 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8529577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529577 NON-EXPEDITED N US-BAYER-2012-039449 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8529606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529606 NON-EXPEDITED N US-TEVA-334832USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,498 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8529632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529632 NON-EXPEDITED N US-TEVA-334828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8529645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529645 NON-EXPEDITED N US-TEVA-334780USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ERYTHEMA CELLCEPT S  

PLAQUENIL S  

8529704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529704 NON-EXPEDITED N US-TEVA-334820USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  

8529984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8529984 NON-EXPEDITED N US-TEVA-334818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8530000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530000 NON-EXPEDITED N OT US-BAYER-2012-038337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
DIZZINESS  
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Detailed Report
8530146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530146 NON-EXPEDITED N US-TEVA-334815USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PORTIA C ORAL  

8530237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530237 NON-EXPEDITED N US-TEVA-334902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8530250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530250 NON-EXPEDITED N US-TEVA-334907USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8530265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530265 NON-EXPEDITED Y US-BAYER-2012-035550 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED MIRENA S  BAYER
BREAST TENDERNESS  

8530268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530268 NON-EXPEDITED Y US-BAYER-2012-040326 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER
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Detailed Report
8530269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530269 NON-EXPEDITED N US-BAYER-2012-039943 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 51 DAY BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8530275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530275 NON-EXPEDITED N US-TEVA-334908USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8530328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530328 NON-EXPEDITED N US-BAYER-2012-040004 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER

8530538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530538 NON-EXPEDITED N US-BAYER-2012-040364 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

MIRENA S  BAYER

8530539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530539 NON-EXPEDITED N US-BAYER-2012-040011 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER
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Detailed Report
8530731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2012 8530731 EXPEDITED (15-DAY) Y HO,OT PHHY2012FR034760 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHOIDS LEVONORGESTREL S ORAL 1 DF/day 24 DAY
ANAL FISSURE  
PAIN  

8137793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8137793 NON-EXPEDITED N OT US-
BAYER-201028479NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
VAGINAL HAEMORRHAGE  

8416713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8416713 NON-EXPEDITED N US-BAYER-2012-014614 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
COUGH  

8450417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8450417 NON-EXPEDITED N US-BAYER-2012-022392 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8490594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8490594 EXPEDITED (15-DAY) N HO,OT AU-BAYER-2012-021602 39 YR Female THA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
CRYING  
DEPRESSION  
DIZZINESS  
ENDOMETRIAL HYPERTROPHY  
FATIGUE  
GRIEF REACTION  
MIGRAINE  
MOOD SWINGS  
NAUSEA  
PALPITATIONS  
SHOCK  
VAGINAL HAEMORRHAGE  

8499417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8499417 NON-EXPEDITED Y OT US-BAYER-2012-031681 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8504827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8504827 NON-EXPEDITED N US-TEVA-332698USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8519917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8519917 NON-EXPEDITED N US-TEVA-333591USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING HOT VYVANSE S  
DIZZINESS TETRACYCLINE C 115 Milligram;  

8523218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8523218 NON-EXPEDITED Y OT US-BAYER-2012-035113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8530898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8530898 EXPEDITED (15-DAY) N OT DE-BAYER-2012-035864 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
OEDEMA PERIPHERAL LEVOTHYROXINE SODIUM C  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ACNE  
AGGRESSION  
ALOPECIA  
AMNESIA  
ANXIETY  
ARTHRALGIA  
BREAST CYST  
BREAST DISCHARGE  
BREAST SWELLING  
CHILLS  
CHRONIC SINUSITIS  
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8530898
Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING  
CONSTIPATION  
DANDRUFF  
DEPRESSED MOOD  
DEVICE DISLOCATION  
DIARRHOEA  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DYSPEPSIA  
DYSPNOEA  
ECZEMA  
ERYTHEMA  
EYE DISORDER  
EYE PAIN  
FATIGUE  
FOOD CRAVING  
FOOD INTOLERANCE  
GALLBLADDER DISORDER  
GENITAL SWELLING  
HEARING IMPAIRED  
HYPERHIDROSIS  
HYPERTHYROIDISM  
LOSS OF LIBIDO  
MIGRAINE  
MUSCLE SPASMS  
MUSCULOSKELETAL STIFFNESS  
NAUSEA  
PALPITATIONS  
PANIC ATTACK  
Periodontitis  
PERSONALITY CHANGE  
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8530898
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHOTOSENSITIVITY REACTION  
PREMATURE MENOPAUSE  
SKIN IRRITATION  
THIRST  
TOOTH LOSS  
VERTIGO  
VISION BLURRED  
VISUAL IMPAIRMENT  
WEIGHT INCREASED  

8530899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8530899 NON-EXPEDITED N OT US-BAYER-2012-038119 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DISLOCATION  
PROCEDURAL PAIN  

8530900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8530900 NON-EXPEDITED N OT US-BAYER-2012-039243 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

8530988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8530988 NON-EXPEDITED N US-TEVA-335013USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8530991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8530991 NON-EXPEDITED N US-TEVA-334932USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531125 NON-EXPEDITED N US-TEVA-334927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531182 NON-EXPEDITED N US-TEVA-334916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531338 NON-EXPEDITED N US-TEVA-334911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531445 NON-EXPEDITED N US-TEVA-335009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531489 NON-EXPEDITED N US-TEVA-334929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8531527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531527 NON-EXPEDITED N US-TEVA-335004USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8531546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531546 NON-EXPEDITED N US-BAYER-2012-040379 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 253 DAY BAYER

8531548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531548 NON-EXPEDITED N US-BAYER-2012-040243 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8531549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531549 NON-EXPEDITED N US-BAYER-2012-036558 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
DEVICE EXPULSION  

8531550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531550 NON-EXPEDITED N US-BAYER-2012-040408 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8531551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531551 NON-EXPEDITED N US-BAYER-2012-034784 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8531553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531553 NON-EXPEDITED Y US-BAYER-2012-040378 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 286 DAY BAYER

8531554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531554 NON-EXPEDITED Y US-BAYER-2012-039679 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8531555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531555 NON-EXPEDITED Y US-BAYER-2012-040236 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8531556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531556 NON-EXPEDITED Y US-BAYER-2012-039686 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8531557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531557 NON-EXPEDITED N US-BAYER-2012-039435 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8531559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531559 NON-EXPEDITED N US-BAYER-2012-040650 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 541 DAY BAYER
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8531561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531561 NON-EXPEDITED Y US-BAYER-2012-040420 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8531563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531563 NON-EXPEDITED N US-BAYER-2012-039962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 64 DAY BAYER

8531564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531564 NON-EXPEDITED Y US-BAYER-2012-039866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8531565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531565 NON-EXPEDITED Y US-BAYER-2012-039318 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8531566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531566 NON-EXPEDITED Y US-BAYER-2012-040015 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
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8531620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531620 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYELONEPHRITIS MIRENA S 12 WEEK
ALOPECIA  
ARTHRALGIA  
FATIGUE  
MIGRAINE  
PAIN  
RASH  
RENAL DISORDER  
THYROID FUNCTION TEST ABNORMAL  
URINE ABNORMALITY  
WEIGHT INCREASED  

8531650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531650 NON-EXPEDITED N US-BAYER-2012-039041 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  

8531654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531654 NON-EXPEDITED N US-BAYER-2012-034718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD CRAVING MIRENA S UNK  BAYER
ABDOMINAL DISTENSION  
HUNGER  
MENSTRUATION IRREGULAR  
NAUSEA  
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8531655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531655 NON-EXPEDITED Y US-BAYER-2012-040381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S UNK  BAYER
HYPOAESTHESIA  

8531670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531670 NON-EXPEDITED N US-TEVA-334975USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531707 NON-EXPEDITED Y OT US-BAYER-2012-040405 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8531708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531708 NON-EXPEDITED N OT US-BAYER-2012-037766 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
DIZZINESS  
HEADACHE  
HEART RATE DECREASED  
MENSTRUATION IRREGULAR  
PALPITATIONS  
VISION BLURRED  
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8531756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531756 NON-EXPEDITED Y OT US-BAYER-2012-039061 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PELVIC DISCOMFORT  

8531832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8531832 NON-EXPEDITED N US-TEVA-334973USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8532014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532014 NON-EXPEDITED N US-TEVA-335014USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8532030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532030 NON-EXPEDITED Y OT US-BAYER-2012-038446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8532113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532113 NON-EXPEDITED Y US-BAYER-2012-040676 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER
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8532114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532114 NON-EXPEDITED N US-BAYER-2012-040695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8532115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532115 NON-EXPEDITED N US-BAYER-2012-040681 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8532116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532116 NON-EXPEDITED N US-BAYER-2012-040640 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 98 DAY BAYER
ABDOMINAL PAIN LOWER  

8532118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532118 NON-EXPEDITED Y US-BAYER-2012-035503 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8532241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532241 NON-EXPEDITED N US-TEVA-334969USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8532510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532510 NON-EXPEDITED N US-TEVA-334933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8532568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532568 NON-EXPEDITED N US-TEVA-335134USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8532608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532608 NON-EXPEDITED N US-BAYER-2012-039070 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8532610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532610 NON-EXPEDITED N US-BAYER-2012-032182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8532611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532611 NON-EXPEDITED N US-BAYER-2012-040853 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8532612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532612 NON-EXPEDITED N US-BAYER-2012-040276 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8532614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532614 NON-EXPEDITED N US-BAYER-2012-035494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE ANTIINFLAMMATORY/

ANTIRHEUMATIC NON-STEROIDS
C  

PAIN MEDICATION C  

8532615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532615 NON-EXPEDITED N US-BAYER-2012-040943 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 174 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8532616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532616 NON-EXPEDITED N US-BAYER-2012-040876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8532645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2012 8532645 NON-EXPEDITED N US-TEVA-334903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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8122672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8122672 NON-EXPEDITED Y US-BAYER-2011-036822 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 181 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 139 DAY BAYER

8450380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8450380 NON-EXPEDITED N US-BAYER-2012-020310 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 113 DAY BAYER

8472607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8472607 EXPEDITED (15-DAY) Y OT NO-BAYER-2012-023741 41 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL CYST  
CERVIX DISORDER  
COMPLICATION OF DEVICE REMOVAL  

8522273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8522273 NON-EXPEDITED N US-TEVA-334078USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN GARDASIL C  
MENSTRUATION IRREGULAR  

8524274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8524274 NON-EXPEDITED N US-TEVA-334219USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8525791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8525791 NON-EXPEDITED N US-TEVA-334271USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR SYNTHROID C  
PELVIC PAIN  

8526552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8526552 NON-EXPEDITED N US-TEVA-334569USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  
MENSTRUATION IRREGULAR  

8527876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8527876 NON-EXPEDITED N OT US-BAYER-2012-037331 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 18 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  

8533078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533078 NON-EXPEDITED N OT US-BAYER-2012-038489 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL DISCOMFORT  
VAGINAL HAEMORRHAGE  
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8533079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533079 NON-EXPEDITED Y OT US-BAYER-2012-039236 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8533174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533174 NON-EXPEDITED N US-TEVA-335132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533280 NON-EXPEDITED N US-TEVA-335129USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533300 NON-EXPEDITED N US-TEVA-335095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533360 NON-EXPEDITED N US-TEVA-335090USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING JITTERY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
NAUSEA  
PELVIC PAIN  
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Detailed Report
8533404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533404 NON-EXPEDITED Y US-BAYER-2012-040658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8533405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533405 NON-EXPEDITED Y US-BAYER-2012-039951 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 350 DAY BAYER

8533406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533406 NON-EXPEDITED Y US-BAYER-2012-037788 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  

8533407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533407 NON-EXPEDITED N US-BAYER-2012-039941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8533408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533408 NON-EXPEDITED N US-BAYER-2012-037793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST POSITIVE MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
NAUSEA  
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Detailed Report
8533409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533409 NON-EXPEDITED Y US-BAYER-2012-037333 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER

8533410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533410 NON-EXPEDITED N US-BAYER-2012-040668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8533411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533411 NON-EXPEDITED Y US-BAYER-2012-038511 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8533413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533413 NON-EXPEDITED N US-BAYER-2012-035926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA  
HOT FLUSH  
PALPITATIONS  
PANIC ATTACK  

8533418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533418 NON-EXPEDITED Y US-BAYER-2012-041073 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER
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8533419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533419 NON-EXPEDITED Y US-BAYER-2012-040862 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8533420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533420 NON-EXPEDITED Y US-BAYER-2012-040983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8533421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533421 NON-EXPEDITED N US-BAYER-2012-040949 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 124 DAY BAYER

8533422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533422 NON-EXPEDITED N US-BAYER-2012-040871 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8533423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533423 NON-EXPEDITED N US-BAYER-2012-040384 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 42 DAY BAYER

8533424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533424 NON-EXPEDITED Y US-BAYER-2012-040782 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8533425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533425 NON-EXPEDITED N US-BAYER-2012-040970 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8533426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533426 NON-EXPEDITED Y US-BAYER-2012-040968 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S UNK 1 DAY BAYER

8533427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533427 NON-EXPEDITED N US-BAYER-2012-041016 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8533428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533428 NON-EXPEDITED Y US-BAYER-2012-041076 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8533429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533429 NON-EXPEDITED N US-BAYER-2012-041014 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8533431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533431 NON-EXPEDITED N US-BAYER-2012-040843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8533432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533432 NON-EXPEDITED Y US-BAYER-2012-040773 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
DEVICE EXPULSION  

8533433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533433 NON-EXPEDITED Y US-BAYER-2012-040678 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER

8533434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533434 NON-EXPEDITED N US-BAYER-2012-041074 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8533435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533435 NON-EXPEDITED Y US-BAYER-2012-041036 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  

8533436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533436 NON-EXPEDITED Y US-BAYER-2012-040785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 557 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8533449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533449 NON-EXPEDITED N US-BAYER-2012-037874 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8533451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533451 NON-EXPEDITED Y US-BAYER-2012-035916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S 20 mcg/24hr, CONT  BAYER

8533453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533453 NON-EXPEDITED N US-BAYER-2012-037872 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8533454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533454 NON-EXPEDITED N US-BAYER-2012-038029 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8533455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533455 NON-EXPEDITED Y US-BAYER-2012-037111 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8533470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533470 NON-EXPEDITED N US-TEVA-335072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8533642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533642 NON-EXPEDITED Y OT US-BAYER-2012-037907 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER
DEVICE EXPULSION  

8533643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533643 NON-EXPEDITED N OT US-BAYER-2012-038347 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S UNK 1825 DAY BAYER
GENITAL HAEMORRHAGE  
PAIN  

8533654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533654 NON-EXPEDITED Y OT US-BAYER-2012-039007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

MIRENA S  BAYER

8533656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533656 NON-EXPEDITED N OT US-BAYER-2012-038662 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEPRESSION  
FEELING ABNORMAL  
PROCEDURAL PAIN  
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Detailed Report
8533657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533657 EXPEDITED (15-DAY) N OT US-BAYER-2012-038553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CYSTITIS  
MENORRHAGIA  
VULVOVAGINAL PAIN  

8533693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533693 NON-EXPEDITED N US-TEVA-335150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533705 NON-EXPEDITED N US-TEVA-335145USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533738 NON-EXPEDITED N US-TEVA-335137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533774 NON-EXPEDITED N US-TEVA-335066USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8533778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533778 NON-EXPEDITED N OT US-BAYER-2012-039324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8533801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533801 NON-EXPEDITED N US-TEVA-335130USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8533834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533834 NON-EXPEDITED N US-TEVA-335128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
NAUSEA  

8533862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8533862 NON-EXPEDITED N US-TEVA-335073USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8534044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534044 NON-EXPEDITED N US-TEVA-335071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8534102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534102 NON-EXPEDITED N US-TEVA-335281USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8534229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534229 NON-EXPEDITED N US-TEVA-335136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8534291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534291 NON-EXPEDITED N US-BAYER-2012-039988 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 106 DAY BAYER

8534292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534292 EXPEDITED (15-DAY) N OT US-BAYER-2012-039026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR MIRENA S 20 mcg/24hr, CONT  BAYER
HYPERTENSION  

8534293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534293 NON-EXPEDITED N US-BAYER-2012-039034 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8534294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534294 NON-EXPEDITED Y US-BAYER-2012-037790 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2190 DAY BAYER
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Detailed Report
8534295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534295 NON-EXPEDITED Y US-BAYER-2012-040325 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 145 DAY BAYER

8534296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534296 NON-EXPEDITED Y US-BAYER-2012-039423 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8534655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534655 NON-EXPEDITED N OT US-BAYER-2012-039056 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8534724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534724 NON-EXPEDITED N OT US-BAYER-2012-039018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8534826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534826 NON-EXPEDITED N US-TEVA-335354USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8534951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534951 NON-EXPEDITED Y US-BAYER-2012-041376 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

8534955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534955 NON-EXPEDITED N US-BAYER-2012-038371 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ENZYME ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER

8534956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534956 NON-EXPEDITED N US-BAYER-2012-039408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8534957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534957 NON-EXPEDITED N US-BAYER-2012-041343 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8534958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534958 NON-EXPEDITED N US-BAYER-2012-039350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
FATIGUE  
MOOD ALTERED  
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Detailed Report
8534959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534959 NON-EXPEDITED N US-BAYER-2012-041253 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 346 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8534960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8534960 NON-EXPEDITED N US-BAYER-2012-040793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8535005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8535005 NON-EXPEDITED Y US-BAYER-2012-037305 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8535501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8535501 DIRECT Y 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  
COMPLICATION OF DEVICE REMOVAL  
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Detailed Report
8535529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2012 8535529 DIRECT Y OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ALOPECIA  
ANGER  
DEVICE EXPULSION  
MIGRAINE  
RENAL DISORDER  
THROMBOSIS  
UNEVALUABLE EVENT  

8236150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8236150 NON-EXPEDITED Y OT US-BAYER-2011-107079 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER

8456287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8456287 NON-EXPEDITED N US-TEVA-327473USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
FATIGUE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PREGNANCY  
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Detailed Report
8480191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8480191 EXPEDITED (15-DAY) Y OT ES-PFIZER
INC-2012075333

Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE LEVONORGESTREL S ORAL 1 DF, 1x/day  PFIZER
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

8522438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8522438 NON-EXPEDITED N US-TEVA-334103USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

METFORMIN HYDROCHLORIDE C  

8534949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8534949 NON-EXPEDITED N US-BAYER-2012-037508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FATIGUE  
FEELING ABNORMAL  
UTERINE SPASM  

8535381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535381 EXPEDITED (15-DAY) Y OT AT-BAYER-2012-039052 51 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER RECURRENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1862 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
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Detailed Report
8535382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535382 NON-EXPEDITED Y OT US-BAYER-2012-039046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

8535458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535458 NON-EXPEDITED N US-TEVA-335323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8535584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535584 NON-EXPEDITED N US-TEVA-335276USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8535642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535642 NON-EXPEDITED N US-TEVA-335258USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8535858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535858 NON-EXPEDITED N US-TEVA-335300USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8535983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535983 EXPEDITED (15-DAY) Y OT GB-TEVA-333519ISR 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE CABERGOLINE S  IVAX
DRUG INTERACTION MIRENA S  

8535989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535989 NON-EXPEDITED N US-TEVA-335304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8535994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535994 NON-EXPEDITED N US-BAYER-2012-041338 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8535995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535995 NON-EXPEDITED N US-BAYER-2012-041540 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8535997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535997 NON-EXPEDITED N US-BAYER-2012-037299 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8535998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535998 NON-EXPEDITED Y US-BAYER-2012-041307 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8535999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8535999 NON-EXPEDITED Y US-BAYER-2012-040237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 134 DAY BAYER

8536000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536000 NON-EXPEDITED N US-BAYER-2012-041305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8536001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536001 NON-EXPEDITED N US-BAYER-2012-037522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8536003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536003 NON-EXPEDITED N US-BAYER-2012-037520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8536004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536004 NON-EXPEDITED Y US-BAYER-2012-040932 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER

8536005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536005 NON-EXPEDITED N US-BAYER-2012-041412 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER
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Detailed Report
8536025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536025 NON-EXPEDITED N US-TEVA-335254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8536091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536091 NON-EXPEDITED N US-BAYER-2012-040859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8536093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536093 NON-EXPEDITED N US-BAYER-2012-041600 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S 20 mcg/24hr, CONT  BAYER
CHILLS  

8536094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536094 NON-EXPEDITED Y US-BAYER-2012-037495 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8536097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536097 NON-EXPEDITED N US-BAYER-2012-039058 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
FEELING HOT  
HOT FLUSH  
VOMITING  
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Detailed Report
8536145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536145 DIRECT N HO 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  
COMPLICATION OF DEVICE INSERTION  
CONSTIPATION  
DYSURIA  
PAIN  
UTERINE INFLAMMATION  

8536159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536159 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  
ANXIETY  
DEPRESSION  
DIZZINESS  
DRUG HYPERSENSITIVITY  
FEAR  
HYPOAESTHESIA  
MIDDLE INSOMNIA  
NAUSEA  
PARAESTHESIA  
TREMOR  
VISION BLURRED  

8536237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536237 NON-EXPEDITED N US-BAYER-2012-033063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SLEEP DISORDER CLIMARA PRO S  BAYER
FEELING HOT  
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Detailed Report
8536240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536240 NON-EXPEDITED Y US-BAYER-2012-032399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING CLIMARA PRO S UNK  BAYER
RASH ERYTHEMATOUS  

8536267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536267 NON-EXPEDITED N US-BAYER-2012-041768 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

8536299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536299 NON-EXPEDITED N US-BAYER-2012-041279 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS ALLERGIC MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8536305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536305 NON-EXPEDITED N US-TEVA-335358USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

8536306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536306 NON-EXPEDITED N US-TEVA-335576USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN FE 1/20 28 DAY S  
LEXAPRO C  
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Detailed Report
8536354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536354 NON-EXPEDITED Y US-BAYER-2012-041805 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8536360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536360 NON-EXPEDITED N US-TEVA-335249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8536365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536365 NON-EXPEDITED N US-TEVA-335356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8536491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536491 NON-EXPEDITED N US-TEVA-335341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8536499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536499 NON-EXPEDITED N US-TEVA-335340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8536560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536560 NON-EXPEDITED N US-TEVA-335338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8536715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536715 NON-EXPEDITED N US-TEVA-335610USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8536759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536759 NON-EXPEDITED N US-TEVA-335335USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8536774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536774 NON-EXPEDITED N US-TEVA-335360USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8536784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536784 NON-EXPEDITED Y OT US-BAYER-2012-039996 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 229 DAY BAYER
POST PROCEDURAL DISCOMFORT  

8536795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536795 NON-EXPEDITED N US-TEVA-335362USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8536804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536804 EXPEDITED (15-DAY) N DS,OT US-BAYER-2012-039310 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOTION SICKNESS BENADRYL C  
NAUSEA  

8536896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536896 NON-EXPEDITED N US-BAYER-2012-041745 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8536901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536901 NON-EXPEDITED N US-BAYER-2012-041872 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8536902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536902 NON-EXPEDITED N US-BAYER-2012-041756 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8536903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536903 NON-EXPEDITED Y US-BAYER-2012-041760 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8536904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8536904 NON-EXPEDITED Y US-BAYER-2012-041830 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

Page: 10,543 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8537074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8537074 NON-EXPEDITED N US-TEVA-335623USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8537143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8537143 NON-EXPEDITED N US-TEVA-335620USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8537491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8537491 NON-EXPEDITED Y US-BAYER-2012-041921 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER

8537492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2012 8537492 NON-EXPEDITED N US-BAYER-2012-041906 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8537605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537605 NON-EXPEDITED N US-TEVA-335590USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  
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Detailed Report
8537642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537642 NON-EXPEDITED N US-TEVA-335631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8537688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537688 NON-EXPEDITED N US-TEVA-335632USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8537711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537711 NON-EXPEDITED N US-TEVA-335635USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8537769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537769 NON-EXPEDITED N US-TEVA-335637USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8537797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537797 NON-EXPEDITED N US-TEVA-335640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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Detailed Report
8537832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537832 NON-EXPEDITED N US-TEVA-335583USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8537896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8537896 NON-EXPEDITED N US-TEVA-335627USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8538034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538034 NON-EXPEDITED N US-TEVA-335544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST PAIN  

8538041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538041 NON-EXPEDITED N US-TEVA-335755USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8538076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538076 NON-EXPEDITED N US-TEVA-335767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8538077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538077 NON-EXPEDITED N US-TEVA-335539USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8538226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538226 NON-EXPEDITED N US-TEVA-335644USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8538295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538295 NON-EXPEDITED N US-TEVA-335646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8538610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538610 NON-EXPEDITED N US-TEVA-335663USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  

8538837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538837 NON-EXPEDITED N US-TEVA-335660USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8538878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538878 NON-EXPEDITED N US-TEVA-335657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8538911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538911 NON-EXPEDITED N US-TEVA-335691USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8538932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538932 NON-EXPEDITED N US-TEVA-335649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8538939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538939 NON-EXPEDITED N US-TEVA-335702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8538959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8538959 NON-EXPEDITED N US-TEVA-335799USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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8539220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8539220 NON-EXPEDITED N US-TEVA-335792USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

JUNEL 1.5/30 C  

8539240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8539240 NON-EXPEDITED N US-TEVA-335698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8539269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2012 8539269 EXPEDITED (15-DAY) Y OT GB-
WATSON-2012-07235

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE CABERGOLINE S UNKNOWN UNK  WATSON
DRUG INTERACTION MIRENA S UNKNOWN UNK  

6785732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 6785732 EXPEDITED (15-DAY) N OT US-
BAYER-200832659NA

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 UG/DAY

CONTINUOUS
 BAYER

METRORRHAGIA  
PROGESTERONE DECREASED  
VAGINAL HAEMORRHAGE  
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7669946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 7669946 EXPEDITED (15-DAY) Y OT US-
BAYER-201040239NA

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
1826 DAY BAYER

BREAST MASS MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

8014194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8014194 NON-EXPEDITED N US-BAYER-2011-052270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8021283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8021283 NON-EXPEDITED Y HO US-BAYER-2011-053845 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 632 DAY BAYER
ABDOMINAL PAIN UPPER  
DYSPAREUNIA  

8100476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8100476 NON-EXPEDITED N OT US-BAYER-2011-052633 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  
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Detailed Report
8109184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8109184 NON-EXPEDITED N OT US-BAYER-2011-054472 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8141578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8141578 NON-EXPEDITED N OT CA-
BAYER-201021041NA

17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8146858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8146858 NON-EXPEDITED Y US-
BAYER-201040133NA

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 9 DAY BAYER

8337651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8337651 NON-EXPEDITED Y OT US-BAYER-2012-004169 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  

8383033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8383033 NON-EXPEDITED Y OT US-BAYER-2012-009015 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8444288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8444288 NON-EXPEDITED Y OT US-BAYER-2012-020385 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 1 DF, CONT  BAYER
UTERINE PERFORATION  

8494926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8494926 NON-EXPEDITED N OT US-BAYER-2012-031459 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 89 DAY BAYER
PAIN MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8500301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8500301 NON-EXPEDITED Y OT US-BAYER-2012-030755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA ALLEGRA C  

SYNTHROID C  

8504268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8504268 NON-EXPEDITED Y OT US-BAYER-2012-033695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
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8528881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8528881 EXPEDITED (15-DAY) Y HO DK-BAYER-2012-036956 27 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 313 DAY BAYER

8539693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539693 NON-EXPEDITED N US-TEVA-335701USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C  
KLONOPIN C  

8539705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539705 NON-EXPEDITED N US-BAYER-2012-038965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8539718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539718 NON-EXPEDITED Y US-BAYER-2012-042007 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8539723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539723 NON-EXPEDITED Y US-BAYER-2012-041347 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8539727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539727 NON-EXPEDITED N US-TEVA-335801USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8539735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539735 NON-EXPEDITED N US-BAYER-2012-041958 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8539784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539784 NON-EXPEDITED N US-TEVA-335791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8539796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539796 NON-EXPEDITED N US-BAYER-2012-037580 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PROCEDURAL PAIN  

8539825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539825 NON-EXPEDITED N US-BAYER-2012-041917 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
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Detailed Report
8539954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539954 NON-EXPEDITED N US-TEVA-335785USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8539979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539979 NON-EXPEDITED N US-TEVA-335778USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8539996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8539996 NON-EXPEDITED N US-TEVA-335769USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540007 NON-EXPEDITED N US-TEVA-335759USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540130 NON-EXPEDITED N US-TEVA-335805USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540261 NON-EXPEDITED N US-TEVA-335811USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8540398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540398 NON-EXPEDITED N US-TEVA-335822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540402 NON-EXPEDITED N US-TEVA-335277USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR PLAN B S  DURAMED
HEADACHE  
NAUSEA  
VAGINAL HAEMORRHAGE  
VOMITING  

8540424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540424 NON-EXPEDITED N US-TEVA-335279USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B S ORAL  DURAMED

8540469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540469 NON-EXPEDITED N US-TEVA-335824USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540471 NON-EXPEDITED N US-TEVA-335847USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8540507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540507 NON-EXPEDITED N US-TEVA-335851USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8540588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540588 NON-EXPEDITED N US-TEVA-335830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
FATIGUE  
HEADACHE  

8540589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540589 NON-EXPEDITED N US-TEVA-335857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8540615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540615 NON-EXPEDITED N US-TEVA-335862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540618 NON-EXPEDITED N OT US-BAYER-2012-040313 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER
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8540620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540620 NON-EXPEDITED N OT US-BAYER-2012-041331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 219 DAY BAYER
DEVICE EXPULSION  

8540621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540621 NON-EXPEDITED N OT US-BAYER-2012-040316 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
PAIN  

8540718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540718 NON-EXPEDITED N US-TEVA-335867USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

JUNEL 1.5/30 C  

8540772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540772 NON-EXPEDITED N US-BAYER-2012-042378 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 28 DAY BAYER

MIRENA S  BAYER

8540806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540806 NON-EXPEDITED N US-TEVA-335864USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8540860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540860 NON-EXPEDITED N US-TEVA-335860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540909 NON-EXPEDITED N US-TEVA-335852USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540943 NON-EXPEDITED N US-TEVA-335842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8540974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8540974 NON-EXPEDITED N US-TEVA-335839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8541123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541123 NON-EXPEDITED N US-TEVA-335827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  
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Detailed Report
8541181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541181 NON-EXPEDITED N US-TEVA-336027USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SEASONIQUE C  

8541185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541185 NON-EXPEDITED N OT US-BAYER-2012-039701 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8541275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541275 NON-EXPEDITED N US-TEVA-335993USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8541293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541293 NON-EXPEDITED N US-TEVA-335946USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN CYCLOBENZAPRINE C ORAL  

8541380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541380 NON-EXPEDITED N US-TEVA-335825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8541407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541407 NON-EXPEDITED N US-TEVA-335819USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8541408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541408 NON-EXPEDITED N OT US-BAYER-2012-039920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8541476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541476 NON-EXPEDITED N US-TEVA-335868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPOSURE DURING BREAST FEEDING  

8541658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2012 8541658 NON-EXPEDITED N US-TEVA-335834USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
LOCAL SWELLING  

8113566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8113566 NON-EXPEDITED N US-BAYER-2011-078574 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
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8145511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8145511 NON-EXPEDITED Y OT US-BAYER-2011-084983 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
DYSGEUSIA  

8181376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8181376 NON-EXPEDITED N US-BAYER-2011-094078 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8422402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8422402 NON-EXPEDITED N US-BAYER-2012-016958 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8437183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8437183 NON-EXPEDITED Y US-BAYER-2012-020521 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DIFFICULT TO USE  

8445065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8445065 EXPEDITED (15-DAY) Y OT US-BAYER-2012-019909 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1184 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
MEDICAL DEVICE COMPLICATION  
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8446732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8446732 NON-EXPEDITED Y US-BAYER-2012-019445 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 129 DAY BAYER
DEVICE EXPULSION  

8453693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8453693 NON-EXPEDITED Y OT US-BAYER-2012-022198 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER
DEVICE DISLOCATION  

8457709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8457709 NON-EXPEDITED Y US-BAYER-2012-024296 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8457840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8457840 NON-EXPEDITED N US-BAYER-2012-024433 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER
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8458995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8458995 NON-EXPEDITED Y OT US-BAYER-2012-022386 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE VITAMINS NOS C  
DEVICE DISLOCATION  
DEVICE EXPULSION  
DYSMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE PAIN  

8475772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8475772 EXPEDITED (15-DAY) N OT US-BAYER-2012-026679 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S UNK 1 DAY BAYER

8479384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8479384 NON-EXPEDITED Y OT US-BAYER-2012-027498 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 181 DAY BAYER

8482771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8482771 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012076804

28 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST NORDETTE S ORAL [levonorgestrel 0.15mg] /

[ethinyl estradiol
0.03mg], once daily

 PFIZER

WISDOM TEETH REMOVAL AMOXICILLIN C UNK  
ABNORMAL WITHDRAWAL BLEEDING  
VAGINAL DISCHARGE  
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8494929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8494929 NON-EXPEDITED N HO US-BAYER-2012-030750 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 676 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER

8504679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8504679 NON-EXPEDITED Y OT US-BAYER-2012-028060 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8505131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8505131 NON-EXPEDITED Y OT US-BAYER-2012-033426 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8523216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8523216 NON-EXPEDITED Y US-BAYER-2012-032178 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1028 DAY BAYER
ABDOMINAL PAIN LOWER  
ARTHRALGIA  
BURNING SENSATION  
DEVICE EXPULSION  
HEADACHE  
POST PROCEDURAL DISCOMFORT  
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Detailed Report
8523621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8523621 NON-EXPEDITED N US-BAYER-2012-038044 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
DEVICE COMPONENT ISSUE  

8543506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543506 NON-EXPEDITED N US-BAYER-2012-042748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8543507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543507 NON-EXPEDITED Y US-BAYER-2012-030694 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8543515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543515 EXPEDITED (15-DAY) Y OT DK-BAYER-2012-038970 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, UNK 79 DAY BAYER
DEVICE EXPULSION  

8543517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543517 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-039771 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S UNK  BAYER
PANIC ATTACK MIRENA S UNK 78 DAY BAYER

EFFEXOR C ORAL Daily dose 75 mg  
OMEPRAZOLE C ORAL Daily dose 20 mg  
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8543520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543520 NON-EXPEDITED N OT US-BAYER-2012-040675 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
MENSTRUATION IRREGULAR  

8543522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543522 NON-EXPEDITED Y OT US-BAYER-2012-039759 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8543523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543523 NON-EXPEDITED Y OT US-BAYER-2012-039410 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8543528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543528 EXPEDITED (15-DAY) Y HO,OT CA-BAYER-2012-035502 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 70 DAY BAYER
RETAINED PRODUCTS OF CONCEPTION  

8543587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543587 NON-EXPEDITED N US-TEVA-336070USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8543705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543705 NON-EXPEDITED N US-TEVA-336069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8543773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543773 NON-EXPEDITED N US-BAYER-2012-040376 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8543775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543775 NON-EXPEDITED N US-BAYER-2012-038707 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 90 DAY BAYER
DEVICE EXPULSION  

8543776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543776 NON-EXPEDITED Y US-BAYER-2012-039675 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
PELVIC PAIN  

8543777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543777 NON-EXPEDITED Y US-BAYER-2012-042226 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 613 DAY BAYER

8543779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543779 NON-EXPEDITED N US-BAYER-2012-042063 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 182 DAY BAYER
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8543781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543781 NON-EXPEDITED N US-BAYER-2012-042688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543782 NON-EXPEDITED N US-BAYER-2012-042723 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 141 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543783 NON-EXPEDITED N US-BAYER-2012-040259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543784 NON-EXPEDITED N US-BAYER-2012-041373 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543785 NON-EXPEDITED N US-BAYER-2012-042793 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 323 DAY BAYER

8543787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543787 NON-EXPEDITED N US-BAYER-2012-041977 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER
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8543788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543788 NON-EXPEDITED Y US-BAYER-2012-040805 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER
ABDOMINAL DISTENSION  
HEADACHE  

8543789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543789 NON-EXPEDITED Y US-BAYER-2012-040504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543790 NON-EXPEDITED N US-BAYER-2012-040009 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8543791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543791 NON-EXPEDITED N US-BAYER-2012-041404 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543792 NON-EXPEDITED N US-BAYER-2012-040950 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8543793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543793 NON-EXPEDITED Y US-BAYER-2012-041423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S 20 mcg/24hr, CONT  BAYER
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8543794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543794 NON-EXPEDITED Y US-BAYER-2012-042100 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8543795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543795 NON-EXPEDITED Y US-BAYER-2012-042787 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 9 DAY BAYER

8543796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543796 NON-EXPEDITED Y US-BAYER-2012-041957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8543797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543797 NON-EXPEDITED N US-BAYER-2012-041582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8543798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543798 NON-EXPEDITED Y US-BAYER-2012-042602 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 363 DAY BAYER

8543799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543799 NON-EXPEDITED N US-BAYER-2012-042393 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8543800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543800 NON-EXPEDITED N US-BAYER-2012-040162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543801 NON-EXPEDITED N US-BAYER-2012-042791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8543802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543802 NON-EXPEDITED N US-BAYER-2012-041900 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 33 DAY BAYER

8543803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543803 NON-EXPEDITED Y US-BAYER-2012-042084 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8543804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543804 NON-EXPEDITED Y US-BAYER-2012-042215 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8543805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543805 NON-EXPEDITED Y US-BAYER-2012-040846 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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Detailed Report
8543806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543806 NON-EXPEDITED Y US-BAYER-2012-040753 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543807 NON-EXPEDITED N US-BAYER-2012-042181 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE EXPULSION  

8543808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543808 NON-EXPEDITED N US-BAYER-2012-042571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543809 NON-EXPEDITED N US-BAYER-2012-041607 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8543810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543810 NON-EXPEDITED N US-BAYER-2012-041800 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8543811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543811 NON-EXPEDITED N US-BAYER-2012-042392 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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8543812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543812 NON-EXPEDITED N US-BAYER-2012-042389 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8543813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543813 NON-EXPEDITED N US-BAYER-2012-040264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8543814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543814 NON-EXPEDITED Y US-BAYER-2012-042786 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8543815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543815 NON-EXPEDITED N US-BAYER-2012-042257 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 60 DAY BAYER

8543816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543816 NON-EXPEDITED Y US-BAYER-2012-041915 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8543848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543848 NON-EXPEDITED N US-BAYER-2012-042665 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8543908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543908 NON-EXPEDITED N US-TEVA-336067USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8543969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543969 NON-EXPEDITED N US-BAYER-2012-042050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CERVIX STENOSIS MIRENA S UNK 769 DAY BAYER

8543970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543970 NON-EXPEDITED N US-BAYER-2012-042794 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 10 DAY BAYER

8543972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543972 NON-EXPEDITED N US-BAYER-2012-040973 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  

8543973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543973 NON-EXPEDITED N US-BAYER-2012-042789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8543974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543974 NON-EXPEDITED Y US-BAYER-2012-039393 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE Daily dose 20 µg 5 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8543975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543975 NON-EXPEDITED N US-BAYER-2012-041392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DYSPHONIA MIRENA S  BAYER

8543976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543976 NON-EXPEDITED N US-BAYER-2012-042516 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8543977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543977 NON-EXPEDITED N US-BAYER-2012-041953 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S UNK 1 DAY BAYER

8543978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543978 NON-EXPEDITED N US-BAYER-2012-042582 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S UNK 1 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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8543979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543979 NON-EXPEDITED N US-BAYER-2012-039668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
VAGINAL DISCHARGE  
VULVOVAGINAL PRURITUS  
WEIGHT INCREASED  

8543980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8543980 NON-EXPEDITED N US-BAYER-2012-042717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
MEDICAL DEVICE PAIN  
NAUSEA  

8544045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544045 NON-EXPEDITED N US-TEVA-336043USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8544049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544049 NON-EXPEDITED N US-BAYER-2012-040825 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

VIVELLE DOT C TRANSDERMAL  
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Detailed Report
8544097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544097 NON-EXPEDITED N OT US-BAYER-2012-041072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER

8544099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544099 NON-EXPEDITED N US-BAYER-2012-041002 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CALCULUS URINARY  
HEPATIC ENZYME INCREASED  
MUSCLE TWITCHING  

8544100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544100 NON-EXPEDITED N US-BAYER-2012-042390 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLISTER MIRENA S  BAYER
PENILE PAIN  

8544101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544101 NON-EXPEDITED N US-BAYER-2012-042214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8544102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544102 NON-EXPEDITED N US-BAYER-2012-040911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MALAISE  
VOMITING  

8544103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544103 NON-EXPEDITED Y US-BAYER-2012-041025 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
FEELING ABNORMAL  

8544104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544104 NON-EXPEDITED N US-BAYER-2012-041764 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S 20 mcg/24hr, CONT  BAYER
CHEST DISCOMFORT  
YAWNING  

8544105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544105 NON-EXPEDITED N US-BAYER-2012-041794 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S 20 mcg/24hr, CONT 1834 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  

8544106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544106 NON-EXPEDITED N US-BAYER-2012-042035 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S UNK 1 DAY BAYER
PROCEDURAL PAIN  
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Detailed Report
8544107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544107 NON-EXPEDITED N US-BAYER-2012-041888 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ANXIETY  
ARTHRALGIA  
EYE DISORDER  
FEELING ABNORMAL  
LOSS OF LIBIDO  
PELVIC PAIN  
PHOTOPHOBIA  
WEIGHT LOSS POOR  

8544153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544153 NON-EXPEDITED N US-TEVA-336040USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544177 NON-EXPEDITED N US-BAYER-2012-042905 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8544178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544178 NON-EXPEDITED Y US-BAYER-2012-042883 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8544180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544180 NON-EXPEDITED N US-BAYER-2012-042876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED  

8544181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544181 NON-EXPEDITED Y US-BAYER-2012-042901 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8544182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544182 NON-EXPEDITED Y US-BAYER-2012-042915 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8544183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544183 NON-EXPEDITED N US-BAYER-2012-040377 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8544306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544306 EXPEDITED (15-DAY) Y OT PHHY2012FR035867 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS LEVONORGESTREL S 1 DF, QD  
OVARIAN DISORDER DIENOGEST\ESTRADIOL

VALERATE
C UNK UKN, UNK  

MENOMETRORRHAGIA TRIELLA C UNK UKN, UNK  
FATIGUE DESOGESTREL AND ETHINYL

ESTRADIOL
C UNK UKN, UNK  

8544317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544317 NON-EXPEDITED Y US-BAYER-2012-042902 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 404 DAY BAYER

8544318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544318 NON-EXPEDITED N US-BAYER-2012-038295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER DISORDER CLIMARA PRO S  BAYER
APPLICATION SITE PRURITUS  
APPLICATION SITE SWELLING  
VAGINAL DISORDER  
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Detailed Report
8544322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544322 NON-EXPEDITED Y US-BAYER-2012-041040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PARAESTHESIA XANAX C  
NAUSEA LEXAPRO C  
BACK PAIN ABILIFY C  
INSOMNIA ANTIHYPERTENSIVES C  
HEADACHE  
JOINT INSTABILITY  
LIBIDO DECREASED  

8544341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544341 NON-EXPEDITED N US-TEVA-336035USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544360 DIRECT N HO 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOCAL SWELLING MIRENA S  
GRAND MAL CONVULSION  
PAIN  

8544418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544418 NON-EXPEDITED N US-TEVA-336032USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8544424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544424 NON-EXPEDITED N US-TEVA-336048USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544491 NON-EXPEDITED N US-TEVA-336029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544526 NON-EXPEDITED N US-TEVA-335899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CENTRUM  MULTIVITAMINS C  

8544536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544536 NON-EXPEDITED N US-TEVA-336023USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544590 NON-EXPEDITED N US-TEVA-335998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544618 NON-EXPEDITED N US-TEVA-335994USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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Detailed Report
8544633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544633 EXPEDITED (15-DAY) N OT GB-TEVA-335424ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL 1 DAY DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8544634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544634 NON-EXPEDITED N US-TEVA-335992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544703 NON-EXPEDITED N US-TEVA-335943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544725 NON-EXPEDITED N US-TEVA-335939USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
LEXAPRO C  
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Detailed Report
8544789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544789 NON-EXPEDITED N US-TEVA-336026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
PELVIC PAIN  
VOMITING  

8544799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544799 NON-EXPEDITED N US-TEVA-335932USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8544842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544842 NON-EXPEDITED N US-TEVA-336258USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY THYROID MEDICATION C  

8544944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544944 NON-EXPEDITED N US-BAYER-2012-042953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL PH ABNORMAL MIRENA S  BAYER
DYSPAREUNIA  
VAGINAL DISCHARGE  
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Detailed Report
8544947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544947 NON-EXPEDITED N US-BAYER-2012-040938 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8544948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544948 NON-EXPEDITED Y US-BAYER-2012-043015 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8544958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8544958 NON-EXPEDITED Y US-BAYER-2012-043083 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8545102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8545102 NON-EXPEDITED Y US-BAYER-2012-043086 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8545104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8545104 NON-EXPEDITED N US-BAYER-2012-043029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

HORMONES NOS C  
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Freedom of Information Act (FOIA) 

Detailed Report
8545175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8545175 NON-EXPEDITED N OT US-BAYER-2012-040915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 300 DAY BAYER
DEVICE EXPULSION  

8545243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2012 8545243 NON-EXPEDITED N US-TEVA-336068USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8417909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8417909 EXPEDITED (15-DAY) Y OT US-BAYER-2012-015740 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE UNK  BAYER
SMEAR CERVIX ABNORMAL  

8514458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8514458 NON-EXPEDITED N US-BAYER-2012-034137 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8525800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8525800 NON-EXPEDITED N US-TEVA-334281USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8526691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8526691 NON-EXPEDITED N US-TEVA-334485USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8530153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8530153 NON-EXPEDITED N US-TEVA-334898USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8531645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8531645 NON-EXPEDITED N US-TEVA-335003USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ALBUTEROL C  

8533893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8533893 NON-EXPEDITED N US-TEVA-335061USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8534075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8534075 NON-EXPEDITED N US-TEVA-335064USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LORAZEPAM C  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8535954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8535954 NON-EXPEDITED N US-TEVA-335331USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8536406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8536406 NON-EXPEDITED N US-TEVA-335234USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  
KLONOPIN C  

8536413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8536413 NON-EXPEDITED N US-TEVA-335350USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8546099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546099 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-042776 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8546112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546112 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-040742 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8546136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546136 NON-EXPEDITED N OT US-BAYER-2012-040688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8546152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546152 NON-EXPEDITED N US-TEVA-336346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8546253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546253 NON-EXPEDITED N US-BAYER-2012-043202 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 158 DAY BAYER

8546254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546254 NON-EXPEDITED Y US-BAYER-2012-043197 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 79 DAY BAYER

8546255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546255 NON-EXPEDITED Y US-BAYER-2012-040831 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8546256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546256 NON-EXPEDITED N US-BAYER-2012-043268 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8546257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546257 NON-EXPEDITED N US-BAYER-2012-042492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8546288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546288 NON-EXPEDITED N US-BAYER-2012-041590 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8546289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546289 NON-EXPEDITED Y US-BAYER-2012-043068 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER
MENORRHAGIA  

8546290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546290 NON-EXPEDITED Y US-BAYER-2012-043135 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 180 DAY BAYER

8546291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546291 NON-EXPEDITED N US-BAYER-2012-043133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE BREAKAGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8546292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546292 NON-EXPEDITED Y US-BAYER-2012-043113 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

MIRENA S  BAYER

8546342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546342 NON-EXPEDITED N US-TEVA-336318USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8546407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546407 NON-EXPEDITED N US-TEVA-336291USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8546496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546496 NON-EXPEDITED N US-TEVA-336297USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8546512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546512 NON-EXPEDITED N US-BAYER-2012-041414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
BREAST SWELLING  
MENSTRUATION DELAYED  
UTERINE PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8546522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546522 NON-EXPEDITED N US-BAYER-2012-043199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8546525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546525 NON-EXPEDITED Y OT US-BAYER-2012-041810 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8546643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546643 NON-EXPEDITED N US-BAYER-2012-043154 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIARRHOEA  
NAUSEA  
VOMITING  
WITHDRAWAL SYNDROME  

8546783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546783 NON-EXPEDITED N US-TEVA-336295USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8546892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546892 NON-EXPEDITED N US-TEVA-336187USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DEPRESSED MOOD  
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8546979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546979 NON-EXPEDITED N US-TEVA-336204USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8546992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8546992 NON-EXPEDITED N US-TEVA-336296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8547050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547050 NON-EXPEDITED N US-TEVA-336294USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8547075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547075 NON-EXPEDITED N US-TEVA-336286USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA VITAMINS C  
DIZZINESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8547124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547124 NON-EXPEDITED N US-TEVA-336340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8547174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547174 NON-EXPEDITED N US-TEVA-336253USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  

8547204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547204 NON-EXPEDITED N US-TEVA-336209USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8547220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547220 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 8 MTH
AMENORRHOEA  
POST PROCEDURAL COMPLICATION  
UTERINE CERVICAL PAIN  
UTERINE PERFORATION  

8547535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547535 EXPEDITED (15-DAY) N OT GB-TEVA-335425ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL 2 DAY DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8547579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547579 NON-EXPEDITED N US-TEVA-336481USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  

8547595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547595 NON-EXPEDITED N US-TEVA-336474USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVULATION PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8547713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547713 NON-EXPEDITED N US-TEVA-336454USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8547736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547736 NON-EXPEDITED N US-TEVA-336495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8547764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547764 NON-EXPEDITED N US-TEVA-336500USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8547768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2012 8547768 NON-EXPEDITED N US-TEVA-336407USA 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
NAUSEA  

7878161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 7878161 EXPEDITED (15-DAY) Y HO,DS PHHY2011FR23761 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENCEPHALOPATHY LEVONORGESTREL S ORAL 1 DF, QD  
ARTERIAL DISORDER ISOTRETINOIN S ORAL 50 mg, QD  
HYPOACUSIS  
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Detailed Report
7887122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 7887122 EXPEDITED (15-DAY) Y OT US-BAYER-2011-026856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BONE LOSS MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8201685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8201685 NON-EXPEDITED N US-BAYER-2011-103713 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8335790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8335790 NON-EXPEDITED Y OT US-BAYER-2012-003820 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8434294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8434294 NON-EXPEDITED Y OT US-BAYER-2012-017932 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8468059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8468059 NON-EXPEDITED Y OT US-BAYER-2012-025236 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
PAIN  
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Detailed Report
8500656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8500656 NON-EXPEDITED Y OT US-BAYER-2012-031012 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
MASS  
OVARIAN CYST  

8519161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8519161 NON-EXPEDITED Y HO US-BAYER-2012-034677 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER

8520169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8520169 NON-EXPEDITED N US-TEVA-333881USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN NORVASC C ORAL  

8525140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8525140 NON-EXPEDITED N OT US-BAYER-2012-036385 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
POLYP MIRENA S  BAYER

8529056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8529056 NON-EXPEDITED Y US-BAYER-2012-037774 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 540 DAY BAYER
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Detailed Report
8529057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8529057 NON-EXPEDITED N US-BAYER-2012-038599 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 499 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  

8531161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8531161 NON-EXPEDITED N US-TEVA-334919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8531212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8531212 NON-EXPEDITED N US-TEVA-334913USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8532613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8532613 NON-EXPEDITED N US-BAYER-2012-040250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER

8536639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8536639 NON-EXPEDITED N US-TEVA-335342USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORTHO-CEPT C  
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Detailed Report
8539203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8539203 NON-EXPEDITED N US-TEVA-335693USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8548091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548091 NON-EXPEDITED N OT US-BAYER-2012-041415 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  

8548093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548093 NON-EXPEDITED Y US-BAYER-2012-043435 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8548104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548104 NON-EXPEDITED Y US-BAYER-2012-043417 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 194 DAY BAYER

MIRENA S  BAYER

8548115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548115 NON-EXPEDITED Y US-BAYER-2012-043411 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 67 DAY BAYER
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Detailed Report
8548126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548126 NON-EXPEDITED Y OT US-BAYER-2012-041761 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8548129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548129 NON-EXPEDITED N OT US-BAYER-2012-041308 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
GAIT DISTURBANCE  

8548163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548163 NON-EXPEDITED N OT US-BAYER-2012-041742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8548313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548313 NON-EXPEDITED N OT US-BAYER-2012-041897 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  

8548314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548314 NON-EXPEDITED N OT US-BAYER-2012-041848 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER
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Detailed Report
8548572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548572 NON-EXPEDITED Y US-BAYER-2012-043732 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8548573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548573 NON-EXPEDITED N US-BAYER-2012-043559 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8548576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548576 NON-EXPEDITED Y US-BAYER-2012-043615 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8548577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548577 NON-EXPEDITED N US-BAYER-2012-043614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1844 DAY BAYER
NO ADVERSE EVENT  

8548578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548578 NON-EXPEDITED N US-BAYER-2012-043590 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8548579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548579 NON-EXPEDITED Y US-BAYER-2012-043748 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 81 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8548580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548580 NON-EXPEDITED N US-BAYER-2012-043533 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8548581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548581 NON-EXPEDITED N US-BAYER-2012-043687 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8548582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548582 NON-EXPEDITED Y US-BAYER-2012-043414 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8548583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548583 NON-EXPEDITED Y US-BAYER-2012-043487 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8548584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548584 NON-EXPEDITED Y US-BAYER-2012-043751 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8548585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548585 NON-EXPEDITED Y US-BAYER-2012-043521 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 671 DAY BAYER
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Detailed Report
8548613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548613 NON-EXPEDITED N US-BAYER-2012-043765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 193 DAY BAYER

8548620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548620 NON-EXPEDITED Y US-BAYER-2012-043513 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 78 DAY BAYER

8548828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548828 NON-EXPEDITED N OT US-BAYER-2012-042569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  

8548829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548829 NON-EXPEDITED N OT US-BAYER-2012-041899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER

8548830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548830 NON-EXPEDITED N OT US-BAYER-2012-041748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8548832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548832 NON-EXPEDITED Y US-BAYER-2012-043569 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK  BAYER
FEELING ABNORMAL  
INSOMNIA  

8548833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548833 NON-EXPEDITED N OT US-BAYER-2012-041862 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN MIRENA S UNK  BAYER
DEVICE EXPULSION  

8548842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548842 NON-EXPEDITED N OT US-BAYER-2012-041914 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
AMENORRHOEA  

8548843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548843 NON-EXPEDITED N OT US-BAYER-2012-041859 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8548924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548924 NON-EXPEDITED N US-BAYER-2012-043586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
HYPERSOMNIA  
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Detailed Report
8548927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548927 NON-EXPEDITED Y US-BAYER-2012-041877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, UNK  BAYER
VOMITING CYTOTEC S UNK  
PYREXIA  
TREMOR  

8548985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548985 NON-EXPEDITED Y US-BAYER-2012-043564 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8548986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548986 NON-EXPEDITED N US-BAYER-2012-043711 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER

8548987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8548987 NON-EXPEDITED Y US-BAYER-2012-044086 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 24 µg/d, CONT 1 DAY BAYER

8549002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549002 NON-EXPEDITED N US-BAYER-2012-043419 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8549160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549160 DIRECT N HO,DS,LT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENERAL PHYSICAL HEALTH DETERIORATION MIRENA S  
ANXIETY ZOLOFT C ORAL  
ACNE  
AFFECTIVE DISORDER  
DEPRESSION  
FEELING ABNORMAL  
LOSS OF LIBIDO  
SUICIDAL IDEATION  

8549162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549162 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OSTEONECROSIS MIRENA S  
ANTINUCLEAR ANTIBODY POSITIVE  
AUTOIMMUNE DISORDER  
CHEMICAL POISONING  
GAIT DISTURBANCE  
LIMB ASYMMETRY  
PAIN  
SJOGREN'S SYNDROME  

8549178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549178 NON-EXPEDITED Y US-BAYER-2012-043535 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8549181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549181 NON-EXPEDITED Y US-BAYER-2012-044090 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 493 DAY BAYER

8549281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549281 NON-EXPEDITED N US-TEVA-336425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8549657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549657 NON-EXPEDITED N US-BAYER-2012-044112 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8549658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549658 NON-EXPEDITED N US-BAYER-2012-043597 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8549659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549659 NON-EXPEDITED N US-BAYER-2012-043517 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8549660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549660 NON-EXPEDITED Y US-BAYER-2012-043986 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8549661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549661 NON-EXPEDITED Y US-BAYER-2012-043696 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
PAIN  

8549662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549662 NON-EXPEDITED Y US-BAYER-2012-044110 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8549694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549694 NON-EXPEDITED N US-TEVA-336456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE VITAMINS NOS C ORAL  
DIZZINESS  
NAUSEA  

8549778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549778 NON-EXPEDITED N US-TEVA-336469USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8549911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549911 NON-EXPEDITED Y US-BAYER-2012-044178 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8549937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549937 NON-EXPEDITED N US-TEVA-336488USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8549941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8549941 NON-EXPEDITED N US-TEVA-336509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  

8550003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550003 NON-EXPEDITED N US-TEVA-336503USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8550102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550102 NON-EXPEDITED N US-TEVA-336486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8550163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550163 NON-EXPEDITED N US-TEVA-336709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8550201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550201 NON-EXPEDITED N US-BAYER-2012-043507 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8550214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550214 NON-EXPEDITED N US-TEVA-336682USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN MAXALT C ORAL 20 Milligram;  

NUVARING C INTRAUTERINE  
BACTRIM C  

8550315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550315 NON-EXPEDITED N US-TEVA-336698USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ATIVAN C  
LIBRAX C  

8550333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550333 NON-EXPEDITED N US-TEVA-336697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8550339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550339 NON-EXPEDITED N US-TEVA-336720USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8550349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550349 NON-EXPEDITED N US-TEVA-336718USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8550355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2012 8550355 NON-EXPEDITED N US-TEVA-336711USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8331016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8331016 NON-EXPEDITED Y OT US-BAYER-2012-002785 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 351 DAY BAYER
DEVICE DIFFICULT TO USE  

8473434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8473434 EXPEDITED (15-DAY) Y HO CA-BAYER-2012-024324 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSYCHOTIC DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8482103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8482103 NON-EXPEDITED Y OT US-BAYER-2012-028180 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8500818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8500818 NON-EXPEDITED N OT US-BAYER-2012-032103 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
DISCOMFORT  
PROCEDURAL PAIN  
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Detailed Report
8501355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8501355 NON-EXPEDITED N OT US-BAYER-2012-031967 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 190 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MEDICAL DEVICE DISCOMFORT  

8503721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8503721 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-032406 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 153 DAY BAYER
DEVICE BREAKAGE  
DEVICE EXPULSION  

8518898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8518898 NON-EXPEDITED N OT PR-BAYER-2012-035042 Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

8521286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8521286 NON-EXPEDITED Y OT US-BAYER-2012-035553 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
OVARIAN CYST  
UTERINE DISORDER  
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Detailed Report
8550917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550917 NON-EXPEDITED N US-BAYER-2012-043490 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 256 DAY BAYER

8550918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550918 NON-EXPEDITED N US-BAYER-2012-043104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER

8550919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550919 NON-EXPEDITED N US-BAYER-2012-041856 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8550920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550920 NON-EXPEDITED N US-BAYER-2012-044271 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8550921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550921 NON-EXPEDITED N US-BAYER-2012-044401 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg 49 DAY BAYER
HYPOMENORRHOEA  
MENORRHAGIA  
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Detailed Report
8550922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550922 NON-EXPEDITED N US-BAYER-2012-044300 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER
MENORRHAGIA  

8550923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550923 NON-EXPEDITED N US-BAYER-2012-043528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 4 DAY BAYER

8550924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550924 NON-EXPEDITED N US-BAYER-2012-041893 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  

8550925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550925 NON-EXPEDITED Y US-BAYER-2012-044145 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8550926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550926 NON-EXPEDITED N US-BAYER-2012-044276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

Page: 10,617 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8550927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550927 NON-EXPEDITED N US-BAYER-2012-042396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8550928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550928 NON-EXPEDITED N US-BAYER-2012-042038 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  

8550930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550930 NON-EXPEDITED Y US-BAYER-2012-044071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8550931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550931 NON-EXPEDITED N US-BAYER-2012-043505 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8550932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550932 NON-EXPEDITED Y US-BAYER-2012-044238 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

Page: 10,618 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data
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Detailed Report
8550933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550933 NON-EXPEDITED N US-BAYER-2012-044226 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER

8550934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550934 NON-EXPEDITED Y US-BAYER-2012-043797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 54 DAY BAYER

8550960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8550960 EXPEDITED (15-DAY) N OT BR-BAYER-2012-042391 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8551052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551052 EXPEDITED (15-DAY) N DS,OT US-BAYER-2012-042101 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSPAREUNIA  
INFERTILITY FEMALE  
VAGINAL ODOUR  
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Detailed Report
8551059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551059 NON-EXPEDITED N OT US-BAYER-2012-043651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 971 DAY BAYER
ABDOMINAL PAIN  
INJURY  
MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8551060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551060 NON-EXPEDITED N OT US-BAYER-2012-042444 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
PROCEDURAL PAIN  

8551061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551061 NON-EXPEDITED Y OT US-BAYER-2012-042494 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
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Detailed Report
8551063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551063 NON-EXPEDITED N OT US-BAYER-2012-042407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
FATIGUE  
HEADACHE  
NAUSEA  

8551064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551064 NON-EXPEDITED N OT US-BAYER-2012-042096 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8551066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551066 NON-EXPEDITED N OT US-BAYER-2012-042973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

MIRENA S  BAYER

8551067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551067 NON-EXPEDITED N OT US-BAYER-2012-042069 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
PROCEDURAL PAIN  
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Detailed Report
8551178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551178 NON-EXPEDITED N US-TEVA-336706USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8551235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551235 NON-EXPEDITED N US-TEVA-336696USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LIPITOR C  
MULTI-VITAMIN C  

8551274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551274 NON-EXPEDITED N US-TEVA-336683USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OEDEMA MOUTH  

8551275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551275 NON-EXPEDITED N US-TEVA-336675USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551292 NON-EXPEDITED N US-TEVA-336725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8551326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551326 NON-EXPEDITED N US-TEVA-336724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551348 NON-EXPEDITED N US-TEVA-336722USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551364 NON-EXPEDITED N US-TEVA-336719USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551389 DIRECT N DS,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S  
CERVIX CARCINOMA  
DEVICE DISLOCATION  
KIDNEY INFECTION  
PATIENT-DEVICE INCOMPATIBILITY  
PRODUCT QUALITY ISSUE  
URINARY TRACT INFECTION  

8551408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551408 NON-EXPEDITED N US-BAYER-2012-033395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 252 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8551414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551414 NON-EXPEDITED N US-TEVA-336717USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551434 NON-EXPEDITED N US-TEVA-336713USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
VOMITING  

8551471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551471 NON-EXPEDITED N US-TEVA-336708USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  
VAGINAL ODOUR  

8551596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551596 NON-EXPEDITED N US-TEVA-336890USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8551607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551607 NON-EXPEDITED N US-TEVA-336704USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ADVAIR DISKUS C  
ABDOMINAL PAIN SINGULAIR C  

ZYRTEC C  

8551617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551617 NON-EXPEDITED N US-TEVA-336782USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551618 NON-EXPEDITED N US-TEVA-336784USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551620 NON-EXPEDITED N US-BAYER-2012-043578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8551622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551622 NON-EXPEDITED N US-BAYER-2012-044559 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8551625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551625 NON-EXPEDITED N US-BAYER-2012-043734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
NAUSEA  

8551626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551626 NON-EXPEDITED Y US-BAYER-2012-044553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 38 DAY BAYER

8551653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551653 NON-EXPEDITED N US-TEVA-336786USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

C  

8551655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551655 NON-EXPEDITED N US-TEVA-336801USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551745 NON-EXPEDITED N US-TEVA-336827USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
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Detailed Report
8551750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551750 NON-EXPEDITED N US-TEVA-336871USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

8551773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551773 NON-EXPEDITED N US-BAYER-2012-044486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8551774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551774 NON-EXPEDITED N US-BAYER-2012-044542 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8551775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551775 NON-EXPEDITED N US-BAYER-2012-044455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8551788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551788 NON-EXPEDITED N US-TEVA-336879USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTIC C  

8551807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551807 NON-EXPEDITED Y US-BAYER-2012-037595 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE RASH CLIMARA PRO S  BAYER
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Detailed Report
8551814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551814 NON-EXPEDITED N US-TEVA-336904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8551859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551859 NON-EXPEDITED N US-TEVA-336911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8551958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551958 NON-EXPEDITED Y US-BAYER-2012-043252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS CONTACT CLIMARA PRO S TRANSDERMAL  BAYER

8551972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551972 NON-EXPEDITED N US-BAYER-2012-043480 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL MUCOSAL BLISTERING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN IN EXTREMITY  

8551996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8551996 NON-EXPEDITED N US-TEVA-336903USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8552074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552074 NON-EXPEDITED N US-TEVA-336830USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8552136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552136 NON-EXPEDITED Y US-BAYER-2012-042798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8552231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552231 NON-EXPEDITED N OT US-BAYER-2012-042535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

MIRENA S  BAYER

8552305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552305 EXPEDITED (15-DAY) N OT US-BAYER-2012-042003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8552360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552360 EXPEDITED (15-DAY) N OT AU-BAYER-2012-041694 29 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEMICAL POISONING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 663 DAY BAYER
AGITATION  
ANXIETY  
DIZZINESS  
DYSPEPSIA  
DYSPNOEA  
FEELING ABNORMAL  
HORMONE LEVEL ABNORMAL  
HYPOAESTHESIA  
OCULAR DISCOMFORT  
PALPITATIONS  
PARAESTHESIA  
RASH MORBILLIFORM  
SCIATICA  
SUICIDAL BEHAVIOUR  
VAGINAL HAEMORRHAGE  
VISION BLURRED  

8552420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552420 NON-EXPEDITED N US-BAYER-2012-044671 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8552425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552425 NON-EXPEDITED N US-TEVA-336793USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BACK PAIN  
CERVIX INFLAMMATION  
COLD SWEAT  
COUGH  
DIZZINESS  
FATIGUE  
FEELING COLD  
HEADACHE  
HYPERHIDROSIS  
NAUSEA  
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  

8552502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552502 NON-EXPEDITED Y US-TEVA-336891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8552526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552526 NON-EXPEDITED Y US-BAYER-2012-044727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 40 DAY BAYER
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Detailed Report
8552572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552572 NON-EXPEDITED N US-TEVA-336914USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552574 NON-EXPEDITED N US-TEVA-336919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552592 NON-EXPEDITED N US-TEVA-336875USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552608 NON-EXPEDITED N US-TEVA-336878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTHACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552611 NON-EXPEDITED N US-TEVA-336906USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CELLCEPT C  

8552614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552614 NON-EXPEDITED N US-TEVA-336913USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8552640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552640 NON-EXPEDITED N US-TEVA-336920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8552646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552646 NON-EXPEDITED N US-TEVA-336924USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552663 NON-EXPEDITED N US-TEVA-336928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552666 NON-EXPEDITED N US-TEVA-336933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552674 NON-EXPEDITED N US-TEVA-336932USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552679 NON-EXPEDITED N US-TEVA-336930USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,633 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8552685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2012 8552685 NON-EXPEDITED N US-TEVA-336922USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

6962162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 6962162 NON-EXPEDITED N US-
BAYER-200914597NA

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DISCOMFORT MIRENA S INTRAUTERINE CONTINUOUS  BAYER
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS MIRENA S  BAYER
MENORRHAGIA VITAMINS C  

8087926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8087926 NON-EXPEDITED N US-
BAYER-201040428NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8348437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8348437 NON-EXPEDITED Y OT US-BAYER-2012-006578 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
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Detailed Report
8411261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8411261 NON-EXPEDITED Y OT US-BAYER-2012-015413 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER

8416580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8416580 NON-EXPEDITED N US-BAYER-2012-016049 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8514700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8514700 NON-EXPEDITED N US-BAYER-2012-036426 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 µg/d, CONT 382 DAY BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN UPPER  
ACNE CYSTIC  
ADNEXA UTERI PAIN  
BREAST TENDERNESS  
BRUXISM  
DIZZINESS  
INSOMNIA  
MUSCLE SPASMS  
TOOTH FRACTURE  
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Detailed Report
8522280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8522280 EXPEDITED (15-DAY) Y OT US-BAYER-2012-035535 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 415 DAY BAYER

DEVICE DISLOCATION  
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

8534725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8534725 NON-EXPEDITED N OT US-BAYER-2012-041505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 245 DAY BAYER
PELVIC PAIN  

8540298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8540298 NON-EXPEDITED N US-TEVA-335817USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8540779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8540779 NON-EXPEDITED N US-TEVA-335841USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8547507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8547507 NON-EXPEDITED N US-TEVA-336463USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8553077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553077 NON-EXPEDITED N US-TEVA-336972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553122 NON-EXPEDITED N US-TEVA-336971USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553191 NON-EXPEDITED N US-TEVA-336967USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553234 NON-EXPEDITED N US-TEVA-336964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553237 NON-EXPEDITED N US-BAYER-2012-043223 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 16 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8553238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553238 NON-EXPEDITED N US-BAYER-2012-044743 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 214 DAY BAYER
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Detailed Report
8553239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553239 NON-EXPEDITED N US-BAYER-2012-044537 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
MEDICAL DEVICE COMPLICATION  

8553257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553257 NON-EXPEDITED Y US-BAYER-2012-044862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8553258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553258 NON-EXPEDITED N US-BAYER-2012-044740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8553260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553260 NON-EXPEDITED N US-BAYER-2012-043730 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8553261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553261 NON-EXPEDITED Y US-BAYER-2012-044856 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 76 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8553325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553325 NON-EXPEDITED N US-TEVA-336947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PELVIC PAIN  

8553373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553373 NON-EXPEDITED N US-TEVA-336921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553383 EXPEDITED (15-DAY) N OT US-BAYER-2012-042630 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
NEPHROLITHIASIS  
VAGINAL HAEMORRHAGE  

8553408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553408 EXPEDITED (15-DAY) N OT US-BAYER-2012-042799 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
INFERTILITY  
NO ADVERSE EVENT  
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Detailed Report
8553442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553442 NON-EXPEDITED N US-TEVA-336942USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8553468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553468 NON-EXPEDITED N OT US-BAYER-2012-042566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT  BAYER
ABDOMINAL PAIN  

8553490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553490 NON-EXPEDITED N OT US-BAYER-2012-042619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8553491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553491 NON-EXPEDITED Y OT US-BAYER-2012-042790 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER
DEVICE EXPULSION  

8553494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553494 NON-EXPEDITED Y OT SE-BAYER-2012-042817 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 104 DAY BAYER
PAIN  
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Detailed Report
8553495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553495 NON-EXPEDITED N OT US-BAYER-2012-042788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
AMENORRHOEA  
DECREASED APPETITE  
DEPRESSION  
GENITAL HAEMORRHAGE  
HEADACHE  
MIGRAINE  
NAUSEA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8553496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553496 EXPEDITED (15-DAY) N OT US-BAYER-2012-042795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URINARY TRACT INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
POLYMENORRHOEA  
VAGINAL OEDEMA  
VULVOVAGINAL DISCOMFORT  

8553517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553517 NON-EXPEDITED N US-TEVA-336949USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8553522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553522 NON-EXPEDITED Y OT US-BAYER-2012-044061 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 15 DAY BAYER

8553523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553523 NON-EXPEDITED Y US-BAYER-2012-044978 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8553524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553524 NON-EXPEDITED Y OT US-BAYER-2012-042904 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
DEPRESSION  
FLUID RETENTION  
GENITAL HAEMORRHAGE  
MOOD SWINGS  

8553546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553546 NON-EXPEDITED Y US-BAYER-2012-045027 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8553547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553547 EXPEDITED (15-DAY) Y OT US-BAYER-2012-044046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8553683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553683 NON-EXPEDITED N US-TEVA-337078USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  

8553749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553749 NON-EXPEDITED N US-BAYER-2012-043605 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8553750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553750 NON-EXPEDITED N US-BAYER-2012-044974 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8553751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553751 NON-EXPEDITED N US-BAYER-2012-044996 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8553760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553760 NON-EXPEDITED N US-TEVA-337131USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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Detailed Report
8553802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553802 NON-EXPEDITED N US-TEVA-336977USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553812 NON-EXPEDITED N US-TEVA-336978USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553878 NON-EXPEDITED N US-BAYER-2012-045071 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8553888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553888 NON-EXPEDITED N US-TEVA-336975USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8553907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553907 NON-EXPEDITED N US-TEVA-336974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8553994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8553994 NON-EXPEDITED N US-TEVA-337049USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE ORTHO EVRA S  
FATIGUE  
NAUSEA  

8554035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554035 NON-EXPEDITED Y US-BAYER-2012-044987 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE UNK UNK, CONT  BAYER
DEVICE DIFFICULT TO USE  

8554036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554036 NON-EXPEDITED N US-TEVA-337177USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8554042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554042 NON-EXPEDITED N US-TEVA-337195USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OROPHARYNGEAL PAIN  
VOMITING  

8554083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554083 NON-EXPEDITED N US-TEVA-337157USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8554129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554129 NON-EXPEDITED N US-TEVA-337160USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8554225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554225 NON-EXPEDITED N US-TEVA-337141USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8554497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554497 NON-EXPEDITED Y US-BAYER-2012-045196 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 837 DAY BAYER

8554498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554498 NON-EXPEDITED Y US-BAYER-2012-045225 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8554499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554499 NON-EXPEDITED N US-BAYER-2012-045078 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8554500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554500 NON-EXPEDITED Y US-BAYER-2012-045087 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 209 DAY BAYER
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Detailed Report
8554502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554502 NON-EXPEDITED N US-BAYER-2012-045148 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8554503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554503 NON-EXPEDITED Y US-BAYER-2012-045210 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8554553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8554553 NON-EXPEDITED Y US-BAYER-2012-045252 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8561687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8561687 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE MIRENA S  

8561698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2012 8561698 DIRECT N HO,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

7958963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 7958963 NON-EXPEDITED N HO US-BAYER-2011-042252 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8115411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8115411 NON-EXPEDITED Y US-BAYER-2011-077148 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8361573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8361573 NON-EXPEDITED N OT US-BAYER-2012-008908 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE MALFUNCTION  
MUSCLE SPASMS  
PYREXIA  

8382961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8382961 NON-EXPEDITED Y US-BAYER-2012-009021 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8442465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8442465 NON-EXPEDITED Y OT US-BAYER-2012-019716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8509769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8509769 EXPEDITED (15-DAY) N OT US-BAYER-2012-027782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSAL SYMPTOMS CLIMARA PRO S TRANSDERMAL UNK  BAYER
DRUG INTOLERANCE  
FEELING OF BODY TEMPERATURE CHANGE  
HYPERHIDROSIS  
IMPAIRED GASTRIC EMPTYING  
MALABSORPTION  
MALAISE  
MIDDLE INSOMNIA  
MOOD SWINGS  

8521113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8521113 NON-EXPEDITED Y US-BAYER-2012-033073 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8523461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8523461 NON-EXPEDITED Y US-BAYER-2012-034974 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE BREAKAGE  

8529028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8529028 NON-EXPEDITED N US-BAYER-2012-039404 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8538200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8538200 NON-EXPEDITED N US-TEVA-335765USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8554906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554906 NON-EXPEDITED N US-TEVA-337058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8554917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554917 EXPEDITED (15-DAY) N OT US-BAYER-2012-042875 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 µg, CONT  BAYER

8554919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554919 EXPEDITED (15-DAY) N HO US-BAYER-2012-043580 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ENDOMETRIOSIS  
PELVIC PAIN  
PROCEDURAL PAIN  
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Detailed Report
8554920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554920 EXPEDITED (15-DAY) N OT DE-BAYER-2012-043367 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY  
ARRHYTHMIA  
CYST  
DEAFNESS NEUROSENSORY  
DISTURBANCE IN ATTENTION  
HOT FLUSH  
LIBIDO DECREASED  
METRORRHAGIA  
PARAESTHESIA  
SECRETION DISCHARGE  
SLEEP DISORDER  
SPEECH DISORDER  
VISUAL IMPAIRMENT  

8554924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554924 NON-EXPEDITED N US-TEVA-337052USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  

8554941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554941 NON-EXPEDITED N US-TEVA-337065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8554950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554950 NON-EXPEDITED N US-TEVA-337169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8554978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8554978 NON-EXPEDITED N US-TEVA-337187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555002 NON-EXPEDITED Y OT US-BAYER-2012-042879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8555004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555004 NON-EXPEDITED N OT US-BAYER-2012-043129 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8555005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555005 NON-EXPEDITED Y OT US-BAYER-2012-043216 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
MEDICAL DEVICE PAIN  
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Detailed Report
8555006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555006 NON-EXPEDITED N OT US-BAYER-2012-043125 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
ABDOMINAL PAIN  

8555026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555026 NON-EXPEDITED N US-TEVA-337182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555056 NON-EXPEDITED Y US-BAYER-2012-045244 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8555057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555057 NON-EXPEDITED Y US-BAYER-2012-045096 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8555058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555058 NON-EXPEDITED N US-BAYER-2012-043231 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
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Detailed Report
8555060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555060 NON-EXPEDITED N US-BAYER-2012-044372 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
HEADACHE  
NAUSEA  

8555061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555061 NON-EXPEDITED N US-BAYER-2012-045174 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/dL, CONT  BAYER

8555062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555062 NON-EXPEDITED N US-BAYER-2012-045248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8555072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555072 NON-EXPEDITED N US-TEVA-337170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555080 NON-EXPEDITED N US-BAYER-2012-045292 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 226 DAY BAYER
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Detailed Report
8555091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555091 NON-EXPEDITED N US-TEVA-337166USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555099 NON-EXPEDITED N US-BAYER-2012-045541 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8555100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555100 NON-EXPEDITED Y US-BAYER-2012-045106 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 12 DAY BAYER

8555101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555101 NON-EXPEDITED N US-BAYER-2012-045288 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8555209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555209 NON-EXPEDITED N US-TEVA-337077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555364 NON-EXPEDITED N US-TEVA-337079USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8555374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555374 NON-EXPEDITED Y US-BAYER-2012-045217 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8555376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555376 NON-EXPEDITED N US-BAYER-2012-045266 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8555377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555377 NON-EXPEDITED Y US-BAYER-2012-043455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8555438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555438 NON-EXPEDITED N US-BAYER-2012-042896 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

8555474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555474 NON-EXPEDITED N US-TEVA-337299USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555496 NON-EXPEDITED N US-TEVA-337317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8555576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555576 NON-EXPEDITED N US-TEVA-337319USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555577 NON-EXPEDITED N US-TEVA-337360USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555578 NON-EXPEDITED N US-TEVA-337361USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555581 NON-EXPEDITED N US-TEVA-337354USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555599 NON-EXPEDITED N US-BAYER-2012-044970 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8555606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555606 NON-EXPEDITED N US-TEVA-337316USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8555687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555687 NON-EXPEDITED N US-TEVA-337356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
FEELING HOT  

8555841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555841 NON-EXPEDITED N US-TEVA-337362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555879 NON-EXPEDITED N US-TEVA-337394USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8555946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555946 NON-EXPEDITED N US-BAYER-2012-045133 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8555947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555947 NON-EXPEDITED Y US-BAYER-2012-045607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER

Page: 10,658 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8555948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555948 NON-EXPEDITED N US-BAYER-2012-045626 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 105 DAY BAYER

MIRENA S  BAYER

8555952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555952 NON-EXPEDITED N US-TEVA-337359USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER SPRINTEC C  
PELVIC PAIN  

8555978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8555978 NON-EXPEDITED N US-TEVA-337398USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR WELLBUTRIN XL C 300 Milligram;  

8556102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556102 NON-EXPEDITED N US-BAYER-2012-045727 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 15 DAY BAYER

8556246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556246 NON-EXPEDITED N US-TEVA-337402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8556265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556265 NON-EXPEDITED N US-BAYER-2012-045141 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S UNK 1 DAY BAYER
ABNORMAL BEHAVIOUR  

8556266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556266 EXPEDITED (15-DAY) N OT DE-BAYER-2012-045450 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S UNK  BAYER
DISTURBANCE IN ATTENTION  
PARAESTHESIA  
ROAD TRAFFIC ACCIDENT  

8556267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556267 NON-EXPEDITED N US-BAYER-2012-045639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S UNK  BAYER

8556268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556268 NON-EXPEDITED Y OT US-BAYER-2012-044943 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8556269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556269 EXPEDITED (15-DAY) N OT DE-BAYER-2012-045441 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ALOPECIA  
ANXIETY  
DEPRESSION  
DIZZINESS  
FATIGUE  
FIBROMYALGIA  
FOOD CRAVING  
HEADACHE  
HYPERTRICHOSIS  
INSOMNIA  
JOINT SWELLING  
LOSS OF LIBIDO  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
SYSTEMIC LUPUS ERYTHEMATOSUS  
VAGINAL DISCHARGE  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
WITHDRAWAL SYNDROME  
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Detailed Report
8556274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556274 NON-EXPEDITED N US-BAYER-2012-045680 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 30 DAY BAYER

8556275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556275 EXPEDITED (15-DAY) N OT DE-BAYER-2012-045486 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANGER  
DIARRHOEA  
DIZZINESS  
FATIGUE  
HYPERHIDROSIS  
HYPOAESTHESIA  
MALAISE  
MOOD SWINGS  

8556330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556330 NON-EXPEDITED N OT US-BAYER-2012-045612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8556331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556331 NON-EXPEDITED Y OT US-BAYER-2012-044146 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 49 DAY BAYER
ABDOMINAL PAIN  
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Detailed Report
8556333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556333 NON-EXPEDITED N OT US-BAYER-2012-045259 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 50 DAY BAYER
DEVICE EXPULSION  

8556334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556334 NON-EXPEDITED N HO US-BAYER-2012-045732 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1232 DAY BAYER
BACK PAIN  
PELVIC PAIN  

8556406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556406 NON-EXPEDITED Y US-BAYER-2012-045788 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8556407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556407 NON-EXPEDITED N OT US-BAYER-2012-043394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
POST PROCEDURAL HAEMORRHAGE  

8556679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556679 EXPEDITED (15-DAY) N OT US-TEVA-335907USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMATEMESIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8556716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2012 8556716 EXPEDITED (15-DAY) N OT US-TEVA-336917USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOXICITY TO VARIOUS AGENTS LOSEASONIQUE S ORAL  DURAMED

8170944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8170944 EXPEDITED (15-DAY) Y OT CH-BAYER-2011-091376 24 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FALSE NEGATIVE PREGNANCY TEST MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8432713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8432713 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-017188 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIOVASCULAR DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
ANXIETY  
BLOOD GLUCOSE FLUCTUATION  
CIRCULATORY COLLAPSE  
CRYING  
DIZZINESS  
FEAR  
GASTRIC DISORDER  
GENERAL PHYSICAL HEALTH DETERIORATION  
HEADACHE  
HEPATIC FUNCTION ABNORMAL  
HYPOGLYCAEMIA  
MENOPAUSAL SYMPTOMS  
MIGRAINE  
MOOD SWINGS  
MUSCLE TIGHTNESS  
NAUSEA  
OESTROGEN DEFICIENCY  
PROGESTERONE DECREASED  
PRURITUS  
RENAL IMPAIRMENT  
SLEEP DISORDER  
SPINAL PAIN  
STRESS  
URINARY INCONTINENCE  

Page: 10,665 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8442357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8442357 NON-EXPEDITED Y OT US-BAYER-2012-018671 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
PAIN  

8517642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8517642 NON-EXPEDITED N US-TEVA-333589USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING ATENOLOL C  

8531560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8531560 NON-EXPEDITED Y US-BAYER-2012-039854 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8540691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8540691 NON-EXPEDITED N US-TEVA-335833USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8557103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557103 NON-EXPEDITED N US-TEVA-337442USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8557136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557136 NON-EXPEDITED N US-TEVA-337445USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8557180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557180 NON-EXPEDITED N US-TEVA-337424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8557247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557247 NON-EXPEDITED Y US-BAYER-2012-045617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8557248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557248 NON-EXPEDITED N US-BAYER-2012-045826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 676 DAY BAYER

8557419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557419 NON-EXPEDITED N OT US-BAYER-2012-043625 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8557420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557420 NON-EXPEDITED Y OT US-BAYER-2012-044049 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8557421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557421 EXPEDITED (15-DAY) Y OT US-BAYER-2012-043488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOLYTIC ANAEMIA MIRENA S 20 mcg/24hr, CONT  BAYER

ANTITHROMBOTIC AGENTS C UNK  

8557424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557424 NON-EXPEDITED Y OT US-BAYER-2012-043745 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8557426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557426 NON-EXPEDITED N OT US-BAYER-2012-043232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8557427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557427 EXPEDITED (15-DAY) N OT US-BAYER-2012-044104 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANXIETY  
DIZZINESS  
IODINE UPTAKE INCREASED  
NAUSEA  
THYROID DISORDER  
WEIGHT DECREASED  
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Detailed Report
8557519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557519 NON-EXPEDITED N US-TEVA-337428USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8557559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557559 NON-EXPEDITED N US-TEVA-337396USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8557562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557562 NON-EXPEDITED N US-TEVA-337399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8557603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557603 NON-EXPEDITED N US-BAYER-2012-045364 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8557643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557643 NON-EXPEDITED N US-TEVA-337436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED BIRTH CONTROL PILL C  
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Detailed Report
8557685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557685 NON-EXPEDITED Y OT US-BAYER-2012-044187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8557720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557720 NON-EXPEDITED N US-TEVA-337449USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8557756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557756 NON-EXPEDITED N US-TEVA-337502USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8557784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557784 NON-EXPEDITED N US-TEVA-337515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
MENSTRUATION IRREGULAR  

8557854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557854 NON-EXPEDITED N US-TEVA-337489USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL PILL C  
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Detailed Report
8557911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8557911 NON-EXPEDITED N US-BAYER-2012-046111 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 3 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8558930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8558930 NON-EXPEDITED Y US-BAYER-2012-046255 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 175 DAY BAYER

8558953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8558953 NON-EXPEDITED Y US-BAYER-2012-045604 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8558986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2012 8558986 NON-EXPEDITED Y US-BAYER-2012-046231 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 7 DAY BAYER
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Detailed Report
8484309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8484309 NON-EXPEDITED N US-BAYER-2012-029074 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
METRORRHAGIA MIRENA S  BAYER
ACNE  
ALOPECIA  
AMENORRHOEA  
ANXIETY  
BACK PAIN  
DEPRESSION  
DRY SKIN  
ECZEMA  
FEELING ABNORMAL  
HAIR COLOUR CHANGES  
HAIR GROWTH ABNORMAL  
HAIR TEXTURE ABNORMAL  
HEADACHE  
LIBIDO DECREASED  
NERVOUSNESS  
PRURITUS  
TEARFULNESS  
VERTIGO  
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Detailed Report
8499517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8499517 NON-EXPEDITED N OT US-BAYER-2012-031631 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 121 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CHILLS  
DYSURIA  
GENITAL HAEMORRHAGE  
NAUSEA  
PAIN  
PYREXIA  
VAGINAL DISCHARGE  
VOMITING  

8504514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8504514 EXPEDITED (15-DAY) N OT US-BAYER-2012-031648 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8515318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8515318 NON-EXPEDITED N US-BAYER-2012-029239 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8523032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8523032 NON-EXPEDITED N OT US-BAYER-2012-035868 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8523301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8523301 EXPEDITED (15-DAY) N US-BAYER-2012-035889 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 161 DAY BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8526110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8526110 NON-EXPEDITED N US-BAYER-2012-037976 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8532028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8532028 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-038514 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8540702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8540702 EXPEDITED (15-DAY) Y OT US-BAYER-2012-039399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
MENSTRUATION DELAYED  
PRODUCT CONTAMINATION MICROBIAL  
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8546518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8546518 NON-EXPEDITED Y OT US-BAYER-2012-040917 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8549689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8549689 NON-EXPEDITED N US-TEVA-336435USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION DELAYED  

8559604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559604 EXPEDITED (15-DAY) N OT US-BAYER-2012-044370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8559605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559605 NON-EXPEDITED Y OT US-BAYER-2012-044177 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 422 DAY BAYER
MENORRHAGIA  

8559606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559606 NON-EXPEDITED N OT US-BAYER-2012-045136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 10,675 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8559607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559607 NON-EXPEDITED N OT US-BAYER-2012-044172 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8559613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559613 NON-EXPEDITED Y OT US-BAYER-2012-045564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8559614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559614 EXPEDITED (15-DAY) Y HO,OT NZ-BAYER-2012-043320 48 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 µg/d, CONT 2664 DAY BAYER
NERVE INJURY MIRENA S INTRAUTERINE 20 µg/d, CONT 896 DAY BAYER
GENITAL HAEMORRHAGE  

8559615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559615 NON-EXPEDITED Y OT US-BAYER-2012-045326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8559616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559616 NON-EXPEDITED N OT US-BAYER-2012-045470 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8559617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559617 NON-EXPEDITED N OT US-BAYER-2012-045937 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 292 DAY BAYER

MIRENA S  BAYER

8559618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559618 NON-EXPEDITED Y OT US-BAYER-2012-045305 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 215 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  

8559624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559624 NON-EXPEDITED N US-TEVA-337521USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8559631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559631 NON-EXPEDITED N US-TEVA-337545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
SECRETION DISCHARGE  

8559641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559641 NON-EXPEDITED N US-TEVA-337434USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

Page: 10,677 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8559648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559648 NON-EXPEDITED N US-TEVA-337417USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8559683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559683 NON-EXPEDITED N US-TEVA-337444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8559742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559742 NON-EXPEDITED N US-TEVA-337411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8559750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559750 NON-EXPEDITED N US-BAYER-2012-046128 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER

8559751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559751 NON-EXPEDITED Y US-BAYER-2012-046333 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8559752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559752 NON-EXPEDITED N US-BAYER-2012-046208 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
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8559754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559754 NON-EXPEDITED Y US-BAYER-2012-046325 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8559755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559755 NON-EXPEDITED Y US-BAYER-2012-046277 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8559779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559779 NON-EXPEDITED Y US-BAYER-2012-046359 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8559783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559783 NON-EXPEDITED Y US-BAYER-2012-046377 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8559883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559883 EXPEDITED (15-DAY) N OT NO-BAYER-2012-044204 38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  

8559962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559962 NON-EXPEDITED Y US-BAYER-2012-046495 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
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8559963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559963 NON-EXPEDITED N US-BAYER-2012-046427 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8559964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559964 NON-EXPEDITED Y OT US-BAYER-2012-045002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 83 DAY BAYER
DEVICE EXPULSION  

8559965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559965 NON-EXPEDITED Y US-BAYER-2012-046421 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 121 DAY BAYER

8559966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559966 NON-EXPEDITED Y OT US-BAYER-2012-044696 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 101 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8559968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559968 NON-EXPEDITED Y US-BAYER-2012-044952 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8559969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559969 NON-EXPEDITED Y US-BAYER-2012-045162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, CONT  BAYER
HYPERSENSITIVITY  
MALAISE  

8559970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559970 NON-EXPEDITED N US-BAYER-2012-045874 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 89 DAY BAYER

8559973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559973 NON-EXPEDITED N OT US-BAYER-2012-044979 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8559974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559974 NON-EXPEDITED N US-BAYER-2012-046419 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8559975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559975 NON-EXPEDITED Y US-BAYER-2012-046206 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 160 DAY BAYER
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8559976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559976 NON-EXPEDITED Y US-BAYER-2012-046086 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 185 DAY BAYER
ABDOMINAL PAIN LOWER  

8559977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8559977 NON-EXPEDITED N US-BAYER-2012-045319 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
CRYING  
DEPRESSION  
HYPOMENORRHOEA  
NAUSEA  
VOMITING  

8560007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560007 NON-EXPEDITED N US-TEVA-337542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8560096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560096 NON-EXPEDITED Y US-BAYER-2012-046327 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8560118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560118 NON-EXPEDITED Y US-BAYER-2012-046088 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE UNK  BAYER
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8560132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560132 NON-EXPEDITED N US-TEVA-337543USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8560137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560137 NON-EXPEDITED Y US-BAYER-2012-045315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S  BAYER

8560181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560181 NON-EXPEDITED Y US-BAYER-2012-046174 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8560275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560275 NON-EXPEDITED Y US-TEVA-337566USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8560276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560276 NON-EXPEDITED N US-BAYER-2012-046097 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8560277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560277 NON-EXPEDITED Y US-BAYER-2012-046273 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
DYSMENORRHOEA  
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Detailed Report
8560278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560278 NON-EXPEDITED N US-BAYER-2012-046240 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8560281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560281 NON-EXPEDITED Y US-TEVA-337573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8560315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560315 NON-EXPEDITED N US-BAYER-2012-045809 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE FLUCTUATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
BLOOD GLUCOSE INCREASED  
BLOOD PRESSURE FLUCTUATION  

8560326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560326 NON-EXPEDITED N US-TEVA-337567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSGEUSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8560530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560530 NON-EXPEDITED N US-TEVA-337506USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8560544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560544 NON-EXPEDITED N US-BAYER-2012-045712 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8560545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560545 NON-EXPEDITED N US-BAYER-2012-046696 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8560546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560546 NON-EXPEDITED Y US-BAYER-2012-046276 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 138 DAY BAYER

MIRENA S  BAYER

8560547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560547 NON-EXPEDITED N US-BAYER-2012-045833 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 189 DAY BAYER

8560548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560548 NON-EXPEDITED N US-BAYER-2012-046701 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
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8560668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560668 NON-EXPEDITED N US-TEVA-337787USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8560748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560748 NON-EXPEDITED N US-BAYER-2012-046379 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8560749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560749 NON-EXPEDITED N US-TEVA-337782USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8560810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560810 NON-EXPEDITED N US-TEVA-337723USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  

8560818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560818 NON-EXPEDITED Y OT US-BAYER-2012-044985 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE EXPULSION  
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8560819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560819 NON-EXPEDITED Y OT US-BAYER-2012-045271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8560820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560820 NON-EXPEDITED N OT US-BAYER-2012-044861 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8560821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560821 NON-EXPEDITED Y OT US-BAYER-2012-045471 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  

8560826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8560826 NON-EXPEDITED N US-TEVA-337779USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SINGULAIR C  

8564630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2012 8564630 DIRECT N OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S VAGINAL LAST FOR FIVE YEAR

VAG
 

FUNGAL INFECTION CAMILA C  
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8382110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8382110 NON-EXPEDITED Y OT US-BAYER-2012-009725 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8402647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8402647 EXPEDITED (15-DAY) Y OT US-BAYER-2012-012533 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 117 DAY BAYER
OEDEMA PERIPHERAL MIRENA S  BAYER
PAIN IN EXTREMITY  

8424727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8424727 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-016309 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
CHOLECYSTECTOMY  
COITAL BLEEDING  
DEVICE DISLOCATION  
POST PROCEDURAL HAEMORRHAGE  
PYREXIA  
Sunburn  

8466906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8466906 NON-EXPEDITED N OT US-BAYER-2012-024423 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
PROCEDURAL PAIN DEPO-PROVERA C  
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8476463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8476463 NON-EXPEDITED Y US-BAYER-2012-027494 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER
NO ADVERSE EVENT  

8477346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8477346 EXPEDITED (15-DAY) N OT TR-BAYER-2012-025819 Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE THYROIDITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
HYPOAESTHESIA  
MYALGIA  
NAUSEA  

8515169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8515169 NON-EXPEDITED Y OT US-BAYER-2012-034592 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 239 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8524988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8524988 NON-EXPEDITED N OT US-BAYER-2012-036288 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PRESYNCOPE  
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8529295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8529295 NON-EXPEDITED Y OT US-BAYER-2012-037505 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2198 DAY BAYER
DEVICE BREAKAGE  
NO ADVERSE EVENT  

8546645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8546645 NON-EXPEDITED N US-BAYER-2012-042940 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE 20 µg/d, CONT 295 DAY BAYER
ERYTHEMA  

8561697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561697 NON-EXPEDITED N US-TEVA-337797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8561699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561699 NON-EXPEDITED Y OT US-BAYER-2012-044830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE ENLARGEMENT  

8561700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561700 NON-EXPEDITED N OT US-BAYER-2012-044953 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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8561701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561701 NON-EXPEDITED Y OT US-BAYER-2012-044680 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 209 DAY BAYER
AMENORRHOEA  
DEVICE EXPULSION  

8561703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561703 EXPEDITED (15-DAY) N OT CA-BAYER-2012-044249 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 7 DAY BAYER
COITAL BLEEDING  
DEVICE DAMAGE  
DEVICE DISLOCATION  

8561704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561704 NON-EXPEDITED N OT US-BAYER-2012-045205 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8561708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561708 NON-EXPEDITED N US-TEVA-337790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8561799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561799 NON-EXPEDITED N US-TEVA-337720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8561818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561818 NON-EXPEDITED N US-TEVA-337722USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8561844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561844 NON-EXPEDITED N US-TEVA-337724USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PRILOSEC C  

8561869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561869 NON-EXPEDITED N US-TEVA-337726USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8561892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561892 NON-EXPEDITED N US-BAYER-2012-046971 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8561893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561893 NON-EXPEDITED N US-BAYER-2012-046923 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 17 DAY BAYER
PAIN  
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8561894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561894 NON-EXPEDITED Y US-BAYER-2012-046010 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8561895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561895 NON-EXPEDITED Y US-BAYER-2012-046200 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8561896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561896 NON-EXPEDITED N US-BAYER-2012-046322 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8561897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561897 NON-EXPEDITED N US-BAYER-2012-046967 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8561898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561898 NON-EXPEDITED Y US-BAYER-2012-046376 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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8561899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561899 NON-EXPEDITED N US-BAYER-2012-046970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
DEPRESSED MOOD  
LIBIDO DECREASED  
RASH  
WEIGHT INCREASED  

8561900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561900 NON-EXPEDITED Y US-BAYER-2012-046278 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8561902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561902 NON-EXPEDITED N US-BAYER-2012-046991 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 370 DAY BAYER

MIRENA S  BAYER

8561903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561903 NON-EXPEDITED N US-BAYER-2012-045645 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8561905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561905 NON-EXPEDITED Y US-BAYER-2012-045846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 133 DAY BAYER
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8561906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561906 NON-EXPEDITED N US-BAYER-2012-046175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8561907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561907 NON-EXPEDITED Y US-BAYER-2012-046969 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8561908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561908 NON-EXPEDITED Y US-BAYER-2012-046119 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 113 DAY BAYER

8561934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8561934 NON-EXPEDITED N US-TEVA-337781USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  

8562327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562327 NON-EXPEDITED N US-BAYER-2012-040369 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
ABDOMINAL PAIN LOWER  
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8562442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562442 EXPEDITED (15-DAY) Y HO,DS,CA FR-TEVA-7048238 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUSAC'S SYNDROME LEVONORGESTREL S ORAL 1 Dosage forms;  DURAMED
ENCEPHALOPATHY ISOTRETINOIN S ORAL 50 Milligram;  
ARTERIAL DISORDER  
HYPOACUSIS  

8562461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562461 NON-EXPEDITED N US-BAYER-2012-046256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 381 DAY BAYER

8562462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562462 NON-EXPEDITED Y US-BAYER-2012-046314 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8562463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562463 NON-EXPEDITED N US-BAYER-2012-046222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER

8562465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562465 NON-EXPEDITED Y OT US-BAYER-2012-045828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

Page: 10,696 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8562467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562467 NON-EXPEDITED N OT US-BAYER-2012-045898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
DEVICE EXPULSION  

8562468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562468 NON-EXPEDITED N US-BAYER-2012-045844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8562470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562470 NON-EXPEDITED N OT US-BAYER-2012-045635 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8562471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562471 NON-EXPEDITED Y US-BAYER-2012-045946 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 401 DAY BAYER
COITAL BLEEDING  

8562473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562473 EXPEDITED (15-DAY) N OT US-BAYER-2012-044992 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE WITH AURA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
HEART RATE INCREASED  
HYPERTHYROIDISM  
VISUAL IMPAIRMENT  
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8562517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562517 NON-EXPEDITED Y US-BAYER-2012-046364 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8562641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562641 NON-EXPEDITED N OT US-BAYER-2012-046113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE EXPULSION  
PAIN  

8562645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562645 NON-EXPEDITED N US-TEVA-337807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8562651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562651 NON-EXPEDITED N US-TEVA-337718USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ZYRTEC C  
MENSTRUATION IRREGULAR  

8562688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562688 NON-EXPEDITED N US-TEVA-337809USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CLONAZEPAM C  
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8562740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562740 NON-EXPEDITED N US-TEVA-337804USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8562889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562889 NON-EXPEDITED N US-TEVA-337795USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE  
PELVIC PAIN  

8562950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8562950 NON-EXPEDITED N US-TEVA-337727USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8563009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563009 NON-EXPEDITED N US-TEVA-337801USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

8563086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563086 NON-EXPEDITED N US-TEVA-337794USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8563191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563191 NON-EXPEDITED N US-TEVA-337796USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8563288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563288 NON-EXPEDITED N US-TEVA-337803USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA ZYRTEC C  

8563354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563354 NON-EXPEDITED N US-BAYER-2012-045724 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8563355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563355 NON-EXPEDITED N US-BAYER-2012-046163 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  
UTERINE SPASM  

8563356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563356 NON-EXPEDITED N US-BAYER-2012-046843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPHONIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8563357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563357 NON-EXPEDITED Y US-BAYER-2012-047213 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8563358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563358 NON-EXPEDITED Y US-BAYER-2012-047450 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8563360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563360 NON-EXPEDITED N US-BAYER-2012-046839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8563361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563361 NON-EXPEDITED N US-BAYER-2012-045858 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 31 DAY BAYER

MIRENA S  BAYER

8563362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563362 NON-EXPEDITED N US-BAYER-2012-046442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8563363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563363 NON-EXPEDITED Y US-BAYER-2012-046826 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 112 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8563369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563369 NON-EXPEDITED N US-TEVA-337812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
IRRITABILITY  

8563401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563401 NON-EXPEDITED Y US-BAYER-2012-046808 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 24 DAY BAYER

8563490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563490 NON-EXPEDITED N US-TEVA-337816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8563621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563621 NON-EXPEDITED N US-TEVA-337819USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8563643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563643 NON-EXPEDITED N US-TEVA-337825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8563674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563674 NON-EXPEDITED N US-TEVA-337966USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DIET SUPPRESSANT C ORAL  

8563686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563686 NON-EXPEDITED N US-TEVA-337968USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8563698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2012 8563698 NON-EXPEDITED N US-TEVA-337964USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ALEVE C ORAL  

ALEVE C  
ADVIL C ORAL  
ADVIL C  

7876986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 7876986 EXPEDITED (15-DAY) Y US-BAYER-2011-023936 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE DISLOCATION  
FEELING ABNORMAL  

8466088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8466088 NON-EXPEDITED N OT US-BAYER-2012-024275 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8475442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8475442 NON-EXPEDITED N OT US-BAYER-2012-026644 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8480123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8480123 NON-EXPEDITED Y OT US-BAYER-2012-027166 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

HAEMORRHAGIC OVARIAN CYST PARAGARD T380A S INTRAUTERINE UNK  

8484092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8484092 EXPEDITED (15-DAY) N OT US-BAYER-2012-029047 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 353 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8502065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8502065 NON-EXPEDITED N US-TEVA-332542USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT  
BREAST PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
NIPPLE DISORDER  
OFF LABEL USE  
PREGNANCY  
SKIN DISCOLOURATION  
SKIN STRIAE  
SUPERFICIAL VEIN PROMINENCE  

8525315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8525315 NON-EXPEDITED Y US-BAYER-2012-038679 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8537634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8537634 NON-EXPEDITED N US-TEVA-335630USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8543778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8543778 NON-EXPEDITED N US-BAYER-2012-041820 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE KINK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE COMPLICATION  

8543981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8543981 NON-EXPEDITED N US-BAYER-2012-039413 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8550335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8550335 NON-EXPEDITED N US-TEVA-336702USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8552121 NON-EXPEDITED N US-TEVA-336905USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8552517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8552517 NON-EXPEDITED N US-TEVA-336909USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8564115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564115 NON-EXPEDITED Y US-BAYER-2012-047601 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8564116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564116 NON-EXPEDITED N US-BAYER-2012-047615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 12 DAY BAYER

8564117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564117 NON-EXPEDITED N US-BAYER-2012-046866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8564118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564118 NON-EXPEDITED Y US-BAYER-2012-047548 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8564120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564120 NON-EXPEDITED N US-BAYER-2012-047595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 410 DAY BAYER

8564121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564121 NON-EXPEDITED N US-BAYER-2012-047598 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8564122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564122 NON-EXPEDITED Y US-BAYER-2012-047436 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

8564125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564125 NON-EXPEDITED N US-BAYER-2012-047610 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8564126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564126 NON-EXPEDITED N US-BAYER-2012-047506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8564127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564127 NON-EXPEDITED N US-BAYER-2012-047433 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

MIRENA S  BAYER

8564228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564228 NON-EXPEDITED N US-TEVA-338038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8564289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564289 NON-EXPEDITED N US-TEVA-338019USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN LYRICA C ORAL 450 Milligram;  
MALAISE TYLENOL C  
NAUSEA ASPIRIN C  
DIZZINESS CHLOR-TRIMETON C  

8564370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564370 NON-EXPEDITED N US-TEVA-338008USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564381 NON-EXPEDITED N US-TEVA-338004USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564556 NON-EXPEDITED N US-TEVA-338047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564631 NON-EXPEDITED N US-TEVA-337967USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8564634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564634 NON-EXPEDITED N US-TEVA-338045USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564649 NON-EXPEDITED N US-TEVA-337969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564654 NON-EXPEDITED N US-TEVA-338042USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZITHROMAX C  

8564703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564703 NON-EXPEDITED N US-TEVA-338059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8564710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564710 NON-EXPEDITED Y OT US-BAYER-2012-046145 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

Page: 10,710 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8564712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564712 NON-EXPEDITED N US-BAYER-2012-047910 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  

8564713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564713 EXPEDITED (15-DAY) N OT US-BAYER-2012-045272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE BREAKAGE  
DEVICE EXPULSION  

8564717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564717 NON-EXPEDITED Y OT US-BAYER-2012-046498 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8564718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564718 NON-EXPEDITED Y US-BAYER-2012-047878 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8564720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564720 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-045728 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMBOLISM VENOUS MIRENA S  BAYER
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Detailed Report
8564755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564755 NON-EXPEDITED N US-TEVA-338050USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  
SLOW RELEASE IRON C  
VITAMIN D C  

8564769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564769 NON-EXPEDITED N US-TEVA-338043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564772 NON-EXPEDITED N US-TEVA-337972USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564775 NON-EXPEDITED Y US-BAYER-2012-047948 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8564776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564776 NON-EXPEDITED N US-BAYER-2012-046350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8564794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564794 NON-EXPEDITED N US-TEVA-338052USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564809 NON-EXPEDITED N US-TEVA-338057USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564869 NON-EXPEDITED N US-TEVA-338064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564889 NON-EXPEDITED N US-TEVA-338025USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
SOMNOLENCE  
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Detailed Report
8564953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8564953 NON-EXPEDITED N US-TEVA-338191USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
FATIGUE  
PELVIC PAIN  
VOMITING  

8565379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565379 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-045176 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S  BAYER

8565439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565439 NON-EXPEDITED N OT US-BAYER-2012-046384 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENSTRUATION DELAYED  

8565471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565471 NON-EXPEDITED N US-BAYER-2012-046801 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8565472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565472 NON-EXPEDITED Y US-BAYER-2012-046344 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER
DEVICE EXPULSION  

8565473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565473 NON-EXPEDITED N US-BAYER-2012-048030 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 59 DAY BAYER

8565474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565474 NON-EXPEDITED Y US-BAYER-2012-047938 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8565475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565475 NON-EXPEDITED N US-BAYER-2012-047532 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8565477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565477 NON-EXPEDITED Y US-BAYER-2012-045184 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER

MIRENA S  BAYER
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Detailed Report
8565500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565500 NON-EXPEDITED Y US-BAYER-2012-047994 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8565725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565725 NON-EXPEDITED Y US-BAYER-2012-048109 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8565907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8565907 NON-EXPEDITED N OT US-BAYER-2012-047059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER

8575190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2012 8575190 DIRECT Y HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONIQUE S ORAL 0.15-0.03 & 0.01 MG

TABS; 1 TABLET DAILY
PO

 TEVA
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Detailed Report
8536092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8536092 NON-EXPEDITED N US-BAYER-2012-036782 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ACNE  
BLOOD PRESSURE INCREASED  
DYSMENORRHOEA  
FLUID RETENTION  
OEDEMA PERIPHERAL  
PAIN IN EXTREMITY  
SWELLING FACE  
WEIGHT INCREASED  

8553368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8553368 EXPEDITED (15-DAY) Y HO,LT,OT CA-BAYER-2012-042517 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SEPSIS  

8555059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8555059 NON-EXPEDITED N OT US-BAYER-2012-045192 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 536 DAY BAYER
DEVICE BREAKAGE  
DEVICE DISLOCATION  

8564777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8564777 NON-EXPEDITED N US-BAYER-2012-046085 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER
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Detailed Report
8566163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566163 NON-EXPEDITED N US-TEVA-338235USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566262 NON-EXPEDITED N US-TEVA-338241USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566293 NON-EXPEDITED Y US-BAYER-2012-048043 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8566294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566294 NON-EXPEDITED N US-BAYER-2012-048038 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8566295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566295 NON-EXPEDITED Y US-BAYER-2012-047973 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8566296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566296 NON-EXPEDITED N US-BAYER-2012-047431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8566297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566297 NON-EXPEDITED N US-BAYER-2012-047186 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER

8566326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566326 NON-EXPEDITED N US-TEVA-338224USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
NAUSEA  

8566592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566592 NON-EXPEDITED N US-TEVA-338264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566607 NON-EXPEDITED N US-TEVA-338333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566632 NON-EXPEDITED N US-TEVA-338321USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,719 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8566648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566648 NON-EXPEDITED N US-TEVA-338178USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566654 NON-EXPEDITED Y US-BAYER-2012-048279 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 14 DAY BAYER

8566670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566670 NON-EXPEDITED Y US-BAYER-2012-048249 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8566926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566926 NON-EXPEDITED N US-TEVA-338263USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8566945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566945 EXPEDITED (15-DAY) Y OT US-
WATSON-2012-07608

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK QUASENSE S ORAL 1 tablet daily 2 DAY WATSON
DYSARTHRIA QUASENSE S ORAL 1 tablet daily  WATSON
HEADACHE  
HYPOAESTHESIA  
MALAISE  
PAIN IN EXTREMITY  
VERTIGO  
VISUAL IMPAIRMENT  

8566951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566951 NON-EXPEDITED N US-TEVA-338192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8566954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566954 NON-EXPEDITED N US-TEVA-338262USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566968 NON-EXPEDITED N US-TEVA-338254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8566969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566969 NON-EXPEDITED N US-TEVA-338291USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8566999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8566999 NON-EXPEDITED N US-TEVA-338266USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8567016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567016 NON-EXPEDITED N US-TEVA-338237USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8567089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567089 NON-EXPEDITED N OT US-BAYER-2012-046071 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA ALIMENTARY TRACT AND

METABOLISM
C  

ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  

8567218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567218 NON-EXPEDITED N US-TEVA-338227USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8567231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567231 NON-EXPEDITED N US-TEVA-338171USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8567319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567319 NON-EXPEDITED N US-BAYER-2012-048411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8567357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567357 NON-EXPEDITED N US-TEVA-338520USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MENSTRUATION IRREGULAR  
PELVIC PAIN  

8567403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567403 NON-EXPEDITED Y US-BAYER-2012-048503 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 4 DAY BAYER

8567452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567452 NON-EXPEDITED N US-BAYER-2012-048600 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 28 DAY BAYER
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Detailed Report
8567453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567453 NON-EXPEDITED Y US-BAYER-2012-048641 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8567454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567454 NON-EXPEDITED N US-BAYER-2012-048597 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8567457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567457 NON-EXPEDITED Y US-BAYER-2012-048110 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE REACTION CLIMARA PRO S TOPICAL UNK  BAYER

8567458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567458 NON-EXPEDITED Y US-BAYER-2012-048637 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 48 DAY BAYER

8567495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567495 NON-EXPEDITED N US-BAYER-2012-048669 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8567496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2012 8567496 NON-EXPEDITED Y US-BAYER-2012-048649 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8492529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8492529 NON-EXPEDITED Y US-BAYER-2012-030208 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
UTERINE PAIN MIRENA S  BAYER
DISCOMFORT DOXYCYCLINE C ORAL 100 mg, BID 10 DAY

8513720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8513720 NON-EXPEDITED N US-BAYER-2012-034663 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DISCOMFORT MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8529050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8529050 NON-EXPEDITED Y US-BAYER-2012-030982 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8534798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8534798 NON-EXPEDITED N US-TEVA-335230USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR VITAMIN B COMPLEX C  

8553236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8553236 NON-EXPEDITED Y US-BAYER-2012-043723 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER
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Detailed Report
8553592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8553592 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012111011

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day, for 21

days and 7 days break
 PFIZER

DIZZINESS  
DRUG DOSE OMISSION  
MENSTRUAL DISORDER  
NAUSEA  

8557575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8557575 NON-EXPEDITED N OT US-BAYER-2012-044390 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8568144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568144 NON-EXPEDITED Y OT US-BAYER-2012-046192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568185 NON-EXPEDITED N US-TEVA-338511USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE ADVIL C  
MENSTRUATION IRREGULAR  
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Detailed Report
8568283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568283 NON-EXPEDITED N US-TEVA-338497USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8568288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568288 NON-EXPEDITED N US-BAYER-2012-048737 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AMENORRHOEA  
MEDICAL DEVICE PAIN  

8568294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568294 NON-EXPEDITED N US-BAYER-2012-048646 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 102 DAY BAYER
DEVICE EXPULSION  

8568295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568295 NON-EXPEDITED N US-BAYER-2012-047640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMAL CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FURUNCLE  

8568297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568297 NON-EXPEDITED N US-BAYER-2012-048266 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 17 DAY BAYER
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8568298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568298 NON-EXPEDITED Y US-BAYER-2012-048454 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568299 NON-EXPEDITED Y US-BAYER-2012-048253 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568301 NON-EXPEDITED Y US-BAYER-2012-048588 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8568302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568302 NON-EXPEDITED Y US-BAYER-2012-048433 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 12 DAY BAYER

8568305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568305 NON-EXPEDITED Y US-BAYER-2012-048698 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8568306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568306 NON-EXPEDITED Y US-BAYER-2012-048743 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 11 DAY BAYER
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8568307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568307 NON-EXPEDITED Y US-BAYER-2012-048574 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8568309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568309 NON-EXPEDITED Y US-BAYER-2012-048736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568310 NON-EXPEDITED N US-BAYER-2012-048689 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8568311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568311 NON-EXPEDITED N US-BAYER-2012-048463 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568330 NON-EXPEDITED Y OT US-BAYER-2012-045698 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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8568331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568331 NON-EXPEDITED N OT US-BAYER-2012-045840 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8568623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568623 NON-EXPEDITED N US-TEVA-338440USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE NUVARING C  

8568641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568641 NON-EXPEDITED N US-TEVA-338539USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8568681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568681 NON-EXPEDITED N US-TEVA-338544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8568699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568699 NON-EXPEDITED Y US-BAYER-2012-048865 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
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8568700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568700 NON-EXPEDITED Y US-BAYER-2012-048891 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8568701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568701 NON-EXPEDITED N US-BAYER-2012-048871 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8568702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568702 NON-EXPEDITED N US-BAYER-2012-048901 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8568703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568703 NON-EXPEDITED N US-BAYER-2012-048491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S  BAYER
FEELING ABNORMAL  
NAUSEA  

8568704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568704 NON-EXPEDITED N US-BAYER-2012-048740 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8568705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568705 NON-EXPEDITED Y US-BAYER-2012-048894 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 43 DAY BAYER
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8568707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568707 NON-EXPEDITED N US-BAYER-2012-048298 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE 52 mg, ONCE 952 DAY BAYER

8568708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568708 NON-EXPEDITED N US-BAYER-2012-048727 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8568709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568709 NON-EXPEDITED Y US-BAYER-2012-048620 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 134 DAY BAYER

MIRENA S  BAYER

8568740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568740 NON-EXPEDITED N US-TEVA-338427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8568794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568794 NON-EXPEDITED N US-TEVA-338423USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
AMPHETAMINE SULFATE C  
WELLBUTRIN C  
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Detailed Report
8568800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568800 NON-EXPEDITED N US-TEVA-338550USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8568807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568807 NON-EXPEDITED N US-TEVA-338552USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8568843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568843 NON-EXPEDITED N US-BAYER-2012-047955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S  BAYER

8568845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568845 NON-EXPEDITED N US-BAYER-2012-048690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8568846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568846 NON-EXPEDITED N US-BAYER-2012-048966 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1018 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8568848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8568848 NON-EXPEDITED N US-TEVA-338553USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 10,733 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8569071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569071 NON-EXPEDITED N US-TEVA-338525USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  

8569150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569150 NON-EXPEDITED Y US-BAYER-2012-048306 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 75 DAY BAYER

8569151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569151 NON-EXPEDITED Y US-BAYER-2012-049023 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8569152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569152 NON-EXPEDITED N US-BAYER-2012-049032 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8569212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569212 NON-EXPEDITED N US-BAYER-2012-048451 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S 20 mcg/24hr, UNK  BAYER
PENILE PAIN  
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8569213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569213 NON-EXPEDITED Y OT US-BAYER-2012-045944 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
DEVICE EXPULSION  

8569228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569228 NON-EXPEDITED Y US-BAYER-2012-049019 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 189 DAY BAYER

8569229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569229 NON-EXPEDITED Y US-BAYER-2012-049040 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK  BAYER
PROCEDURAL PAIN  

8569230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569230 NON-EXPEDITED Y US-BAYER-2012-049038 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8569231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569231 NON-EXPEDITED N US-BAYER-2012-049077 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VOMITING  
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Detailed Report
8569518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569518 NON-EXPEDITED N US-TEVA-338655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8569524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569524 NON-EXPEDITED N US-BAYER-2012-049084 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 35 DAY BAYER

MIRENA S UNK  BAYER

8569525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569525 NON-EXPEDITED Y US-BAYER-2012-049087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8569526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569526 EXPEDITED (15-DAY) N OT US-BAYER-2012-045886 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S 20 mcg/24hr, CONT 70 DAY BAYER
DERMOID CYST  

8569528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569528 NON-EXPEDITED Y US-BAYER-2012-049024 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 44 DAY BAYER

8569538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569538 NON-EXPEDITED N US-TEVA-338657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8569553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569553 NON-EXPEDITED N US-TEVA-338656USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8569617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569617 NON-EXPEDITED N US-TEVA-338659USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMIN D C  
MULTI-VITAMIN C  

8569636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569636 NON-EXPEDITED N US-TEVA-338660USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN ALLERGY
MEDICATION

C  

8569646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569646 NON-EXPEDITED N US-TEVA-338625USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLOOD URINE PRESENT  
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
URINARY TRACT INFECTION  
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8569662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569662 NON-EXPEDITED N US-TEVA-338614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8569687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569687 NON-EXPEDITED N US-TEVA-338604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST SWELLING  
HEADACHE  
NIPPLE DISORDER  

8569705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2012 8569705 NON-EXPEDITED N US-TEVA-338580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8133312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8133312 NON-EXPEDITED Y US-BAYER-2011-082660 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 394 DAY BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  
DYSPAREUNIA  
MENORRHAGIA  
METRORRHAGIA  
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8183762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8183762 NON-EXPEDITED N OT US-BAYER-2011-096363 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

8200083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8200083 NON-EXPEDITED Y OT US-BAYER-2011-100766 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE ZYRTEC C  
VAGINAL HAEMORRHAGE LEVOTHYROXINE SODIUM C  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8268453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8268453 NON-EXPEDITED N OT US-BAYER-2011-110772 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8330151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8330151 NON-EXPEDITED N OT US-BAYER-2012-002991 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
AMENORRHOEA  
DEVICE DISLOCATION  
DEVICE EXPULSION  
FLATULENCE  
HAEMORRHAGE IN PREGNANCY  
VAGINAL HAEMORRHAGE  
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8337639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8337639 NON-EXPEDITED N OT US-BAYER-2012-004066 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 199 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  

8505130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8505130 NON-EXPEDITED Y OT US-BAYER-2012-033423 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 197 DAY BAYER
ACNE  
GENITAL HAEMORRHAGE  
HEADACHE  
MENORRHAGIA  
MENSTRUAL DISORDER  
MENSTRUATION IRREGULAR  
MOOD ALTERED  
OVARIAN CYST  
PELVIC PAIN  
PROCEDURAL PAIN  
WEIGHT INCREASED  
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8517003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8517003 NON-EXPEDITED N OT US-BAYER-2012-035041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DRUG INEFFECTIVE  
NAUSEA  
PAIN  
PROCEDURAL PAIN  
WEIGHT DECREASED  

8527155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8527155 NON-EXPEDITED Y OT US-BAYER-2012-037913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
MEDICAL DEVICE DISCOMFORT  
PRODUCT SHAPE ISSUE  

8532131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8532131 NON-EXPEDITED N OT US-BAYER-2012-038953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER

8536898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8536898 NON-EXPEDITED N US-BAYER-2012-040393 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 215 DAY BAYER
DEVICE EXPULSION UNKNOWN DRUG C UNK 1 DAY
DYSMENORRHOEA  
MENORRHAGIA  
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Detailed Report
8548831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8548831 EXPEDITED (15-DAY) N OT US-BAYER-2012-042379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8558866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8558866 NON-EXPEDITED Y US-BAYER-2012-044081 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 58 DAY BAYER

8559049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8559049 EXPEDITED (15-DAY) Y OT NO-BAYER-2012-043447 47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
CERVICAL DYSPLASIA MIRENA S  BAYER
MUCOSAL HAEMORRHAGE  

8570318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570318 NON-EXPEDITED N US-TEVA-338612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8570360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570360 NON-EXPEDITED N US-TEVA-338581USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8570527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570527 NON-EXPEDITED N US-BAYER-2012-049175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8570529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570529 NON-EXPEDITED Y US-BAYER-2012-049219 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8570530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570530 NON-EXPEDITED Y US-BAYER-2012-049132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8570532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570532 NON-EXPEDITED N US-BAYER-2012-049167 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 2 DAY BAYER

8570610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570610 NON-EXPEDITED N US-TEVA-338654USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8570665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570665 NON-EXPEDITED N US-BAYER-2012-046878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
MALAISE  
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Detailed Report
8570666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570666 NON-EXPEDITED Y US-BAYER-2012-049096 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER

8570675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570675 NON-EXPEDITED N US-TEVA-338579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8570800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570800 NON-EXPEDITED N US-BAYER-2012-048542 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S  BAYER

8570823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570823 NON-EXPEDITED N US-TEVA-338597USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORVASC C  
AMOXICILLIN C  

8570850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570850 NON-EXPEDITED Y US-BAYER-2012-049482 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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8570853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570853 NON-EXPEDITED Y US-BAYER-2012-049495 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 57 DAY BAYER

8570886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570886 NON-EXPEDITED N US-BAYER-2012-046874 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 915 DAY BAYER

8570894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8570894 NON-EXPEDITED N US-BAYER-2012-047056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN LOWER  
BREAST PAIN  
DIARRHOEA  
MENSTRUATION DELAYED  
OVARIAN DISORDER  
VAGINAL DISCHARGE  

8571061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571061 NON-EXPEDITED N OT US-BAYER-2012-046867 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8571062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571062 NON-EXPEDITED N OT US-BAYER-2012-046875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8571064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571064 NON-EXPEDITED N OT US-BAYER-2012-046422 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8571065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571065 NON-EXPEDITED N OT US-BAYER-2012-046886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BREAST ENLARGEMENT  
BREAST TENDERNESS  
GENITAL HAEMORRHAGE  
NAUSEA  
VAGINAL HAEMORRHAGE  

8571066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571066 EXPEDITED (15-DAY) N OT US-BAYER-2012-046901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LOSS OF CONSCIOUSNESS  
MIGRAINE  

8571246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571246 NON-EXPEDITED N OT US-BAYER-2012-048469 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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8571247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571247 NON-EXPEDITED Y OT US-BAYER-2012-048238 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 20 DAY BAYER

8571248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571248 NON-EXPEDITED Y OT US-BAYER-2012-046959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8571250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571250 NON-EXPEDITED N OT US-BAYER-2012-047650 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8571271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571271 NON-EXPEDITED N US-TEVA-338658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571273 NON-EXPEDITED N US-TEVA-338667USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED JUNEL 1.5/30 C  

8571287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571287 EXPEDITED (15-DAY) Y OT IN-BAYER-2012-046080 43 YR Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8571288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571288 EXPEDITED (15-DAY) Y OT IN-BAYER-2012-046525 48 YR Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8571310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571310 NON-EXPEDITED N US-TEVA-338663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571430 NON-EXPEDITED N US-TEVA-338668USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571445 NON-EXPEDITED N US-BAYER-2012-049509 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 816 DAY BAYER
MENORRHAGIA  

Page: 10,748 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8571446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571446 NON-EXPEDITED N US-BAYER-2012-047262 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
BREAST TENDERNESS  
DYSURIA  
MENSTRUAL DISORDER  
PALPITATIONS  
POLLAKIURIA  
TINNITUS  
VULVOVAGINAL MYCOTIC INFECTION  

8571496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571496 NON-EXPEDITED N US-TEVA-338820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  

8571534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571534 NON-EXPEDITED N US-TEVA-338805USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8571547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571547 NON-EXPEDITED N US-TEVA-338885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

Page: 10,749 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8571568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571568 NON-EXPEDITED N OT US-BAYER-2012-048446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DYSPAREUNIA  

8571717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571717 NON-EXPEDITED N US-TEVA-338662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571732 NON-EXPEDITED N US-BAYER-2012-049659 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER

8571733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571733 NON-EXPEDITED N US-BAYER-2012-049714 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8571734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571734 NON-EXPEDITED N US-BAYER-2012-049654 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8571744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571744 NON-EXPEDITED N US-TEVA-338664USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8571769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571769 NON-EXPEDITED N US-TEVA-338666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571785 NON-EXPEDITED N OT US-BAYER-2012-047054 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  

8571912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571912 NON-EXPEDITED N US-BAYER-2012-049679 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8571913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571913 NON-EXPEDITED N US-BAYER-2012-049706 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 96 DAY BAYER
PAIN  
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Detailed Report
8571934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571934 NON-EXPEDITED N US-TEVA-338821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN UNSPECIFIED INGREDIENT S ORAL  

8571943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571943 NON-EXPEDITED N US-TEVA-338670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8571944 NON-EXPEDITED N US-TEVA-338669USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8572150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8572150 NON-EXPEDITED N US-TEVA-338808USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8572166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2012 8572166 NON-EXPEDITED N US-TEVA-338799USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
7236117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 7236117 NON-EXPEDITED Y OT US-
BAYER-200942055NA

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 979 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER
MEDICAL DEVICE COMPLICATION LEXAPRO C UNKNOWN DOSAGE  
DEVICE DIFFICULT TO USE UNKNOWN PILL C ORAL UNKNOWN PILL AND

UNKNOWN DOSAGE
 

UTERINE LEIOMYOMA CELEXA C 20 mg, QD  
ANAEMIA  

8157234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8157234 NON-EXPEDITED Y US-BAYER-2011-090627 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8382964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8382964 NON-EXPEDITED N US-BAYER-2012-008352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
MENOMETRORRHAGIA  

8397426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8397426 NON-EXPEDITED N OT US-BAYER-2012-011431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
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Detailed Report
8418070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8418070 EXPEDITED (15-DAY) N US-BAYER-2012-015841 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8421689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8421689 EXPEDITED (15-DAY) Y OT NL-BAYER-2012-016127 28 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE DISLOCATION  
UTERINE PERFORATION  

8450500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8450500 EXPEDITED (15-DAY) N OT US-BAYER-2012-021924 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ADVERSE EVENT  
URTICARIA  

8455818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8455818 NON-EXPEDITED Y OT US-BAYER-2012-022915 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE LISINOPRIL C  
MENORRHAGIA LIPITOR C  
MENSTRUAL DISORDER SERTRALINE HYDROCHLORIDE C  
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Detailed Report
8519582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8519582 NON-EXPEDITED N US-BAYER-2012-031992 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL DISCOMFORT  

8523500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8523500 NON-EXPEDITED N OT US-BAYER-2012-035756 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
DEVICE COMPONENT ISSUE  
DEVICE DISLOCATION  
DEVICE EXPULSION  
DEVICE ISSUE  
GALACTORRHOEA  
HORMONE LEVEL ABNORMAL  
MEDICAL DEVICE PAIN  
MENSTRUATION IRREGULAR  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8525886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8525886 NON-EXPEDITED N OT US-BAYER-2012-037067 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CYST  
PROCEDURAL PAIN  
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8526942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8526942 NON-EXPEDITED N HO US-BAYER-2012-036838 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8546134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8546134 NON-EXPEDITED Y OT US-BAYER-2012-040440 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER
ABORTION SPONTANEOUS  
GENITAL HAEMORRHAGE  
PAIN  

8546287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8546287 NON-EXPEDITED N OT US-BAYER-2012-042726 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8548127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8548127 EXPEDITED (15-DAY) N HO,OT CN-BAYER-2012-040080 36 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CARDIAC FAILURE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CARDIOMEGALY  
CHEST DISCOMFORT  
DYSPNOEA  
FACE OEDEMA  
GENERALISED OEDEMA  
LIVER INJURY  
OEDEMA PERIPHERAL  
PULMONARY HYPERTENSION  
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8559765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8559765 NON-EXPEDITED N US-TEVA-337409USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8560142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8560142 NON-EXPEDITED Y US-BAYER-2012-045306 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8564123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8564123 NON-EXPEDITED N US-BAYER-2012-047333 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
DEPRESSED MOOD  
DEPRESSION  
LIBIDO DECREASED  
NEGATIVE THOUGHTS  

8572676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572676 NON-EXPEDITED N US-TEVA-338948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
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8572679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572679 EXPEDITED (15-DAY) Y OT US-BAYER-2012-047089 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST CANCER  

8572680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572680 NON-EXPEDITED N OT US-BAYER-2012-047156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8572681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572681 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-049611 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC ADENOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8572682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572682 NON-EXPEDITED N OT US-BAYER-2012-048742 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 223 DAY BAYER
DEVICE DISLOCATION  

8572684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572684 NON-EXPEDITED N OT US-BAYER-2012-047221 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
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8572685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572685 NON-EXPEDITED Y OT US-BAYER-2012-048385 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
LIBIDO DECREASED  
MOOD ALTERED  

8572686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572686 NON-EXPEDITED N OT US-BAYER-2012-047199 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  

8572687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572687 NON-EXPEDITED N OT US-BAYER-2012-047552 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8572763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572763 NON-EXPEDITED N US-TEVA-338942USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8572783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572783 EXPEDITED (15-DAY) Y OT FI-BAYER-2012-046581 31 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
URINARY TRACT INFECTION  

8572825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572825 NON-EXPEDITED N US-BAYER-2012-049730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8572827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572827 NON-EXPEDITED N US-BAYER-2012-049747 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8572829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572829 NON-EXPEDITED N US-BAYER-2012-048745 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8572830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572830 NON-EXPEDITED Y US-BAYER-2012-049774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 454 DAY BAYER
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8572831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572831 NON-EXPEDITED N US-BAYER-2012-049755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT CLIMARA PRO S  BAYER

8572832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572832 NON-EXPEDITED Y US-BAYER-2012-049739 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8572833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572833 NON-EXPEDITED Y US-BAYER-2012-049520 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 168 DAY BAYER

8572835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572835 NON-EXPEDITED N US-BAYER-2012-048640 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8572944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8572944 NON-EXPEDITED N US-BAYER-2012-049531 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8573003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573003 NON-EXPEDITED N US-BAYER-2012-047577 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
DYSPAREUNIA  
RETCHING  
VOMITING IN PREGNANCY  

8573008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573008 NON-EXPEDITED N US-TEVA-338929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8573031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573031 NON-EXPEDITED N US-TEVA-338936USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST PAIN  
BREAST TENDERNESS  
OFF LABEL USE  

8573041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573041 NON-EXPEDITED N US-TEVA-338928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8573077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573077 NON-EXPEDITED N US-TEVA-338944USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8573087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573087 NON-EXPEDITED Y OT US-BAYER-2012-048441 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8573089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573089 NON-EXPEDITED Y OT US-BAYER-2012-048629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8573090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573090 NON-EXPEDITED N OT US-BAYER-2012-048679 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  
OCULAR ICTERUS  
PROCEDURAL PAIN  

8573091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573091 NON-EXPEDITED N HO,OT US-BAYER-2012-048430 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 10,763 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8573093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573093 NON-EXPEDITED N OT US-BAYER-2012-048228 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8573094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573094 NON-EXPEDITED N OT US-BAYER-2012-048440 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 15 DAY BAYER

8573101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573101 NON-EXPEDITED N US-TEVA-338940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OROPHARYNGEAL PAIN  

8573116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573116 NON-EXPEDITED N OT US-BAYER-2012-048666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8573119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573119 NON-EXPEDITED N US-TEVA-338937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8573162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573162 NON-EXPEDITED N US-TEVA-338962USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
HEADACHE  

8573204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573204 NON-EXPEDITED N US-TEVA-338961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8573223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573223 NON-EXPEDITED N US-TEVA-338956USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8573229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573229 NON-EXPEDITED N US-TEVA-338954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8573290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573290 NON-EXPEDITED N US-TEVA-339012USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8573295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573295 NON-EXPEDITED N US-TEVA-338951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
PREGNANCY  

8573388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573388 NON-EXPEDITED N US-BAYER-2012-047907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8573556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573556 NON-EXPEDITED N US-TEVA-339030USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8573557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573557 NON-EXPEDITED N US-TEVA-339025USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  
NAUSEA  
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8573568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573568 NON-EXPEDITED N US-TEVA-339017USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8573570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573570 NON-EXPEDITED N US-TEVA-339021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8573661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573661 NON-EXPEDITED N US-TEVA-339026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LAMICTAL C  
DORYX C  

8573673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573673 NON-EXPEDITED N US-TEVA-339020USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8573896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573896 NON-EXPEDITED Y OT US-BAYER-2012-048560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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8573931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573931 NON-EXPEDITED Y US-BAYER-2012-050133 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8573935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573935 NON-EXPEDITED N US-TEVA-339038USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR IRON C  
PELVIC PAIN MULTI-VITAMIN C  
HEADACHE  
NAUSEA  

8573968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8573968 NON-EXPEDITED N US-TEVA-339067USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8574067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574067 NON-EXPEDITED Y US-BAYER-2012-050170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8574069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574069 NON-EXPEDITED Y US-BAYER-2012-050158 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
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8574070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574070 NON-EXPEDITED N US-BAYER-2012-049809 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 192 DAY BAYER

MIRENA S  BAYER

8574108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574108 NON-EXPEDITED N US-TEVA-339035USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8574121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574121 NON-EXPEDITED N US-TEVA-339073USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA DIAZEPAM C  
VOMITING  

8574128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574128 EXPEDITED (15-DAY) N HO KR-BAYER-2012-047144 40 YR Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE UNK  BAYER
FEELING ABNORMAL  
GAIT DISTURBANCE  
INSOMNIA  
MOBILITY DECREASED  
PAIN  
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Detailed Report
8574143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574143 NON-EXPEDITED N US-TEVA-339080USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8574172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574172 NON-EXPEDITED N US-TEVA-339111USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OXCARBAZEPINE C  
CLONAZEPAM C  

8574199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574199 NON-EXPEDITED N US-BAYER-2012-049833 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

8574200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574200 NON-EXPEDITED N US-BAYER-2012-050229 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER
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Detailed Report
8574201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574201 NON-EXPEDITED N US-BAYER-2012-048395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
BLOOD OESTROGEN DECREASED  
DRY SKIN  
HAIR TEXTURE ABNORMAL  
HOT FLUSH  
LIBIDO DECREASED  
PALPITATIONS  

8574202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574202 NON-EXPEDITED N US-BAYER-2012-050205 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 78 DAY BAYER

8574317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574317 NON-EXPEDITED N US-BAYER-2012-050289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8574318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574318 NON-EXPEDITED N US-BAYER-2012-050235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8574635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8574635 NON-EXPEDITED N US-TEVA-339114USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8580344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2012 8580344 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S 12 MTH
ALOPECIA  
ANXIETY  
BACK PAIN  
DEPRESSION  
LIBIDO DECREASED  
MOOD SWINGS  
PARAESTHESIA  
THROMBOSIS  

7843062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 7843062 NON-EXPEDITED N OT US-BAYER-2011-018661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
CHILLS  
DEVICE BREAKAGE  
HYPERHIDROSIS  
PELVIC PAIN  
PRESYNCOPE  
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Detailed Report
8125767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8125767 NON-EXPEDITED Y US-BAYER-2011-082562 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 713 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 197 DAY BAYER

8417833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8417833 NON-EXPEDITED Y OT US-BAYER-2012-015500 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 21 DAY BAYER

8471572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8471572 NON-EXPEDITED N US-BAYER-2012-024624 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE UNK  BAYER
CONSTIPATION  
FEELING ABNORMAL  
VOMITING  
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Detailed Report
8523324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8523324 EXPEDITED (15-DAY) N OT GB-BAYER-2012-030405 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER
VAGINAL DISCHARGE MIRENA S  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
COMPLICATION OF DEVICE REMOVAL  
DRUG HYPERSENSITIVITY  
DRY SKIN  
ERYTHEMA  
HYPOMENORRHOEA  
INFLAMMATION  
IRRITABILITY  
MIGRAINE  
PURULENT DISCHARGE  
SKIN REACTION  

8523354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8523354 EXPEDITED (15-DAY) Y OT CR-BAYER-2012-035626 42 YR Female CRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSIVE CRISIS MIRENA S INTRAUTERINE 20 mcg/24hr, QD  BAYER
BREAST PAIN ATENOLOL C Daily dose 50 mg  
HAIR FOLLICLE TUMOUR BENIGN ATENOLOL C ORAL Daily dose 100 mg  
LIBIDO DECREASED  

8528338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8528338 NON-EXPEDITED N US-TEVA-334706USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 10,774 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8531089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8531089 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012099146

24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE NORDETTE S 1 DF, 1x/day  PFIZER
UNINTENDED PREGNANCY NORDETTE S UNK  PFIZER
ABORTION INDUCED  

8535479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8535479 NON-EXPEDITED N US-TEVA-335253USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA DOCULACE C  
MENSTRUATION IRREGULAR  

8546514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8546514 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-041257 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 226 DAY BAYER
FATIGUE  
FEELING ABNORMAL  
LOSS OF CONSCIOUSNESS  
MYALGIA  
NAUSEA  
SOMNOLENCE  

8553407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8553407 EXPEDITED (15-DAY) N HO US-BAYER-2012-043019 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
PELVIC PAIN  
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Detailed Report
8556264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8556264 EXPEDITED (15-DAY) N OT SE-BAYER-2012-042804 37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF LIBIDO MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 136 DAY BAYER
DEPRESSION SUICIDAL  

8564438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8564438 NON-EXPEDITED N US-TEVA-337965USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8566292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8566292 NON-EXPEDITED N US-TEVA-338170USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8574994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8574994 NON-EXPEDITED Y OT US-BAYER-2012-048709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8574996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8574996 NON-EXPEDITED Y OT US-BAYER-2012-050189 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER
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Detailed Report
8574997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8574997 EXPEDITED (15-DAY) N OT US-BAYER-2012-048547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S UNK  BAYER

8574998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8574998 NON-EXPEDITED Y HO US-BAYER-2012-048650 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER

PELVIC PAIN  

8574999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8574999 NON-EXPEDITED N OT US-BAYER-2012-048898 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL DISCOMFORT  

8575000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575000 NON-EXPEDITED Y OT US-BAYER-2012-049125 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 164 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
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Detailed Report
8575002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575002 NON-EXPEDITED N OT US-BAYER-2012-048427 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 299 DAY BAYER
DEVICE EXPULSION  
MENORRHAGIA  
PAIN  

8575003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575003 NON-EXPEDITED N OT US-BAYER-2012-049070 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

FEELING ABNORMAL  
GALACTORRHOEA  
VAGINAL HAEMORRHAGE  

8575004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575004 EXPEDITED (15-DAY) Y OT US-BAYER-2012-048510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL ULCERATION  

8575012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575012 NON-EXPEDITED N US-TEVA-339120USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8575016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575016 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-047788 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY MIRENA S UNK 1413 DAY BAYER
PREMATURE MENOPAUSE IMPLANON S SUBCUTANEOUS UNK  
OSTEOPOROSIS  

8575017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575017 EXPEDITED (15-DAY) Y OT SE-BAYER-2012-047679 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S  BAYER
BREAST DISCOMFORT  
FUNGAL INFECTION  
WEIGHT INCREASED  

8575043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575043 EXPEDITED (15-DAY) Y OT AT-BAYER-2012-047844 22 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S UNK  BAYER
HEMIPLEGIA  
MITRAL VALVE INCOMPETENCE  

8575044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575044 EXPEDITED (15-DAY) N OT BR-BAYER-2012-047860 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1825 DAY BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CRYING  
PREMENSTRUAL SYNDROME  
VAGINAL HAEMORRHAGE  
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Detailed Report
8575064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575064 EXPEDITED (15-DAY) N OT US-BAYER-2012-048214 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTIGMATISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8575085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575085 NON-EXPEDITED Y US-BAYER-2012-050276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8575086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575086 NON-EXPEDITED Y US-BAYER-2012-048934 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8575087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575087 NON-EXPEDITED Y US-BAYER-2012-050395 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 25 DAY BAYER

8575088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575088 NON-EXPEDITED N US-BAYER-2012-050353 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK 422 DAY BAYER
DEVICE EXPULSION  

8575090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575090 NON-EXPEDITED Y US-BAYER-2012-050330 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
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Detailed Report
8575092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575092 NON-EXPEDITED N OT US-BAYER-2012-048537 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
OVARIAN CYST  
UTERINE HAEMORRHAGE  

8575093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575093 NON-EXPEDITED N US-BAYER-2012-049148 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8575094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575094 NON-EXPEDITED Y US-BAYER-2012-050269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8575095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575095 NON-EXPEDITED N US-BAYER-2012-048920 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER
COITAL BLEEDING  
DEVICE EXPULSION  

8575096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575096 NON-EXPEDITED Y US-BAYER-2012-050303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8575097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575097 NON-EXPEDITED Y US-BAYER-2012-050243 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
MENORRHAGIA  

8575099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575099 NON-EXPEDITED N US-BAYER-2012-049538 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8575100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575100 NON-EXPEDITED N US-BAYER-2012-050320 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8575171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575171 NON-EXPEDITED N US-TEVA-339130USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8575236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575236 NON-EXPEDITED N US-TEVA-339135USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8575276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575276 NON-EXPEDITED N US-TEVA-339291USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575328 NON-EXPEDITED N US-TEVA-339290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C ORAL  

8575423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575423 NON-EXPEDITED N US-TEVA-339113USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575442 NON-EXPEDITED N US-TEVA-339152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575476 NON-EXPEDITED N US-TEVA-339144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
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Detailed Report
8575555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575555 NON-EXPEDITED N US-TEVA-339133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575597 NON-EXPEDITED N US-TEVA-339146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8575604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575604 NON-EXPEDITED Y OT US-BAYER-2012-049669 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
ABDOMINAL PAIN  

8575605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575605 NON-EXPEDITED N US-BAYER-2012-049552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8575606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575606 NON-EXPEDITED N OT US-BAYER-2012-049748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8575611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575611 NON-EXPEDITED N US-TEVA-339141USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575622 NON-EXPEDITED N US-BAYER-2012-050647 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 62 DAY BAYER

8575623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575623 NON-EXPEDITED N US-BAYER-2012-050633 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8575624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575624 NON-EXPEDITED N US-BAYER-2012-050295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S  BAYER

8575626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575626 NON-EXPEDITED Y OT US-BAYER-2012-050265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8575627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575627 NON-EXPEDITED Y OT US-BAYER-2012-050155 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
GENITAL HAEMORRHAGE  

8575628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575628 NON-EXPEDITED N US-BAYER-2012-050675 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8575644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575644 NON-EXPEDITED Y OT US-BAYER-2012-050607 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8575646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575646 NON-EXPEDITED N OT US-BAYER-2012-050667 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
METRORRHAGIA  

8575648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575648 NON-EXPEDITED Y OT US-BAYER-2012-050257 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8575650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575650 NON-EXPEDITED N US-TEVA-339149USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BETA BLOCKERS C  

8575677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575677 NON-EXPEDITED N US-TEVA-339157USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8575727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575727 NON-EXPEDITED N US-TEVA-339153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8575762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575762 NON-EXPEDITED N US-TEVA-339166USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8575791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575791 NON-EXPEDITED N US-TEVA-339158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN LEVONORGESTREL S ORAL  

8575852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575852 NON-EXPEDITED Y US-BAYER-2012-050705 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER

8575853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575853 NON-EXPEDITED N US-BAYER-2012-049115 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DEPRESSION  
FEELING ABNORMAL  
INSOMNIA  
IRRITABILITY  
NIGHT SWEATS  
TREMOR  
WITHDRAWAL SYNDROME  

8575868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8575868 NON-EXPEDITED N US-TEVA-339168USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8576099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576099 NON-EXPEDITED N US-BAYER-2012-050753 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SOMNOLENCE  
YAWNING  

8576101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576101 NON-EXPEDITED Y US-BAYER-2012-050606 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8576102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576102 NON-EXPEDITED N US-BAYER-2012-050657 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8576149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576149 NON-EXPEDITED N OT US-BAYER-2012-048553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8576175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576175 NON-EXPEDITED N OT US-BAYER-2012-049636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
8576309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576309 NON-EXPEDITED N OT US-BAYER-2012-049740 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
POST PROCEDURAL DISCHARGE  

8576327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576327 EXPEDITED (15-DAY) Y OT US-BAYER-2012-049678 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
PENILE HAEMORRHAGE  

8576358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576358 NON-EXPEDITED N US-BAYER-2012-050807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8576359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576359 NON-EXPEDITED Y US-BAYER-2012-050813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, UNK 43 DAY BAYER

8576362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576362 NON-EXPEDITED N US-BAYER-2012-050815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8576364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576364 NON-EXPEDITED Y US-BAYER-2012-050797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

8576430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576430 NON-EXPEDITED N US-BAYER-2012-050878 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 µg/d, CONT  BAYER

8576466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576466 NON-EXPEDITED Y US-BAYER-2012-050883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8576467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576467 NON-EXPEDITED N US-BAYER-2012-050306 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S 20 µg/day  BAYER
VULVOVAGINAL DISCOMFORT  

8576528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576528 NON-EXPEDITED N US-TEVA-339401USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8576534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576534 NON-EXPEDITED N US-TEVA-339383USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNKNOWN VITAMIN C  

8576563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2012 8576563 NON-EXPEDITED N US-TEVA-339296USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MICROGESTIN FE 1/20 C  
TRAMADOL HYDROCHLORIDE C  
ANTIBIOTICS C  

8473761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8473761 NON-EXPEDITED Y OT US-BAYER-2012-025220 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 533 DAY BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PRODUCT SHAPE ISSUE  
UTERINE SPASM  

8544098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8544098 NON-EXPEDITED N OT US-BAYER-2012-042256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
8546524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8546524 NON-EXPEDITED N OT US-BAYER-2012-041593 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PELVIC PAIN  

8548841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8548841 NON-EXPEDITED N HO US-BAYER-2012-042718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER

8552315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8552315 NON-EXPEDITED Y HO US-BAYER-2012-041966 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS ALBUTEROL C  
VAGINAL HAEMORRHAGE CELEXA C  
DEVICE DISLOCATION OMEPRAZOLE C UNK UNK, QD  
DEVICE DIFFICULT TO USE XOPENEX C UNK UNK, QD  

8553493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8553493 NON-EXPEDITED Y OT US-BAYER-2012-042796 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  
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Detailed Report
8556154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8556154 NON-EXPEDITED N US-TEVA-337404USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  

8572824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8572824 NON-EXPEDITED N US-BAYER-2012-049688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
INSOMNIA CLIMARA PRO S  BAYER
MEDICATION ERROR  

8576952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8576952 NON-EXPEDITED Y OT US-BAYER-2012-049681 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8576953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8576953 NON-EXPEDITED N OT US-BAYER-2012-049802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8576956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8576956 NON-EXPEDITED N OT US-BAYER-2012-049766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
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Detailed Report
8576957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8576957 EXPEDITED (15-DAY) Y OT US-BAYER-2012-047452 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8576958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8576958 NON-EXPEDITED N OT US-BAYER-2012-049789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
SUPPRESSED LACTATION  

8577038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577038 NON-EXPEDITED N OT US-BAYER-2012-050368 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER
PELVIC PAIN  

8577039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577039 NON-EXPEDITED N OT US-BAYER-2012-050841 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8577041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577041 NON-EXPEDITED Y OT US-BAYER-2012-050782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8577042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577042 NON-EXPEDITED N OT US-BAYER-2012-050847 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8577043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577043 NON-EXPEDITED N OT US-BAYER-2012-050271 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8577044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577044 NON-EXPEDITED N OT US-BAYER-2012-050786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
MEDICAL DEVICE COMPLICATION  
MUSCLE SPASMS  
VAGINAL DISCHARGE  

8577046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577046 NON-EXPEDITED Y OT US-BAYER-2012-050826 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 162 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8577047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577047 NON-EXPEDITED N OT US-BAYER-2012-050915 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 546 DAY BAYER
AMENORRHOEA  
DEVICE EXPULSION  

8577048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577048 NON-EXPEDITED N OT US-BAYER-2012-050417 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
INJURY  
MENSTRUATION IRREGULAR  
PROCEDURAL PAIN  

8577145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577145 NON-EXPEDITED N US-BAYER-2012-050898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 151 DAY BAYER

8577146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577146 NON-EXPEDITED N US-BAYER-2012-049770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
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Detailed Report
8577147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577147 NON-EXPEDITED N US-BAYER-2012-050895 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 90 DAY BAYER

MIRENA S  BAYER

8577149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577149 NON-EXPEDITED N US-BAYER-2012-050919 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8577151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577151 NON-EXPEDITED N US-BAYER-2012-050315 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8577152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577152 NON-EXPEDITED Y US-BAYER-2012-050886 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 52 mg 400 DAY BAYER

8577242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577242 NON-EXPEDITED N US-TEVA-339293USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  
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Detailed Report
8577293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577293 NON-EXPEDITED N US-BAYER-2012-050903 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S 20 µg/d, CONT 9 DAY BAYER
DEVICE EXPULSION  

8577358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577358 NON-EXPEDITED N US-TEVA-339294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8577453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577453 NON-EXPEDITED N US-TEVA-339300USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8577551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577551 NON-EXPEDITED N US-TEVA-339327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8577663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577663 NON-EXPEDITED N US-BAYER-2012-049638 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER
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Detailed Report
8577664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577664 NON-EXPEDITED N US-BAYER-2012-050897 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 37 DAY BAYER
PAIN  

8577845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577845 NON-EXPEDITED N US-TEVA-339333USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CHANTIX C  

8577850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577850 EXPEDITED (15-DAY) N OT US-BAYER-2012-050584 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  

8577853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577853 EXPEDITED (15-DAY) N OT US-BAYER-2012-050337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S  BAYER

8577855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577855 NON-EXPEDITED Y OT US-BAYER-2012-050592 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 750 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8577858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577858 NON-EXPEDITED N OT US-BAYER-2012-050147 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8577862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577862 NON-EXPEDITED N OT US-BAYER-2012-049794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8577869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577869 NON-EXPEDITED N US-TEVA-339529USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
HEADACHE  
NAUSEA  
OFF LABEL USE  

8577919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8577919 NON-EXPEDITED N US-TEVA-339325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8578016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578016 NON-EXPEDITED N US-TEVA-339348USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578026 NON-EXPEDITED N US-TEVA-339337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578074 NON-EXPEDITED N US-TEVA-339388USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA  

8578092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578092 NON-EXPEDITED N US-TEVA-339339USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8578103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578103 NON-EXPEDITED N US-TEVA-339387USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

Page: 10,802 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8578131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578131 NON-EXPEDITED N US-TEVA-339400USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578147 NON-EXPEDITED N US-TEVA-339424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578155 NON-EXPEDITED N US-BAYER-2012-051284 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8578156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578156 NON-EXPEDITED N US-BAYER-2012-050725 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  

8578227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578227 NON-EXPEDITED N US-BAYER-2012-051248 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8578230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578230 NON-EXPEDITED N US-BAYER-2012-051398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 92 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8578256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578256 NON-EXPEDITED N US-TEVA-339394USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MAXZIDE C  

8578340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578340 NON-EXPEDITED N US-TEVA-339279USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578391 EXPEDITED (15-DAY) N OT US-BAYER-2012-050418 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK 220 DAY BAYER
ABDOMINAL PAIN  
ANHEDONIA  
DEVICE DISLOCATION  
EMOTIONAL DISTRESS  
INJURY  
PROCEDURAL PAIN  
QUALITY OF LIFE DECREASED  

8578421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578421 NON-EXPEDITED N US-TEVA-339421USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8578504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578504 NON-EXPEDITED Y US-TEVA-339431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED LEVONORGESTREL S  

8578522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578522 NON-EXPEDITED N US-TEVA-339518USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  

8578545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578545 NON-EXPEDITED N US-TEVA-339522USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578554 NON-EXPEDITED N US-TEVA-339571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578683 NON-EXPEDITED N US-TEVA-339572USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PELVIC PAIN  
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Detailed Report
8578723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578723 NON-EXPEDITED N US-TEVA-339589USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING DEPAKOTE C  
OFF LABEL USE  

8578755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578755 NON-EXPEDITED N US-TEVA-339594USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
NAUSEA  

8578811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8578811 NON-EXPEDITED N US-TEVA-339598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8590255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8590255 DIRECT Y HO,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  
DEVICE DISLOCATION  
PROCEDURAL COMPLICATION  
PROCEDURAL PAIN  
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Detailed Report
8590285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2012 8590285 DIRECT Y HO,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
COMPLICATION OF DEVICE INSERTION  

8560406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8560406 NON-EXPEDITED N US-TEVA-337547USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8561910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8561910 NON-EXPEDITED N US-TEVA-337729USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8564702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8564702 NON-EXPEDITED N US-TEVA-338018USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
URINARY TRACT INFECTION  

8579659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579659 NON-EXPEDITED Y OT US-BAYER-2012-051249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8579661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579661 NON-EXPEDITED Y OT US-BAYER-2012-051547 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8579662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579662 NON-EXPEDITED N OT US-BAYER-2012-051541 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER
DEVICE EXPULSION  

8579664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579664 NON-EXPEDITED N OT US-BAYER-2012-051509 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 99 DAY BAYER
DEVICE EXPULSION  

8579665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579665 NON-EXPEDITED Y OT US-BAYER-2012-051229 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8579666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579666 NON-EXPEDITED N OT US-BAYER-2012-051221 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 673 DAY BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  
GENITAL HAEMORRHAGE  
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Detailed Report
8579667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579667 NON-EXPEDITED Y OT US-BAYER-2012-051315 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 430 DAY BAYER
DEVICE EXPULSION  

8579818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579818 NON-EXPEDITED N US-TEVA-339614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8579858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579858 NON-EXPEDITED Y OT US-BAYER-2012-051328 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN  
PYREXIA  
VOMITING  

8579860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579860 NON-EXPEDITED N OT US-BAYER-2012-051695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ANGER  
DEVICE DISLOCATION  
MOOD ALTERED  
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Detailed Report
8579864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579864 NON-EXPEDITED N US-TEVA-339619USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8579899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579899 NON-EXPEDITED N US-BAYER-2012-051209 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8579900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579900 NON-EXPEDITED N US-BAYER-2012-051270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8579901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579901 NON-EXPEDITED Y US-BAYER-2012-050910 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8579902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579902 NON-EXPEDITED Y US-BAYER-2012-051359 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8579919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579919 NON-EXPEDITED Y US-BAYER-2012-051677 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8579920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579920 NON-EXPEDITED N US-BAYER-2012-051519 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S 20 µg/d, CONT 8 DAY BAYER

8579921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579921 NON-EXPEDITED N US-BAYER-2012-051412 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8579922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579922 NON-EXPEDITED N US-BAYER-2012-051539 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8579923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579923 NON-EXPEDITED Y US-BAYER-2012-051531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 101 DAY BAYER

8579924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579924 NON-EXPEDITED N US-BAYER-2012-051676 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL DRYNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8579925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579925 NON-EXPEDITED N US-BAYER-2012-051453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8579926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579926 NON-EXPEDITED N US-BAYER-2012-051428 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8579927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579927 NON-EXPEDITED Y US-BAYER-2012-051466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8579928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579928 NON-EXPEDITED N US-BAYER-2012-051673 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8579929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579929 NON-EXPEDITED Y US-BAYER-2012-051675 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8579931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579931 NON-EXPEDITED Y US-BAYER-2012-051367 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8579932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579932 NON-EXPEDITED Y US-BAYER-2012-051482 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
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Detailed Report
8579988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8579988 NON-EXPEDITED N US-TEVA-339635USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580059 NON-EXPEDITED N US-BAYER-2012-051760 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

MIRENA S  BAYER

8580171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580171 NON-EXPEDITED N US-TEVA-339638USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580178 NON-EXPEDITED Y US-BAYER-2012-051797 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 69 DAY BAYER

8580179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580179 NON-EXPEDITED N US-BAYER-2012-051700 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8580323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580323 NON-EXPEDITED N US-TEVA-339640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOOD CRAVING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8580347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580347 NON-EXPEDITED N US-TEVA-339628USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580359 NON-EXPEDITED N US-TEVA-339622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580367 NON-EXPEDITED N OT US-BAYER-2012-051243 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 786 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8580368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580368 NON-EXPEDITED N OT US-BAYER-2012-051256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1095 DAY BAYER
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8580377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580377 NON-EXPEDITED N US-TEVA-339610USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8580487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580487 NON-EXPEDITED N US-TEVA-339537USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580532 NON-EXPEDITED N US-TEVA-339534USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8580557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580557 NON-EXPEDITED N US-TEVA-339528USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  

8580559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580559 NON-EXPEDITED N US-TEVA-339606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8580570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580570 EXPEDITED (15-DAY) N OT US-
ABBOTT-12P-163-09373
16-00

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR LUPRON DEPOT S  
ENDOMETRIOSIS LUPRON DEPOT S  
PAIN SEASONIQUE S  
HOT FLUSH PHENTERMINE C once or twice a month 3 MTH
NIGHT SWEATS PHENTERMINE C 3 MTH

PHENTERMINE C 3 MTH
EXCEDRIN MIGRAINE C  

8580591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580591 NON-EXPEDITED Y US-BAYER-2012-051791 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8580592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580592 NON-EXPEDITED Y US-BAYER-2012-051820 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 117 DAY BAYER

8580593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580593 NON-EXPEDITED Y US-BAYER-2012-051462 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT  BAYER
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Detailed Report
8580594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580594 NON-EXPEDITED N US-BAYER-2012-051777 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8580682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580682 NON-EXPEDITED N US-TEVA-339596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8580785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8580785 NON-EXPEDITED N US-TEVA-339725USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8581072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581072 NON-EXPEDITED N US-TEVA-339728USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8581134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581134 NON-EXPEDITED Y US-BAYER-2012-051923 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 125 DAY BAYER
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Detailed Report
8581135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581135 NON-EXPEDITED Y OT US-BAYER-2012-051998 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8581170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581170 NON-EXPEDITED N US-BAYER-2012-051860 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8581209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581209 NON-EXPEDITED N US-BAYER-2012-051985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S 20 µg/d, CONT  BAYER

8581284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581284 NON-EXPEDITED N US-BAYER-2012-051908 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 276 DAY BAYER

8581285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581285 NON-EXPEDITED Y US-BAYER-2012-051682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL DREAMS MIRENA S INTRAUTERINE UNK  BAYER
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Detailed Report
8581454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581454 NON-EXPEDITED N US-TEVA-339718USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DOXYCYCLINE C  
ORTHO TRI CYCLEN C  

8581483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581483 NON-EXPEDITED N US-TEVA-339685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8581495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8581495 NON-EXPEDITED N US-TEVA-339684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8593997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8593997 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE DURING BREAST FEEDING MIRENA S  
SUPPRESSED LACTATION  
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Detailed Report
8599708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8599708 DIRECT N 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
ABORTION SPONTANEOUS  
DEVICE FAILURE  
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  

8602295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2012 8602295 DIRECT N LT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S  
ACTIVITIES OF DAILY LIVING IMPAIRED  
BLOOD URINE PRESENT  
CRYING  
CYSTITIS  
DEPRESSION  
DIZZINESS  
DRUG INEFFECTIVE  
EMOTIONAL DISORDER  
HAEMORRHAGE  
HYPERTENSION  
RESPIRATORY DISORDER  
URTICARIA  
VOMITING  
WEIGHT DECREASED  
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Detailed Report
8420164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8420164 NON-EXPEDITED Y HO US-BAYER-2012-015558 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1217 DAY BAYER
DEVICE DISLOCATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8531545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8531545 NON-EXPEDITED Y OT US-BAYER-2012-040271 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
PAIN ACETAMINOPHEN AND CODEINE C  
DEVICE EXPULSION ALBUTEROL SULFATE C  

8572815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8572815 NON-EXPEDITED N US-TEVA-338926USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8573952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8573952 NON-EXPEDITED N US-TEVA-339124USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MOOD ALTERED  
OROPHARYNGEAL PAIN  
PAIN  
PYREXIA  
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Detailed Report
8575089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8575089 NON-EXPEDITED N US-BAYER-2012-050190 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  
PELVIC PAIN  

8577037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8577037 NON-EXPEDITED N OT US-BAYER-2012-050812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINITIS BACTERIAL  

8582417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582417 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-050196 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE  BAYER
INFERTILITY IMPLANON C UNK 91 DAY

8582459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582459 NON-EXPEDITED Y OT US-BAYER-2012-051904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK 66 DAY BAYER
DEVICE EXPULSION  
PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8582460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582460 NON-EXPEDITED N OT US-BAYER-2012-051882 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK  BAYER

8582461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582461 EXPEDITED (15-DAY) N OT GB-BAYER-2012-051853 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
FUNGAL INFECTION  
MOOD SWINGS  
VULVOVAGINAL PRURITUS  
WEIGHT LOSS POOR  

8582462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582462 EXPEDITED (15-DAY) N HO CA-BAYER-2012-013099 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
RENAL IMPAIRMENT MIRENA S  BAYER
NEPHROTIC SYNDROME MIRENA S  BAYER
ALOPECIA  
BLOOD CREATINE PHOSPHOKINASE
INCREASED

 

BLOOD PRESSURE INCREASED  
MYALGIA  
MYOSITIS  
PROTEINURIA  
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Detailed Report
8582463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582463 NON-EXPEDITED N OT US-BAYER-2012-052257 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 59 DAY BAYER
DEVICE EXPULSION  
PAIN  

8582467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582467 EXPEDITED (15-DAY) N OT GB-BAYER-2012-052250 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
FEELING ABNORMAL  
HYPERSOMNIA  
LOSS OF LIBIDO  
MENSTRUAL DISORDER  
MOOD ALTERED  
SOMNOLENCE  
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Detailed Report
8582468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582468 EXPEDITED (15-DAY) N HO,OT GB-BAYER-2012-052098 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
BLOOD COUNT ABNORMAL  
BLOOD PRESSURE DECREASED  
CONVULSION  
FALL  
LOSS OF CONSCIOUSNESS  
NAUSEA  
PALLOR  
SHOCK HAEMORRHAGIC  

8582469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582469 EXPEDITED (15-DAY) N OT GB-BAYER-2012-052262 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
MOOD ALTERED  

8582477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582477 NON-EXPEDITED N US-TEVA-339763USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8582492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582492 NON-EXPEDITED N US-TEVA-339727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8582552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582552 NON-EXPEDITED N US-TEVA-339758USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8582594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582594 NON-EXPEDITED Y OT US-BAYER-2012-051976 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK 43 DAY BAYER
DEVICE DISLOCATION MIRENA S UNK  BAYER

8582595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582595 NON-EXPEDITED N OT US-BAYER-2012-051971 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
AMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8582597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582597 NON-EXPEDITED N US-TEVA-339765USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OROPHARYNGEAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
PYREXIA  

8582747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582747 NON-EXPEDITED N US-BAYER-2012-051969 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8582748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582748 NON-EXPEDITED N US-BAYER-2012-051752 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8582749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582749 NON-EXPEDITED N US-BAYER-2012-051674 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8582750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582750 NON-EXPEDITED N US-BAYER-2012-051970 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8582751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582751 NON-EXPEDITED Y US-BAYER-2012-051963 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8582752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582752 NON-EXPEDITED N US-BAYER-2012-051703 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8582754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582754 NON-EXPEDITED Y US-BAYER-2012-051992 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, UNK 34 DAY BAYER
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Detailed Report
8582755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582755 NON-EXPEDITED Y US-BAYER-2012-052007 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8582756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582756 NON-EXPEDITED N US-BAYER-2012-052024 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
PAIN  

8582757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582757 NON-EXPEDITED Y US-BAYER-2012-051844 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 56 DAY BAYER

8582760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582760 NON-EXPEDITED N US-BAYER-2012-052165 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8582761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582761 NON-EXPEDITED Y US-BAYER-2012-051954 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 166 DAY BAYER

8582762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582762 NON-EXPEDITED N US-BAYER-2012-052111 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 3 DAY BAYER
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8582763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582763 NON-EXPEDITED Y US-BAYER-2012-052168 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8582764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582764 NON-EXPEDITED N US-BAYER-2012-052161 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8582765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582765 NON-EXPEDITED Y US-BAYER-2012-052171 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 64 DAY BAYER

8582766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582766 NON-EXPEDITED N US-BAYER-2012-052169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 50 DAY BAYER

8582964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582964 NON-EXPEDITED N US-BAYER-2012-052216 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8582965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582965 NON-EXPEDITED Y US-BAYER-2012-051988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8582966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582966 NON-EXPEDITED Y US-BAYER-2012-051942 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/day 126 DAY BAYER

8582967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582967 NON-EXPEDITED N US-BAYER-2012-052232 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S  BAYER
DEVICE EXPULSION  

8582968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582968 NON-EXPEDITED Y US-BAYER-2012-052286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S  BAYER
PAIN  

8582969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582969 NON-EXPEDITED N US-BAYER-2012-052050 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S UNK  BAYER

8582971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582971 NON-EXPEDITED Y US-BAYER-2012-052304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER

8582972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582972 NON-EXPEDITED Y US-BAYER-2012-052177 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8582973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582973 NON-EXPEDITED Y US-BAYER-2012-052178 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 99 DAY BAYER

MIRENA S  BAYER

8582974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582974 NON-EXPEDITED Y US-BAYER-2012-052284 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8582975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582975 NON-EXPEDITED N US-BAYER-2012-052260 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 84 DAY BAYER

8582976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582976 NON-EXPEDITED N US-BAYER-2012-052179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 81 DAY BAYER

8582997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582997 NON-EXPEDITED Y US-BAYER-2012-052253 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

8582998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582998 NON-EXPEDITED N US-BAYER-2012-052175 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
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Detailed Report
8582999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8582999 NON-EXPEDITED N US-BAYER-2012-052300 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8583129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583129 NON-EXPEDITED N US-TEVA-340011USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8583191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583191 NON-EXPEDITED N US-TEVA-340003USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8583197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583197 NON-EXPEDITED N US-TEVA-339789USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8583300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583300 NON-EXPEDITED N US-TEVA-339983USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8583457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583457 NON-EXPEDITED N US-TEVA-340019USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8583531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583531 NON-EXPEDITED N US-TEVA-340010USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA ORTHO TRI CYCLEN C  
ABDOMINAL PAIN LOWER  

8583537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583537 NON-EXPEDITED N US-TEVA-340016USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEPRESSED MOOD  
MENSTRUATION IRREGULAR  
NASOPHARYNGITIS  

8583607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583607 NON-EXPEDITED N US-TEVA-340074USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

8583627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583627 NON-EXPEDITED Y OT US-BAYER-2012-052473 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8583628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583628 NON-EXPEDITED N OT US-BAYER-2012-052135 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT 346 DAY BAYER
DEVICE DISLOCATION  

8583629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583629 NON-EXPEDITED N OT US-BAYER-2012-051849 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 14 DAY BAYER
PAIN  
VAGINAL HAEMORRHAGE  

8583630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583630 NON-EXPEDITED Y OT US-BAYER-2012-051513 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8583631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583631 EXPEDITED (15-DAY) Y OT US-BAYER-2012-051261 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S 20 mcg/24hr, CONT 1825 DAY BAYER
URINARY TRACT INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8583632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583632 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-052301 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
PERIPHERAL SENSORY NEUROPATHY LEVAQUIN C UNK  
APRAXIA  
HYPOAESTHESIA  
MENTAL DISORDER  
PANIC ATTACK  

8583669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583669 NON-EXPEDITED Y US-BAYER-2012-052547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 5 DAY BAYER

8583672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583672 NON-EXPEDITED Y US-BAYER-2012-052154 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20mcg/day 129 DAY BAYER

8583673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583673 NON-EXPEDITED N US-BAYER-2012-051514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8583763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583763 NON-EXPEDITED N US-TEVA-340064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8583863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583863 NON-EXPEDITED N US-BAYER-2012-051881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE CLIMARA PRO S  BAYER

8583916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583916 NON-EXPEDITED N US-TEVA-340082USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8583957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583957 NON-EXPEDITED N US-TEVA-340058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8583972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583972 NON-EXPEDITED N US-TEVA-340079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILL C  

8583999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8583999 NON-EXPEDITED N US-TEVA-340055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8584147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584147 NON-EXPEDITED N US-TEVA-340077USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8584148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584148 NON-EXPEDITED N OT US-BAYER-2012-051801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S 20 µg/day 1825 DAY BAYER

8584149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584149 NON-EXPEDITED N OT US-BAYER-2012-051716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8584150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584150 NON-EXPEDITED Y OT US-BAYER-2012-051342 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE UNK  BAYER
BREAST TENDERNESS MIRENA S UNK  BAYER
NAUSEA  
NO ADVERSE EVENT  

8584151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584151 NON-EXPEDITED N OT US-BAYER-2012-051891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8584169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584169 NON-EXPEDITED N US-TEVA-340092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8584217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584217 NON-EXPEDITED N US-TEVA-340098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8584264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584264 NON-EXPEDITED N US-TEVA-340078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8584277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584277 NON-EXPEDITED N US-TEVA-340083USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8584350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584350 NON-EXPEDITED N US-TEVA-340085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8584378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8584378 NON-EXPEDITED N US-TEVA-340104USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8600233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8600233 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE EVERY 5 YEARS

INTRA-UTERINE
 BAYER

ACNE  
HEADACHE  
LIBIDO DECREASED  
MOOD SWINGS  
OEDEMA PERIPHERAL  
SKIN IRRITATION  
WEIGHT INCREASED  

8600554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2012 8600554 EXPEDITED (15-DAY) Y OT 2012SP026388 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFERTILITY IMPLANON S SUBCUTANEOUS SC  
PREMATURE MENOPAUSE MIRENA S  

8404543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8404543 NON-EXPEDITED N OT US-BAYER-2012-013688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 252 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 42 DAY BAYER

8526113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8526113 NON-EXPEDITED N US-BAYER-2012-031164 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8536095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8536095 NON-EXPEDITED Y US-BAYER-2012-041402 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mg/24hr, CONT  BAYER
DEVICE ISSUE  

8546517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8546517 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-041078 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER FEMALE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8582470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8582470 EXPEDITED (15-DAY) N DS GB-BAYER-2012-052252 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S 20 mcg/24hr, CONT  BAYER
ALOPECIA  
SOMNOLENCE  

8585086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585086 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-051946 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FIBROMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8585102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585102 NON-EXPEDITED N US-TEVA-340113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8585107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585107 NON-EXPEDITED N OT US-BAYER-2012-052763 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 42 DAY BAYER
DEVICE EXPULSION  

8585108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585108 NON-EXPEDITED Y OT US-BAYER-2012-052639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S 20 µg/day  BAYER

8585109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585109 NON-EXPEDITED Y OT US-BAYER-2012-052667 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S UNK  BAYER

8585110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585110 NON-EXPEDITED N OT US-BAYER-2012-052152 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8585111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585111 NON-EXPEDITED Y OT US-BAYER-2012-052656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8585112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585112 NON-EXPEDITED Y OT US-BAYER-2012-052807 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
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Detailed Report
8585113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585113 NON-EXPEDITED N OT US-BAYER-2012-052654 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 51 DAY BAYER
PAIN  

8585114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585114 NON-EXPEDITED N OT US-BAYER-2012-052644 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20mcg/day  BAYER
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  

8585115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585115 NON-EXPEDITED Y OT US-BAYER-2012-052685 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
HEADACHE  

8585116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585116 NON-EXPEDITED N OT US-BAYER-2012-052727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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8585117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585117 NON-EXPEDITED Y OT US-BAYER-2012-052832 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE EXPULSION  

8585118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585118 NON-EXPEDITED N OT US-BAYER-2012-052707 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
AMENORRHOEA  
ANXIETY  
DEPRESSION  
MOOD SWINGS  
WEIGHT INCREASED  

8585212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585212 NON-EXPEDITED N US-TEVA-340117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585255 NON-EXPEDITED N US-BAYER-2012-052757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S  BAYER
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Detailed Report
8585256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585256 NON-EXPEDITED Y US-BAYER-2012-052649 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 182 DAY BAYER

8585257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585257 NON-EXPEDITED Y US-BAYER-2012-052640 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 12 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8585258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585258 NON-EXPEDITED Y US-BAYER-2012-052804 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

MIRENA S  BAYER

8585260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585260 NON-EXPEDITED N US-BAYER-2012-052682 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 155 DAY BAYER

8585261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585261 NON-EXPEDITED Y US-BAYER-2012-052620 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8585262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585262 NON-EXPEDITED Y US-BAYER-2012-052678 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
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Detailed Report
8585263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585263 NON-EXPEDITED Y US-BAYER-2012-052539 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
PAIN  

8585264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585264 NON-EXPEDITED N US-BAYER-2012-052850 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER

8585265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585265 NON-EXPEDITED N US-BAYER-2012-052635 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8585267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585267 NON-EXPEDITED N US-TEVA-340121USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585402 NON-EXPEDITED N US-TEVA-340156USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8585476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585476 NON-EXPEDITED Y US-BAYER-2012-052746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8585477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585477 NON-EXPEDITED N US-BAYER-2012-052691 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S UNK 14 DAY BAYER
DIZZINESS  
PARAESTHESIA  

8585478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585478 NON-EXPEDITED N US-TEVA-340129USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8585497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585497 NON-EXPEDITED Y US-BAYER-2012-052713 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S UNK  BAYER
PRODUCT ADHESION ISSUE  
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Detailed Report
8585533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585533 NON-EXPEDITED N US-TEVA-340138USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STRESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ANXIETY LEVOTHYROXINE SODIUM C  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8585544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585544 NON-EXPEDITED N US-TEVA-340147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585733 NON-EXPEDITED N US-TEVA-340151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585734 NON-EXPEDITED N US-TEVA-340152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8585772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585772 NON-EXPEDITED N US-TEVA-340124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8585777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585777 NON-EXPEDITED N US-TEVA-340161USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8585821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585821 NON-EXPEDITED N US-TEVA-340266USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585874 NON-EXPEDITED N US-TEVA-340169USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
APPETITE SUPPRESSANT C  

8585886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585886 NON-EXPEDITED N US-TEVA-340139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8585897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585897 NON-EXPEDITED N US-TEVA-340165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8585910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8585910 NON-EXPEDITED N US-TEVA-340163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586243 NON-EXPEDITED N US-TEVA-340106USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586278 NON-EXPEDITED N US-TEVA-340168USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586289 NON-EXPEDITED N US-TEVA-340146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586291 NON-EXPEDITED N US-TEVA-340111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586309 NON-EXPEDITED N US-TEVA-340166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8586314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586314 NON-EXPEDITED N US-TEVA-340116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586376 NON-EXPEDITED Y US-BAYER-2012-053124 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER

8586378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586378 NON-EXPEDITED N US-BAYER-2012-053069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER
PELVIC PAIN  

8586380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586380 NON-EXPEDITED Y US-BAYER-2012-053045 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 38 DAY BAYER

8586381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586381 NON-EXPEDITED Y US-BAYER-2012-053114 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 266 DAY BAYER

8586391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586391 NON-EXPEDITED N US-BAYER-2012-053119 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 27 DAY BAYER
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Detailed Report
8586392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586392 NON-EXPEDITED Y US-BAYER-2012-053113 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8586539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586539 NON-EXPEDITED N US-TEVA-340267USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586630 NON-EXPEDITED N US-TEVA-340353USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586691 NON-EXPEDITED N US-TEVA-340349USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8586692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586692 NON-EXPEDITED N US-TEVA-340363USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8586714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586714 NON-EXPEDITED N US-TEVA-340274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8586740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586740 NON-EXPEDITED N US-TEVA-340273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586747 NON-EXPEDITED Y US-BAYER-2012-053184 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER

8586748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586748 NON-EXPEDITED Y US-BAYER-2012-053117 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 37 DAY BAYER

8586750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586750 NON-EXPEDITED N US-BAYER-2012-053269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8586751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586751 NON-EXPEDITED N US-BAYER-2012-053194 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8586753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586753 NON-EXPEDITED N US-BAYER-2012-053290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S  BAYER

8586788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586788 NON-EXPEDITED N US-TEVA-340271USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586797 NON-EXPEDITED N US-TEVA-340268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586816 NON-EXPEDITED N US-TEVA-340275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586855 NON-EXPEDITED N US-TEVA-340378USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8586894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586894 NON-EXPEDITED N US-TEVA-340414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8586915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586915 NON-EXPEDITED N US-TEVA-340425USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA THYROID MEDICATION C  

PROGESTERONE C  

8586971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586971 NON-EXPEDITED N US-TEVA-340371USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8586996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8586996 NON-EXPEDITED N US-TEVA-340339USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8587001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8587001 NON-EXPEDITED N US-TEVA-340442USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8587041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8587041 NON-EXPEDITED N US-TEVA-340463USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8587049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2012 8587049 NON-EXPEDITED N US-TEVA-340469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7098259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 7098259 NON-EXPEDITED Y OT US-
BAYER-200928665NA

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN  
DEVICE EXPULSION  
HYPOAESTHESIA  
OVARIAN MASS  
PAIN IN EXTREMITY  
PREMATURE MENOPAUSE  
PROCEDURAL PAIN  
UTERINE CYST  
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8416677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8416677 NON-EXPEDITED N HO,OT US-BAYER-2012-014210 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2296 DAY BAYER
PELVIC INFLAMMATORY DISEASE MIRENA S  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
PELVIC PAIN  
UTERINE LEIOMYOMA  

8531547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8531547 NON-EXPEDITED N US-BAYER-2012-039891 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 120 DAY BAYER

8543516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8543516 EXPEDITED (15-DAY) N OT US-BAYER-2012-039847 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 52 mg, UNK  BAYER

ADVAIR DISKUS C  
LOVENOX C  
FUROSEMIDE C  

8561901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8561901 NON-EXPEDITED N US-BAYER-2012-047050 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
DISCOMFORT  
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Detailed Report
8572158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8572158 NON-EXPEDITED N CA-TEVA-338555USA 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B S ORAL 1.5 Milligram;  DURAMED

8577849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8577849 EXPEDITED (15-DAY) Y OT AT-BAYER-2012-050167 36 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK 2085 DAY BAYER

8578111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8578111 NON-EXPEDITED N US-TEVA-339391USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8587427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587427 EXPEDITED (15-DAY) N OT BR-BAYER-2012-052775 38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HEADACHE LOSARTAN POTASSIUM C ORAL 50 mg, QD  

LOSARTAN POTASSIUM C ORAL 100 mg, QD  
HYDROCHLOROTHIAZIDE C UNK  
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8587435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587435 EXPEDITED (15-DAY) N HO US-BAYER-2012-053363 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYME DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PAIN  

8587440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587440 NON-EXPEDITED N OT US-BAYER-2012-053310 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
FATIGUE  
HEADACHE  
HYPOMENORRHOEA  

8587441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587441 NON-EXPEDITED Y OT US-BAYER-2012-053364 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
DEVICE EXPULSION  

8587442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587442 NON-EXPEDITED N OT US-BAYER-2012-053352 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8587443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587443 NON-EXPEDITED N OT US-BAYER-2012-053345 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK 100 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8587445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587445 NON-EXPEDITED N OT US-BAYER-2012-053416 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA  
NAUSEA  

8587446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587446 NON-EXPEDITED N OT US-BAYER-2012-053333 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE COMPONENT ISSUE  

8587448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587448 NON-EXPEDITED N OT US-BAYER-2012-053329 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

BREAST TENDERNESS ACCUTANE C  
ADNEXA UTERI PAIN  
OVARIAN ENLARGEMENT  
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Detailed Report
8587449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587449 NON-EXPEDITED N OT US-BAYER-2012-052622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
ABORTION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8587452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587452 NON-EXPEDITED N OT US-BAYER-2012-052829 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8587553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587553 NON-EXPEDITED Y US-BAYER-2012-053386 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8587559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587559 NON-EXPEDITED Y US-BAYER-2012-053449 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

MIRENA S  BAYER

8587560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587560 NON-EXPEDITED N US-BAYER-2012-053393 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
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Detailed Report
8587561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587561 NON-EXPEDITED Y US-BAYER-2012-053602 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8587806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587806 EXPEDITED (15-DAY) Y OT PHHY2012AU044083 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL  
DRUG INEFFECTIVE  
MATERNAL EXPOSURE BEFORE PREGNANCY  

8587928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587928 NON-EXPEDITED Y US-BAYER-2012-053599 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8587929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587929 NON-EXPEDITED Y US-BAYER-2012-053421 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8587931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8587931 NON-EXPEDITED Y US-BAYER-2012-053609 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8588019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588019 NON-EXPEDITED N US-BAYER-2012-053218 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  

8588020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588020 NON-EXPEDITED Y US-BAYER-2012-053597 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8588119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588119 NON-EXPEDITED N US-BAYER-2012-053666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

MIRENA S  BAYER

8588120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588120 NON-EXPEDITED N US-BAYER-2012-053684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 283 DAY BAYER

8588170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588170 NON-EXPEDITED N US-TEVA-340332USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY NUVARING S VAGINAL  

PROZAC C  
EFFEXOR C  
PROPRANOLOL C  
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Detailed Report
8588372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588372 NON-EXPEDITED N US-TEVA-340637USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

8588386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588386 NON-EXPEDITED N US-TEVA-340633USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8588416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588416 NON-EXPEDITED Y OT US-BAYER-2012-053662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER

8588626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588626 NON-EXPEDITED N US-BAYER-2012-053727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8588629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588629 NON-EXPEDITED N US-BAYER-2012-053711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8588630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588630 NON-EXPEDITED Y US-BAYER-2012-053722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8588631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588631 NON-EXPEDITED Y US-BAYER-2012-053796 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 31 DAY BAYER

8588632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588632 NON-EXPEDITED N US-BAYER-2012-053706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8588656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588656 NON-EXPEDITED N US-TEVA-340593USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8588714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588714 NON-EXPEDITED N US-TEVA-340584USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8588884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8588884 NON-EXPEDITED N US-TEVA-340703USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL  
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Detailed Report
8589005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589005 NON-EXPEDITED N US-TEVA-340578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589065 NON-EXPEDITED N US-TEVA-340580USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROAIR HFA C INHALATION  

8589087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589087 NON-EXPEDITED N US-TEVA-340631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589114 NON-EXPEDITED N US-TEVA-340638USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589182 NON-EXPEDITED N US-TEVA-340643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589189 NON-EXPEDITED N US-TEVA-340649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8589218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589218 NON-EXPEDITED N US-BAYER-2012-053812 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 24 DAY BAYER

8589219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589219 NON-EXPEDITED N US-BAYER-2012-053731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8589221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589221 NON-EXPEDITED N US-BAYER-2012-053801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8589223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589223 NON-EXPEDITED N US-BAYER-2012-053777 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  

8589225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589225 NON-EXPEDITED Y US-BAYER-2012-053795 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8589226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589226 NON-EXPEDITED N US-BAYER-2012-053872 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/day 31 DAY BAYER
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Detailed Report
8589227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589227 NON-EXPEDITED Y US-BAYER-2012-053820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8589228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589228 NON-EXPEDITED Y US-BAYER-2012-053494 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8589229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589229 NON-EXPEDITED N US-BAYER-2012-053744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8589230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589230 NON-EXPEDITED N US-BAYER-2012-053845 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8589231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589231 NON-EXPEDITED Y US-BAYER-2012-053804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8589241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589241 NON-EXPEDITED N US-TEVA-340677USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8589265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589265 NON-EXPEDITED N US-BAYER-2012-053737 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUAL DYSFUNCTION MIRENA S UNK 410 DAY BAYER

8589267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589267 NON-EXPEDITED Y US-BAYER-2012-053788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8589287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589287 NON-EXPEDITED N US-TEVA-340710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589322 NON-EXPEDITED N US-TEVA-340687USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8589378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589378 NON-EXPEDITED N US-TEVA-340707USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8589387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589387 NON-EXPEDITED N US-TEVA-340694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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Detailed Report
8589400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8589400 NON-EXPEDITED N US-TEVA-340701USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP BLISTER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2012 8614231 DIRECT N LT,OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AFFECTIVE DISORDER MIRENA S INTRAUTERINE 1 DEVICE LONG TERM

INTRA-UTERINE
 BAYER

DEPRESSION  
SELF-INJURIOUS IDEATION  
SUICIDAL IDEATION  
WEIGHT INCREASED  

8092374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8092374 NON-EXPEDITED N HO US-BAYER-2011-047616 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8146552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8146552 EXPEDITED (15-DAY) Y OT AT-BAYER-2011-079144 39 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 1033 DAY BAYER
HAEMORRHAGE IN PREGNANCY  
PLACENTA ACCRETA  
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Detailed Report
8293883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8293883 NON-EXPEDITED N OT US-BAYER-2011-118328 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
BACK PAIN  
DISCOMFORT  
FEELING ABNORMAL  
HEADACHE  
MALAISE  
NAUSEA  
PELVIC PAIN  

8404590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8404590 NON-EXPEDITED N OT US-BAYER-2012-014145 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 333 DAY BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8552135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8552135 NON-EXPEDITED N OT US-BAYER-2012-042797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 279 DAY BAYER
ABDOMINAL PAIN  
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8555003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8555003 NON-EXPEDITED N OT US-BAYER-2012-043217 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8559967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8559967 NON-EXPEDITED N OT US-BAYER-2012-044855 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
MOOD SWINGS  

8569199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8569199 NON-EXPEDITED N OT US-BAYER-2012-046705 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ENDOMETRIAL DISORDER  
PROCEDURAL PAIN  

8589833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8589833 NON-EXPEDITED N OT US-BAYER-2012-053665 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
METRORRHAGIA  
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8589834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8589834 NON-EXPEDITED N OT US-BAYER-2012-053800 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 314 DAY BAYER
DEVICE EXPULSION  
PAIN  

8589836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8589836 NON-EXPEDITED Y OT US-BAYER-2012-053673 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DISCOMFORT  

8589837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8589837 EXPEDITED (15-DAY) N HO US-BAYER-2012-052709 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8589838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8589838 NON-EXPEDITED Y OT US-BAYER-2012-053761 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
DEVICE EXPULSION  

8590351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8590351 NON-EXPEDITED N US-BAYER-2012-053980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8590353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8590353 NON-EXPEDITED N US-BAYER-2012-053908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8590549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8590549 NON-EXPEDITED N OT US-BAYER-2012-053865 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  
PROCEDURAL PAIN  

8590551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8590551 NON-EXPEDITED N OT US-BAYER-2012-053794 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8591053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591053 NON-EXPEDITED N US-TEVA-340769USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8591055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591055 NON-EXPEDITED N OT US-BAYER-2012-053996 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 10,873 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8591056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591056 EXPEDITED (15-DAY) N OT KR-BAYER-2012-054049 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
POST PROCEDURAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8591066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591066 NON-EXPEDITED N US-TEVA-340778USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8591110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591110 NON-EXPEDITED N US-TEVA-340800USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8591172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591172 NON-EXPEDITED N US-TEVA-340811USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8591242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591242 NON-EXPEDITED N US-TEVA-340914USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8591243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591243 NON-EXPEDITED N US-TEVA-340920USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8591590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8591590 NON-EXPEDITED N US-TEVA-340945USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8592002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8592002 NON-EXPEDITED N US-TEVA-340912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8592006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8592006 NON-EXPEDITED N US-TEVA-340916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8592011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8592011 NON-EXPEDITED N US-TEVA-340886USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

Page: 10,875 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8592115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8592115 NON-EXPEDITED N US-TEVA-340877USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8611093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2012 8611093 DIRECT Y HO,LT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL TID ORAL  

8471502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8471502 NON-EXPEDITED N OT US-BAYER-2012-024573 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 1954 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8513473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8513473 NON-EXPEDITED Y OT US-BAYER-2012-035052 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
POST PROCEDURAL DISCOMFORT MIRENA S  BAYER
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Detailed Report
8519263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8519263 NON-EXPEDITED N US-TEVA-333750USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8529292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8529292 NON-EXPEDITED Y OT US-BAYER-2012-037352 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 56 DAY BAYER
ABDOMINAL PAIN  
NO ADVERSE EVENT  
UTERINE HAEMORRHAGE  

8556263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8556263 NON-EXPEDITED Y OT US-BAYER-2012-045717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8562464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8562464 NON-EXPEDITED Y OT US-BAYER-2012-045902 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8569692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8569692 NON-EXPEDITED N US-TEVA-338596USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8570349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8570349 NON-EXPEDITED N US-TEVA-338623USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8571251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8571251 EXPEDITED (15-DAY) N HO,OT IE-BAYER-2012-030345 33 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

PERITONEAL HAEMORRHAGE  

8571353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8571353 NON-EXPEDITED N US-TEVA-338661USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MULTI-VITAMIN C  
PRILOSEC C  

8572078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8572078 NON-EXPEDITED N US-TEVA-338813USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8572215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8572215 NON-EXPEDITED N US-TEVA-338788USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR CLONAZEPAM C  
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Detailed Report
8573224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8573224 NON-EXPEDITED N US-TEVA-339014USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ALLEGRA C  

8575373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8575373 NON-EXPEDITED N US-TEVA-339116USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8578416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8578416 NON-EXPEDITED N US-TEVA-339395USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8580386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8580386 NON-EXPEDITED N US-TEVA-339574USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8584171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8584171 NON-EXPEDITED N US-TEVA-340065USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
UNSPECIFIED INGREDIENT S ORAL  
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Detailed Report
8585820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8585820 NON-EXPEDITED N US-TEVA-340130USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8587555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8587555 NON-EXPEDITED Y OT US-BAYER-2012-053463 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE EXPULSION  

8587828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8587828 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-053247 35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION BACTERIAL MIRENA S UNK  BAYER
DISCOMFORT  
MALAISE  
PELVIC INFLAMMATORY DISEASE  
SEPTIC SHOCK  

8593314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593314 NON-EXPEDITED N OT US-BAYER-2012-054554 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
GAIT DISTURBANCE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING IN PREGNANCY  
VULVOVAGINAL PAIN  
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Detailed Report
8593315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593315 NON-EXPEDITED Y OT US-BAYER-2012-054481 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 152 DAY BAYER
DEVICE EXPULSION  

8593849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593849 NON-EXPEDITED Y US-BAYER-2012-054415 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8593850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593850 NON-EXPEDITED N US-BAYER-2012-054519 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8593851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593851 NON-EXPEDITED N US-BAYER-2012-054444 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 81 DAY BAYER

8593852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593852 NON-EXPEDITED Y US-BAYER-2012-054448 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 23 DAY BAYER
MENORRHAGIA  

8593854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593854 NON-EXPEDITED N US-BAYER-2012-054305 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
8593855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593855 NON-EXPEDITED Y US-BAYER-2012-054347 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 46 DAY BAYER

MIRENA S UNK 19 DAY BAYER

8593856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593856 NON-EXPEDITED Y US-BAYER-2012-054472 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER

8593857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593857 NON-EXPEDITED Y US-BAYER-2012-054536 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 28 DAY BAYER

8593858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593858 NON-EXPEDITED N US-BAYER-2012-054489 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 330 DAY BAYER

8593859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593859 NON-EXPEDITED N US-BAYER-2012-054362 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8593860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593860 NON-EXPEDITED Y US-BAYER-2012-054455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 27 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8593861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593861 NON-EXPEDITED Y US-BAYER-2012-054378 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER
DYSMENORRHOEA  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL DRYNESS  

8593862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593862 NON-EXPEDITED N US-BAYER-2012-054339 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER

8593863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593863 NON-EXPEDITED N US-BAYER-2012-054321 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
ABDOMINAL PAIN  

8593865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593865 NON-EXPEDITED N US-BAYER-2012-054499 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8593867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8593867 NON-EXPEDITED Y US-BAYER-2012-054491 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, ONCE 60 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8594094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594094 NON-EXPEDITED N US-TEVA-341147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594317 NON-EXPEDITED N US-TEVA-341150USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8594436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594436 NON-EXPEDITED Y US-TEVA-341118USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINITIS BACTERIAL  

8594448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594448 NON-EXPEDITED N US-TEVA-341107USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594498 NON-EXPEDITED N US-TEVA-341088USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8594499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594499 NON-EXPEDITED N US-TEVA-341093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594508 EXPEDITED (15-DAY) N OT DE-BAYER-2012-051807 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHORIOAMNIONITIS  
STILLBIRTH  
UTERINE CONTRACTIONS DURING
PREGNANCY

 

VAGINAL HAEMORRHAGE  

8594646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594646 EXPEDITED (15-DAY) N OT DK-BAYER-
DK-2004-032302

30 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA LEVONORGESTREL S INTRAUTERINE 20 µg/day, cont  BAYER
METRORRHAGIA  
VAGINAL HAEMORRHAGE  

8594682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594682 NON-EXPEDITED Y OT US-BAYER-2012-054819 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8594749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594749 NON-EXPEDITED N US-TEVA-341210USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594750 NON-EXPEDITED N US-TEVA-341215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594815 NON-EXPEDITED N US-TEVA-341206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INCREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
NAUSEA  

8594827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594827 NON-EXPEDITED N US-TEVA-341148USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8594868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594868 NON-EXPEDITED N US-TEVA-341203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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Detailed Report
8594956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8594956 NON-EXPEDITED N US-TEVA-341194USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8595021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595021 NON-EXPEDITED Y US-BAYER-2012-054942 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 27 DAY BAYER

8595022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595022 NON-EXPEDITED N US-BAYER-2012-054533 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
GENITAL PAIN  

8595023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595023 NON-EXPEDITED N US-BAYER-2012-054888 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8595024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595024 NON-EXPEDITED N US-BAYER-2012-054924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S 20 mcg/24hr, UNK  BAYER

8595025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595025 NON-EXPEDITED Y US-BAYER-2012-054928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE BREAKAGE  
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Detailed Report
8595027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595027 NON-EXPEDITED N US-BAYER-2012-054932 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST PAIN  
HEADACHE  
HORMONE LEVEL ABNORMAL  
PANIC ATTACK  

8595028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595028 NON-EXPEDITED N US-BAYER-2012-054945 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8595029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595029 NON-EXPEDITED N US-BAYER-2012-054981 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 99 DAY BAYER

8595030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595030 NON-EXPEDITED Y US-BAYER-2012-054994 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8595031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595031 NON-EXPEDITED Y US-BAYER-2012-054953 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8595032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595032 NON-EXPEDITED N US-BAYER-2012-054896 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8595033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595033 NON-EXPEDITED Y US-BAYER-2012-054906 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8595034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595034 NON-EXPEDITED N US-BAYER-2012-054950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

8595035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595035 NON-EXPEDITED N US-BAYER-2012-054970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S 20 mcg/24hr, UNK  BAYER

8595036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595036 NON-EXPEDITED N US-BAYER-2012-054949 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/h, CONT  BAYER
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Detailed Report
8595040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595040 NON-EXPEDITED N US-TEVA-341087USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HYDROCHLOROTHIAZIDE C  
ANTIHYPERTENSIVE C  
ANTIHYPERTENSIVE C  
ANTIHYPERTENSIVE C  

8595066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595066 NON-EXPEDITED N US-TEVA-341105USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8595074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595074 NON-EXPEDITED N US-TEVA-341116USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8595103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595103 NON-EXPEDITED Y US-BAYER-2012-055008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8595107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595107 NON-EXPEDITED N US-BAYER-2012-055001 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 297 DAY BAYER

8595110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595110 NON-EXPEDITED N US-BAYER-2012-055030 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8595119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595119 NON-EXPEDITED Y US-BAYER-2012-054954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 10 DAY BAYER
MUSCLE SPASMS  

8595309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595309 NON-EXPEDITED N US-TEVA-341200USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

XANAX C  

8595325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595325 NON-EXPEDITED N US-TEVA-341204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
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Detailed Report
8595680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595680 NON-EXPEDITED Y OT US-BAYER-2012-054596 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8595682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595682 NON-EXPEDITED Y OT US-BAYER-2012-055015 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8595683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595683 NON-EXPEDITED Y OT US-BAYER-2012-054921 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  BAYER

8595684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595684 EXPEDITED (15-DAY) N OT US-BAYER-2012-054579 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS MIRENA S 20 µg/day  BAYER
ADNEXA UTERI PAIN NITROFURANTOIN C 100 mg, UNK  

8595686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595686 NON-EXPEDITED Y OT US-BAYER-2012-054599 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
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Detailed Report
8595687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595687 NON-EXPEDITED N OT US-BAYER-2012-054872 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FUNGAL INFECTION  
UTERINE SPASM  
VAGINAL HAEMORRHAGE  

8595688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8595688 NON-EXPEDITED N OT US-BAYER-2012-054542 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD OESTROGEN DECREASED  
MENOPAUSAL SYMPTOMS  
VAGINAL HAEMORRHAGE  

8612433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8612433 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 PILL PER DAY PO  WATSON

EYE PAIN LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  

DIPLOPIA  
DRY EYE  
FLATULENCE  
HYPERHIDROSIS  
OEDEMA PERIPHERAL  
PRODUCT LABEL ISSUE  
VULVOVAGINAL DRYNESS  
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Detailed Report
8612921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8612921 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 1IUD 5 YEARS INTRA-

UTERINE
 BAYER

DEPRESSION  
FEELING ABNORMAL  
KIDNEY INFECTION  
MALAISE  
MENORRHAGIA  
OVARIAN CYST  
SUICIDAL IDEATION  
UNEVALUABLE EVENT  
URINARY TRACT INFECTION  

8616716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8616716 DIRECT Y 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S FALL 2009  
DERMAL CYST  
STRESS  

8617411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2012 8617411 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S  

8121418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8121418 NON-EXPEDITED Y US-BAYER-2011-030581 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 118 DAY BAYER
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Detailed Report
8473432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8473432 NON-EXPEDITED N US-BAYER-2012-027887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8505128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8505128 NON-EXPEDITED N OT US-BAYER-2012-033061 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER
ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
VAGINAL HAEMORRHAGE  

8540622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8540622 NON-EXPEDITED N OT US-BAYER-2012-039861 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 127 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN  
DISCOMFORT  
MOOD SWINGS  
WEIGHT INCREASED  

8582758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8582758 NON-EXPEDITED Y US-BAYER-2012-051780 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION UNKNOWN DRUG C  
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Detailed Report
8590352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8590352 NON-EXPEDITED Y US-BAYER-2012-053786 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
PAIN  

8596004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596004 NON-EXPEDITED Y OT US-BAYER-2012-054881 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8596005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596005 NON-EXPEDITED N OT US-BAYER-2012-055006 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/day 10 DAY BAYER

MIRENA S  BAYER

8596006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596006 NON-EXPEDITED Y OT US-BAYER-2012-055023 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8596007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596007 NON-EXPEDITED N OT US-BAYER-2012-054366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION LYSTEDA C  
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Detailed Report
8596022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596022 EXPEDITED (15-DAY) Y HO GB-BAYER-2012-054382 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MANIA MIRENA S  BAYER

LEVONORGESTREL C  
VALPROATE SODIUM C  
FOLIC ACID C  
RISPERIDONE C  

8596023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596023 EXPEDITED (15-DAY) N OT ZA-BAYER-2012-054868 42 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
DEVICE BREAKAGE  
DYSMENORRHOEA  
FATIGUE  
MENORRHAGIA  

8596041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596041 NON-EXPEDITED Y OT US-BAYER-2012-055014 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, UNK 92 DAY BAYER
PAIN  
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Detailed Report
8596070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596070 NON-EXPEDITED N US-TEVA-341231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  

8596246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596246 NON-EXPEDITED N US-TEVA-341233USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8596262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596262 NON-EXPEDITED Y US-BAYER-2012-055004 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 µg/h, CONT 45 DAY BAYER
DEVICE EXPULSION  

8596263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596263 NON-EXPEDITED Y US-BAYER-2012-054931 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8596266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596266 NON-EXPEDITED N US-BAYER-2012-054958 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
COITAL BLEEDING  
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Detailed Report
8596268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596268 NON-EXPEDITED N US-BAYER-2012-054897 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 235 DAY BAYER
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

 

8596269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596269 NON-EXPEDITED N US-BAYER-2012-055055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  

8596270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596270 NON-EXPEDITED Y US-BAYER-2012-054936 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8596427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596427 NON-EXPEDITED N US-TEVA-341225USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8596508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596508 NON-EXPEDITED N US-TEVA-341221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8596517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596517 NON-EXPEDITED Y OT US-BAYER-2012-054597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8596819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596819 NON-EXPEDITED N US-TEVA-341216USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8596861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8596861 NON-EXPEDITED N US-TEVA-341209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8597700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8597700 NON-EXPEDITED Y OT US-BAYER-2012-055103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8598161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598161 NON-EXPEDITED N US-TEVA-341249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8598351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598351 NON-EXPEDITED N US-TEVA-341237USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

XANAX C  

LISINOPRIL C  

8598557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598557 NON-EXPEDITED N US-BAYER-2012-054531 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8598559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598559 NON-EXPEDITED Y US-BAYER-2012-055003 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S UNK  BAYER

8598560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598560 NON-EXPEDITED N US-BAYER-2012-055327 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 1 DAY BAYER

8598678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598678 NON-EXPEDITED N US-TEVA-341261USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8598693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598693 NON-EXPEDITED N US-TEVA-341241USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8598957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8598957 NON-EXPEDITED N US-TEVA-341247USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DROSPIRENONE\ETHINYL
ESTRADIOL

C ORAL  

8599034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599034 NON-EXPEDITED N US-TEVA-341266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8599116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599116 NON-EXPEDITED N US-TEVA-341265USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599249 NON-EXPEDITED N US-TEVA-341253USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OMEPRAZOLE C  
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Detailed Report
8599301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599301 NON-EXPEDITED N OT US-BAYER-2012-055050 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN UPPER  
FATIGUE  
NAUSEA  
PANIC ATTACK  
UTERINE SPASM  

8599335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599335 NON-EXPEDITED N US-TEVA-341264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599469 EXPEDITED (15-DAY) N OT US-BAYER-2012-055109 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APHASIA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
MEMORY IMPAIRMENT MIRENA S  BAYER
CONFUSIONAL STATE  
DYSLEXIA  
DYSPRAXIA  

8599507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599507 NON-EXPEDITED N US-TEVA-341429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8599512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599512 NON-EXPEDITED N US-TEVA-341258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599540 NON-EXPEDITED N US-TEVA-341270USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599544 NON-EXPEDITED N US-TEVA-341395USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  
VOMITING  

8599571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599571 NON-EXPEDITED N US-TEVA-341384USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROAIR HFA C  

8599577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599577 NON-EXPEDITED N US-TEVA-341397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8599617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599617 NON-EXPEDITED N US-TEVA-341401USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8599640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599640 NON-EXPEDITED N US-TEVA-341440USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8599665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599665 NON-EXPEDITED N OT US-BAYER-2012-055113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BURNING SENSATION  
PRURITUS  
VAGINAL DISCHARGE  

8599666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599666 EXPEDITED (15-DAY) N OT US-BAYER-2012-054987 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  
VAGINAL HAEMORRHAGE  

8599681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599681 NON-EXPEDITED N US-TEVA-341433USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8599701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599701 NON-EXPEDITED N US-TEVA-341400USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599706 NON-EXPEDITED N US-BAYER-2012-055437 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8599733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599733 NON-EXPEDITED N US-TEVA-341398USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599738 NON-EXPEDITED N US-BAYER-2012-055286 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 36 DAY BAYER

8599746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599746 NON-EXPEDITED N US-TEVA-341396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8599765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599765 NON-EXPEDITED Y US-BAYER-2012-055321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
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Detailed Report
8599766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599766 NON-EXPEDITED N US-BAYER-2012-055424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S 20 mcg/24hr, UNK  BAYER

8599767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599767 NON-EXPEDITED Y US-BAYER-2012-055483 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 190 DAY BAYER

8599768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599768 NON-EXPEDITED Y US-BAYER-2012-055301 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 1 DAY BAYER

8599769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599769 NON-EXPEDITED N US-BAYER-2012-055287 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 32 DAY BAYER

8599770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599770 NON-EXPEDITED N US-BAYER-2012-055472 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S 20 µg/day  BAYER

8599772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599772 NON-EXPEDITED N US-BAYER-2012-055438 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8599959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8599959 NON-EXPEDITED N US-BAYER-2012-055506 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

8600240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8600240 NON-EXPEDITED Y OT US-BAYER-2012-055122 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/day 365 DAY BAYER
VULVOVAGINAL PAIN  

8600244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8600244 NON-EXPEDITED N OT US-BAYER-2012-055114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  

8600245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8600245 NON-EXPEDITED N OT US-BAYER-2012-055100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
DEVICE EXPULSION  

8620491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2012 8620491 DIRECT N 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S 5 YEAR  
SWELLING FACE  
URTICARIA  
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Detailed Report
8406071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8406071 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-014457 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  
PAIN  
UTERINE LEIOMYOMA  

8546510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8546510 NON-EXPEDITED N OT US-BAYER-2012-040277 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PATIENT-DEVICE INCOMPATIBILITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
INFECTION  
PAIN  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  

8546520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8546520 EXPEDITED (15-DAY) Y HO FR-BAYER-2012-041284 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg, CONT 1446 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  

8557914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8557914 NON-EXPEDITED N US-BAYER-2012-043467 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER
BLIGHTED OVUM  
MENSTRUATION DELAYED  
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Detailed Report
8576308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8576308 NON-EXPEDITED Y OT US-BAYER-2012-048569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1203 DAY BAYER

8600445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600445 EXPEDITED (15-DAY) Y OT US-BAYER-2012-054529 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S 20 µg/day  BAYER

8600446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600446 NON-EXPEDITED N OT US-BAYER-2012-054580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8600447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600447 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-038251 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RHEUMATOID ARTHRITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
ABDOMINAL PAIN LOWER  
ARTHRALGIA  
HEADACHE  

8600537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600537 NON-EXPEDITED Y US-BAYER-2012-055524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 105 DAY BAYER
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8600538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600538 NON-EXPEDITED Y OT US-BAYER-2012-055094 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 40 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8600539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600539 NON-EXPEDITED Y US-BAYER-2012-055525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 21 DAY BAYER

8600620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600620 NON-EXPEDITED Y OT US-BAYER-2012-055272 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  

8600819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600819 EXPEDITED (15-DAY) Y HO NL-BAYER-2012-055343 28 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK 1799 DAY BAYER
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Detailed Report
8600856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8600856 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-055496 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CLOSTRIDIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BLOOD PRESSURE INCREASED  
CHOLELITHIASIS  
PROCEDURAL PAIN  
URINARY TRACT INFECTION  
VOMITING  

8601030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601030 NON-EXPEDITED Y OT US-BAYER-2012-055775 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
DEVICE EXPULSION  

8601599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601599 NON-EXPEDITED Y US-BAYER-2012-055923 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 26 DAY BAYER

8601600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601600 NON-EXPEDITED N US-BAYER-2012-055799 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, UNK  BAYER
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Detailed Report
8601601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601601 NON-EXPEDITED N US-BAYER-2012-055827 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 209 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8601603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601603 NON-EXPEDITED N US-BAYER-2012-055927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE  BAYER

8601604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601604 NON-EXPEDITED Y US-BAYER-2012-055891 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8601607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601607 NON-EXPEDITED N US-BAYER-2012-055966 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 248 DAY BAYER

8601745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601745 NON-EXPEDITED Y US-BAYER-2012-055963 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE INTOLERANCE MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8601746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601746 NON-EXPEDITED N US-BAYER-2012-055856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8601747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601747 NON-EXPEDITED Y US-BAYER-2012-055852 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1503 DAY BAYER

8601915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2012 8601915 NON-EXPEDITED Y OT US-BAYER-2012-055787 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S 20 µg/day  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DIFFICULT TO USE  
VAGINAL HAEMORRHAGE  

8098591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8098591 NON-EXPEDITED N OT US-BAYER-2011-071746 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 486 DAY BAYER
DEVICE BREAKAGE  
FIBRONECTIN INCREASED  
PREMATURE DELIVERY  
PREMATURE LABOUR  

8477347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8477347 EXPEDITED (15-DAY) N OT US-BAYER-2012-026654 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGIC OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
INTRA-ABDOMINAL HAEMORRHAGE  
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Detailed Report
8572683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8572683 NON-EXPEDITED N OT US-BAYER-2012-047206 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8587444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8587444 NON-EXPEDITED Y OT US-BAYER-2012-053391 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL INFECTION FUNGAL MIRENA S 20 µg/d, UNK  BAYER
GENITAL DISCHARGE  

8602208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602208 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-004847 25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
APPENDICITIS  
CHLAMYDIAL INFECTION  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
PAIN  

8602218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602218 EXPEDITED (15-DAY) Y OT BR-BAYER-2012-055551 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 226 DAY BAYER
CAESAREAN SECTION  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
HAEMORRHAGE IN PREGNANCY  
NAUSEA  
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Detailed Report
8602234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602234 NON-EXPEDITED N OT US-BAYER-2012-055987 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8602236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602236 NON-EXPEDITED N OT US-BAYER-2012-055859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  

8602237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602237 NON-EXPEDITED N OT US-BAYER-2012-055976 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8602238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602238 NON-EXPEDITED N OT US-BAYER-2012-055845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8602239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602239 NON-EXPEDITED N OT US-BAYER-2012-055964 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8602240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602240 EXPEDITED (15-DAY) N OT US-BAYER-2012-054991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ULTRASOUND BREAST ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
PROCEDURAL PAIN  

8602241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602241 NON-EXPEDITED N OT US-BAYER-2012-055813 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
KLEBSIELLA INFECTION  

8602251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602251 NON-EXPEDITED Y OT US-BAYER-2012-055882 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 170 DAY BAYER
DEVICE EXPULSION  
PAIN  

8602405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602405 NON-EXPEDITED N OT US-BAYER-2012-055871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8602407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602407 NON-EXPEDITED N OT US-BAYER-2012-055802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  

8602422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602422 NON-EXPEDITED N US-TEVA-341493USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8602608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602608 NON-EXPEDITED N US-TEVA-341491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8602649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602649 NON-EXPEDITED N US-TEVA-341488USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8602659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602659 NON-EXPEDITED N US-TEVA-341480USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8602675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602675 NON-EXPEDITED N OT US-BAYER-2012-055857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
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Detailed Report
8602678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602678 NON-EXPEDITED N US-TEVA-341442USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

RISPERIDONE C  

8602722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602722 NON-EXPEDITED N US-TEVA-341234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8602838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8602838 NON-EXPEDITED N US-BAYER-2012-055866 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER

8603414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603414 NON-EXPEDITED N US-TEVA-341497USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
POLLAKIURIA NITROFURANTOIN S ORAL 100 Milligram;  
MENSTRUATION IRREGULAR NORTREL 7/7/7 C  
PELVIC PAIN  

8603498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603498 NON-EXPEDITED N US-TEVA-341494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8603520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603520 NON-EXPEDITED N US-TEVA-341492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8603563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603563 NON-EXPEDITED N US-TEVA-341483USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8603607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603607 NON-EXPEDITED N US-TEVA-341517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
HEADACHE  
MATERNAL EXPOSURE DURING PREGNANCY  
OFF LABEL USE  
PREGNANCY  

8603632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603632 NON-EXPEDITED N US-TEVA-341759USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ADDERALL C  

8603666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603666 NON-EXPEDITED N US-TEVA-341753USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8603684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603684 NON-EXPEDITED N US-TEVA-341748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8603690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603690 NON-EXPEDITED N US-TEVA-341745USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8603727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603727 NON-EXPEDITED N US-TEVA-341680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8603745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603745 NON-EXPEDITED N US-TEVA-341677USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8603761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603761 NON-EXPEDITED N US-TEVA-341672USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLANK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ALBUTEROL C  
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Detailed Report
8603766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603766 NON-EXPEDITED N US-TEVA-341667USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

INSULIN C  

8603780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2012 8603780 NON-EXPEDITED N US-TEVA-341657USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8549730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8549730 NON-EXPEDITED N US-TEVA-336462USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR THEOPHYLLINE C  
OFF LABEL USE ALBUTEROL C  

NEURONTIN C  
ATIVAN C  

8556308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8556308 NON-EXPEDITED N OT US-BAYER-2012-043501 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
DEPRESSION  
MOOD SWINGS  
MUSCLE SPASMS  
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Detailed Report
8571249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8571249 NON-EXPEDITED N OT US-BAYER-2012-046974 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE PERFORATION  

8572823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8572823 NON-EXPEDITED Y US-BAYER-2012-047397 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PROCEDURAL PAIN  

8582759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8582759 NON-EXPEDITED Y OT US-BAYER-2012-052083 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8586982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8586982 NON-EXPEDITED N US-TEVA-340276USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DIARRHOEA  
DIZZINESS  
NAUSEA  
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Detailed Report
8588693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8588693 NON-EXPEDITED N US-TEVA-340590USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8604221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604221 EXPEDITED (15-DAY) N OT US-BAYER-2012-055992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8604222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604222 NON-EXPEDITED N HO US-BAYER-2012-055120 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
ASTHMA  
CARDIAC DISORDER  
FEELING ABNORMAL  
MENORRHAGIA  
MENSTRUATION DELAYED  

8604224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604224 EXPEDITED (15-DAY) Y OT FR-
BAYER-201026501GPV

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE DELIVERY MIRENA S INTRAUTERINE 20 µg (Daily Dose),

CONT, intra-uterine
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
RETROPLACENTAL HAEMATOMA  
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8604279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604279 EXPEDITED (15-DAY) N DE,OT BR-PFIZER
INC-2012133742

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE TIMING UNSPECIFIED NORDETTE S TRANSPLACENTAL 1 DF, 1x/day  PFIZER
MATERNAL DRUGS AFFECTING FOETUS  
NEONATAL ASPHYXIA  
NEONATAL RESPIRATORY DISTRESS
SYNDROME

 

PREMATURE BABY  
SEPSIS  

8604308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604308 NON-EXPEDITED N OT US-BAYER-2012-053430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

8604310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604310 EXPEDITED (15-DAY) Y OT ZA-BAYER-2011-100651 35 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CAESAREAN SECTION  
HERNIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8604352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604352 EXPEDITED (15-DAY) Y OT SG-BAYER-2012-056247 51 YR Female SGP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SJOGREN'S SYNDROME MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8604421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604421 NON-EXPEDITED N US-BAYER-2012-056029 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8604422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604422 NON-EXPEDITED N US-BAYER-2012-056258 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S 20 µg/d, CONT 179 DAY BAYER
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8604598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604598 NON-EXPEDITED N US-TEVA-341842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED BIRTH CONTROL C  

8604686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604686 NON-EXPEDITED Y US-BAYER-2012-056253 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 278 DAY BAYER

8604776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604776 NON-EXPEDITED N US-TEVA-341833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8604809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604809 EXPEDITED (15-DAY) Y CA,OT FR-BAYER-2012-055822 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL UNK  BAYER
INGUINAL HERNIA  

8604871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604871 NON-EXPEDITED N US-TEVA-341868USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR ORTHO C  
ABDOMINAL PAIN UPPER  
BREAST PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

8604884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604884 NON-EXPEDITED N US-TEVA-341848USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  
NAUSEA  

8604885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604885 NON-EXPEDITED N US-TEVA-341671USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8604917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8604917 NON-EXPEDITED N US-TEVA-341750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605024 NON-EXPEDITED N US-TEVA-341675USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605078 NON-EXPEDITED N US-BAYER-2012-056071 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 24 DAY BAYER

8605079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605079 NON-EXPEDITED Y US-BAYER-2012-056116 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 30 DAY BAYER

8605080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605080 NON-EXPEDITED N US-BAYER-2012-056246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE UNK  BAYER

8605081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605081 NON-EXPEDITED N US-BAYER-2012-056122 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8605082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605082 NON-EXPEDITED Y OT US-BAYER-2012-056005 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER

8605083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605083 NON-EXPEDITED Y US-BAYER-2012-056049 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8605084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605084 NON-EXPEDITED Y OT US-BAYER-2012-056026 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8605093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605093 NON-EXPEDITED N US-TEVA-341663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605107 NON-EXPEDITED N US-BAYER-2012-056758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S 20 µg/d, CONT  BAYER

8605108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605108 NON-EXPEDITED N US-BAYER-2012-056383 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE MISUSE MIRENA S  BAYER

VIVELLE C  
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8605109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605109 NON-EXPEDITED Y US-BAYER-2012-056770 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 10 DAY BAYER

MIRENA S  BAYER

8605110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605110 NON-EXPEDITED Y US-BAYER-2012-056359 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 UNK, UNK  BAYER
AMENORRHOEA  

8605111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605111 NON-EXPEDITED N US-BAYER-2012-056755 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 383 DAY BAYER

8605164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605164 EXPEDITED (15-DAY) N OT FR-PFIZER
INC-2012132178

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAEMIA TRIPHASIL-21 S 1 DF, UNK  PFIZER
NAUSEA  

8605178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605178 NON-EXPEDITED N US-TEVA-341655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8605189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605189 NON-EXPEDITED N US-TEVA-341756USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8605210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605210 NON-EXPEDITED N US-TEVA-341831USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605266 NON-EXPEDITED N US-TEVA-341951USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605291 NON-EXPEDITED N US-TEVA-341954USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605333 NON-EXPEDITED Y US-BAYER-2012-056054 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER
MOOD ALTERED  

8605336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605336 EXPEDITED (15-DAY) Y OT US-BAYER-2012-056250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8605342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605342 NON-EXPEDITED N US-BAYER-2012-056110 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 164 DAY BAYER

MIRENA S INTRAUTERINE UNK  BAYER

8605347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605347 NON-EXPEDITED N US-BAYER-2012-056893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8605368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605368 NON-EXPEDITED N US-TEVA-341956USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605403 NON-EXPEDITED N US-TEVA-341949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605534 NON-EXPEDITED N US-TEVA-341992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

Page: 10,932 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8605611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605611 NON-EXPEDITED N US-TEVA-342030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8605613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605613 NON-EXPEDITED Y US-BAYER-2012-056753 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8605616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605616 NON-EXPEDITED N US-BAYER-2012-056748 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8605691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605691 NON-EXPEDITED N US-BAYER-2012-056859 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE UNK  BAYER

8605692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605692 NON-EXPEDITED Y US-BAYER-2012-056783 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 49 DAY BAYER
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8605703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605703 NON-EXPEDITED N US-TEVA-342033USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ADDERALL C  

8605711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605711 NON-EXPEDITED N US-BAYER-2012-056360 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8605718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605718 NON-EXPEDITED N US-TEVA-341999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8605748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605748 NON-EXPEDITED N US-TEVA-342028USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605762 NON-EXPEDITED Y US-BAYER-2012-056255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8605778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605778 NON-EXPEDITED N US-TEVA-341993USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605835 NON-EXPEDITED N US-TEVA-342022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605875 NON-EXPEDITED N US-TEVA-342000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605895 NON-EXPEDITED N US-TEVA-341996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2012 8605911 NON-EXPEDITED N US-TEVA-341994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8572834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8572834 NON-EXPEDITED N US-BAYER-2012-049761 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  
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8576098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8576098 NON-EXPEDITED Y US-BAYER-2012-050762 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 86 DAY BAYER

8576365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8576365 NON-EXPEDITED N US-BAYER-2012-050770 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8591213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8591213 NON-EXPEDITED N US-TEVA-340885USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN VITAMIN D C  

RESVERATROL C  

8601602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8601602 NON-EXPEDITED N US-BAYER-2012-055918 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 37 DAY BAYER

8607166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607166 NON-EXPEDITED N OT US-BAYER-2012-057024 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8607730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607730 NON-EXPEDITED N US-BAYER-2012-056028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8607732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607732 NON-EXPEDITED N US-BAYER-2012-056961 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8607733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607733 NON-EXPEDITED N US-BAYER-2012-056379 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE ISSUE MIRENA S UNK  BAYER

8607734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607734 NON-EXPEDITED N US-BAYER-2012-056750 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER

8607737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607737 NON-EXPEDITED Y US-BAYER-2012-056974 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
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Detailed Report
8607738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607738 NON-EXPEDITED N US-BAYER-2012-056072 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 µg/d, CONT 137 DAY BAYER
ALOPECIA  

8607740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607740 NON-EXPEDITED Y US-BAYER-2012-055490 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 7 DAY BAYER

8607766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607766 NON-EXPEDITED N US-BAYER-2012-056089 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8607877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607877 NON-EXPEDITED Y OT US-BAYER-2012-056289 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER

8607913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8607913 NON-EXPEDITED N US-TEVA-342043USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VULVOVAGINAL PRURITUS  
VULVOVAGINAL SWELLING  
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Detailed Report
8608025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608025 NON-EXPEDITED N US-TEVA-342056USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8608046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608046 NON-EXPEDITED N US-TEVA-342065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8608097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608097 NON-EXPEDITED N US-TEVA-342071USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8608249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608249 NON-EXPEDITED Y OT US-BAYER-2012-056014 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg, CONT 69 DAY BAYER

8608396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608396 NON-EXPEDITED N US-TEVA-342074USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8608469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608469 NON-EXPEDITED N US-TEVA-342077USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8608493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608493 NON-EXPEDITED N OT US-BAYER-2012-057274 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8608499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608499 NON-EXPEDITED N US-TEVA-342079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8608531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608531 NON-EXPEDITED N US-TEVA-342082USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEPRESSED MOOD CELEXA C  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8608829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608829 NON-EXPEDITED Y OT US-BAYER-2012-057285 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8608968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8608968 NON-EXPEDITED N US-TEVA-342040USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8609044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609044 NON-EXPEDITED N US-TEVA-342224USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8609051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609051 NON-EXPEDITED N US-TEVA-342231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8609089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609089 NON-EXPEDITED N US-TEVA-342250USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8609136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609136 NON-EXPEDITED N US-TEVA-342256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8609144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609144 NON-EXPEDITED N US-TEVA-342261USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8609153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8609153 NON-EXPEDITED N US-TEVA-342294USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8621882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2012 8621882 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  

8113749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8113749 NON-EXPEDITED N US-BAYER-2011-069644 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8429780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8429780 EXPEDITED (15-DAY) Y OT US-BAYER-2012-017512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

Page: 10,942 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8552235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8552235 NON-EXPEDITED Y OT US-BAYER-2012-042051 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
POST PROCEDURAL HAEMORRHAGE ACETAMINOPHEN AND CODEINE C UNK UNK, PRN  

ALBUTEROL SULFATE C UNK UNK, PRN  

8554918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8554918 EXPEDITED (15-DAY) Y HO US-BAYER-2012-043477 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S UNK 226 DAY BAYER

8556307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8556307 NON-EXPEDITED Y OT US-BAYER-2012-043241 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8586851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8586851 NON-EXPEDITED Y US-BAYER-2012-053201 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER
CRYING  
DEPRESSION  
HEADACHE  
MOOD ALTERED  
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Detailed Report
8595106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8595106 NON-EXPEDITED Y US-BAYER-2012-054927 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE UNK 54 DAY BAYER
PAIN  
POST PROCEDURAL DISCOMFORT  
PROCEDURAL PAIN  

8609546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609546 NON-EXPEDITED N OT US-BAYER-2012-056103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 245 DAY BAYER

MIRENA S  BAYER

8609547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609547 NON-EXPEDITED N OT US-BAYER-2012-056720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609660 NON-EXPEDITED Y US-BAYER-2012-056042 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609662 NON-EXPEDITED N US-BAYER-2012-057268 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8609663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609663 NON-EXPEDITED Y US-BAYER-2012-056123 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
DEVICE EXPULSION  

8609664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609664 NON-EXPEDITED Y US-BAYER-2012-057305 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609666 NON-EXPEDITED N US-BAYER-2012-057407 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER

8609667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609667 NON-EXPEDITED Y US-BAYER-2012-057265 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 26 DAY BAYER

8609668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609668 NON-EXPEDITED Y US-BAYER-2012-057254 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 81 DAY BAYER

MIRENA S  BAYER

8609669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609669 NON-EXPEDITED Y OT US-BAYER-2012-056124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 36 DAY BAYER
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Detailed Report
8609671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609671 NON-EXPEDITED N US-BAYER-2012-057522 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 43 DAY BAYER

8609672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609672 NON-EXPEDITED Y US-BAYER-2012-057613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8609673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609673 NON-EXPEDITED Y US-BAYER-2012-057561 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8609675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609675 NON-EXPEDITED N US-BAYER-2012-057615 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609677 NON-EXPEDITED N US-BAYER-2012-057377 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER

8609678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609678 NON-EXPEDITED N US-BAYER-2012-057573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8609679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609679 NON-EXPEDITED N US-BAYER-2012-057592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609680 NON-EXPEDITED N US-BAYER-2012-057619 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

8609681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609681 NON-EXPEDITED Y US-BAYER-2012-057468 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER

8609869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609869 NON-EXPEDITED Y US-BAYER-2012-057402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHEST PAIN  
DIZZINESS  
DYSPNOEA  
HEADACHE  
IRRITABILITY  
LETHARGY  
NAUSEA  
PRURITUS  
RASH  
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Detailed Report
8609915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8609915 NON-EXPEDITED N US-BAYER-2012-057346 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8610087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610087 NON-EXPEDITED N OT US-BAYER-2012-056083 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER

8610107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610107 NON-EXPEDITED N US-TEVA-342266USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8610257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610257 NON-EXPEDITED N US-TEVA-342255USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

THYROID REPLACEMENT MED C  

8610291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610291 NON-EXPEDITED N US-TEVA-342249USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
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Detailed Report
8610321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610321 NON-EXPEDITED N US-TEVA-342441USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPOSURE DURING BREAST FEEDING  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8610328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610328 NON-EXPEDITED N US-TEVA-342230USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610368 NON-EXPEDITED N US-TEVA-342187USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY  
PREGNANCY TEST POSITIVE  

8610418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610418 NON-EXPEDITED N US-TEVA-342184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8610465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610465 NON-EXPEDITED N US-TEVA-342283USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8610477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610477 NON-EXPEDITED N US-TEVA-342303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8610493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610493 NON-EXPEDITED N US-TEVA-342332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610507 NON-EXPEDITED N US-TEVA-342334USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610521 NON-EXPEDITED N US-TEVA-342337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8610526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610526 NON-EXPEDITED Y US-BAYER-2012-056043 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8610527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610527 NON-EXPEDITED Y US-BAYER-2012-057354 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8610536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610536 NON-EXPEDITED N US-TEVA-342338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610554 NON-EXPEDITED N US-TEVA-342333USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8610559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610559 NON-EXPEDITED N US-TEVA-342336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8610593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610593 NON-EXPEDITED N US-TEVA-342377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PILLS C  

8610621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610621 NON-EXPEDITED N US-TEVA-342386USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLARITIN C  

8610633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610633 NON-EXPEDITED N US-TEVA-342399USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOODY DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8610645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610645 NON-EXPEDITED N US-TEVA-342380USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610727 NON-EXPEDITED N US-TEVA-342388USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CONCERTA C  
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8610779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610779 NON-EXPEDITED N US-TEVA-342383USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING NORGESTIMATE AND ETHINYL

ESTRADIOL
C  

8610812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610812 NON-EXPEDITED N US-TEVA-342385USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610832 NON-EXPEDITED N US-TEVA-342444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610843 NON-EXPEDITED N US-TEVA-342447USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8610968 NON-EXPEDITED N US-TEVA-342492USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS IMPLANON CONTRACEPTIVE

ROD INSERT
C  

SYNTHROID C  
CIPROFLOXACIN C  
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8611005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8611005 NON-EXPEDITED N US-TEVA-342317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
CHEST DISCOMFORT  
DIZZINESS  
FATIGUE  
FEELING ABNORMAL  
HALLUCINATION  
HEADACHE  
MENSTRUATION DELAYED  
MENTAL DISORDER  
NAUSEA  
NERVOUSNESS  
PARANOIA  

8611056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2012 8611056 NON-EXPEDITED N US-BAYER-2012-057924 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8396254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8396254 NON-EXPEDITED N OT US-BAYER-2012-010681 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
UTERINE PERFORATION  
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Detailed Report
8540619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8540619 NON-EXPEDITED Y OT US-BAYER-2012-040331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8575091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8575091 NON-EXPEDITED N US-BAYER-2012-047954 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER

8611448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611448 NON-EXPEDITED N OT US-BAYER-2012-056369 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8611665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611665 NON-EXPEDITED N OT US-BAYER-2012-057422 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER
PELVIC INFECTION  

8611759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611759 NON-EXPEDITED N US-BAYER-2012-058064 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

MIRENA S  BAYER
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8611760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611760 NON-EXPEDITED Y US-BAYER-2012-056082 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING FACE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DYSPHAGIA  
DYSPNOEA  
ERYTHEMA  
HYPOAESTHESIA  

8611762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611762 NON-EXPEDITED N US-BAYER-2012-057937 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8611763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611763 NON-EXPEDITED N US-BAYER-2012-058104 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8611764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611764 NON-EXPEDITED Y US-BAYER-2012-057362 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S 20 µg/d, CONT  BAYER

8611861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611861 NON-EXPEDITED Y US-BAYER-2012-056391 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HIRSUTISM MIRENA S  BAYER
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Detailed Report
8611925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611925 NON-EXPEDITED Y OT US-BAYER-2012-056917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8611926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611926 NON-EXPEDITED Y OT US-BAYER-2012-056916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8611927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611927 NON-EXPEDITED Y OT US-BAYER-2012-056913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8611928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611928 NON-EXPEDITED Y OT US-BAYER-2012-056918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER

8611929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611929 NON-EXPEDITED Y OT US-BAYER-2012-056911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8611930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611930 NON-EXPEDITED N OT US-BAYER-2012-056906 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8611931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8611931 NON-EXPEDITED Y OT US-BAYER-2012-056907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8612226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612226 NON-EXPEDITED Y US-BAYER-2012-056035 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8612228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612228 NON-EXPEDITED Y US-BAYER-2012-058307 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8612245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612245 NON-EXPEDITED N OT US-BAYER-2012-056745 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8612360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612360 NON-EXPEDITED N US-TEVA-342594USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8612381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612381 NON-EXPEDITED N US-TEVA-342583USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
VOMITING  
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Detailed Report
8612413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612413 NON-EXPEDITED N US-TEVA-342580USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IMITREX C  

8612420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612420 NON-EXPEDITED N US-TEVA-342568USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8612498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612498 EXPEDITED (15-DAY) N OT US-BAYER-2012-056815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SINUSITIS  

8612791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612791 NON-EXPEDITED N US-BAYER-2012-058358 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 203 DAY BAYER

8612792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612792 NON-EXPEDITED Y US-BAYER-2012-058447 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8612793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612793 NON-EXPEDITED N US-BAYER-2012-058178 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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Detailed Report
8612794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612794 NON-EXPEDITED Y US-BAYER-2012-056348 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8612805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612805 NON-EXPEDITED N US-TEVA-342523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8612833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612833 NON-EXPEDITED N OT US-BAYER-2012-057201 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
PAIN IN EXTREMITY  
VAGINAL HAEMORRHAGE  

8612840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612840 NON-EXPEDITED N US-TEVA-342491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8612848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612848 NON-EXPEDITED N US-TEVA-342543USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8612871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612871 NON-EXPEDITED N US-TEVA-342591USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8612885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612885 EXPEDITED (15-DAY) N OT DE-BAYER-2012-057242 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER

8612959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612959 NON-EXPEDITED N US-TEVA-342625USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8612971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612971 NON-EXPEDITED Y US-BAYER-2012-056254 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8612976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612976 NON-EXPEDITED Y US-BAYER-2012-056095 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8612984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612984 NON-EXPEDITED N US-TEVA-342616USA 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE SODIUM C  
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Detailed Report
8612992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8612992 NON-EXPEDITED N US-TEVA-342610USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8613066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613066 NON-EXPEDITED N US-TEVA-342609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8613099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613099 NON-EXPEDITED N US-TEVA-342606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613107 NON-EXPEDITED N US-TEVA-342602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION URGENCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613150 NON-EXPEDITED N US-TEVA-342601USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
VOMITING  
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Detailed Report
8613228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613228 NON-EXPEDITED N US-TEVA-342596USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613238 NON-EXPEDITED N US-TEVA-342592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613249 NON-EXPEDITED N US-TEVA-342603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613299 NON-EXPEDITED N US-TEVA-342605USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613316 NON-EXPEDITED N US-TEVA-342607USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8613341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613341 NON-EXPEDITED N US-TEVA-342611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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8613360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613360 NON-EXPEDITED N US-TEVA-342621USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8613371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613371 NON-EXPEDITED N US-TEVA-342715USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  

8613373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613373 NON-EXPEDITED N US-TEVA-342300USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8613387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2012 8613387 NON-EXPEDITED N US-TEVA-342631USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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8337741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8337741 NON-EXPEDITED N OT US-BAYER-2012-004401 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8471657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8471657 NON-EXPEDITED N OT US-BAYER-2012-024421 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 100 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
FEELING ABNORMAL  
MENORRHAGIA  

8553492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8553492 NON-EXPEDITED N OT US-BAYER-2012-042702 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8556332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8556332 NON-EXPEDITED N OT US-BAYER-2012-045237 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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8585929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8585929 NON-EXPEDITED N US-TEVA-340160USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8588268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8588268 NON-EXPEDITED N US-TEVA-340570USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8590448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8590448 EXPEDITED (15-DAY) N OT DK-BAYER-2012-053582 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 153 DAY BAYER
VAGINAL HAEMORRHAGE CYKLOKAPRON C 500 mg, TID  

8591234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8591234 NON-EXPEDITED N US-TEVA-340909USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8597112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8597112 NON-EXPEDITED N US-TEVA-341257USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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8603531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8603531 NON-EXPEDITED N US-TEVA-341489USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8613670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613670 NON-EXPEDITED Y OT US-BAYER-2012-056249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK 72 DAY BAYER
DEVICE EXPULSION  
PAIN  

8613671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613671 NON-EXPEDITED N HO US-BAYER-2012-056689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

8613672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613672 NON-EXPEDITED N OT US-BAYER-2012-056766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 21 DAY BAYER

8613673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613673 NON-EXPEDITED N OT US-BAYER-2012-057369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8613674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613674 NON-EXPEDITED N OT US-BAYER-2012-058066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, CONT  BAYER
COITAL BLEEDING CONTRACEPTIVES NOS C UNK  
METRORRHAGIA  

8613675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613675 NON-EXPEDITED N OT US-BAYER-2012-056887 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
ABDOMINAL PAIN LOWER  
DEVICE DIFFICULT TO USE  

8613888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8613888 NON-EXPEDITED N US-TEVA-342588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  

8614077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614077 NON-EXPEDITED N US-TEVA-342842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614122 NON-EXPEDITED N US-TEVA-342855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8614156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614156 NON-EXPEDITED N US-TEVA-342845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614228 EXPEDITED (15-DAY) Y LT SI-BAYER-2012-057719 30 YR Female SVN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
ECTOPIC PREGNANCY  
PAIN  
PERITONEAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8614239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614239 NON-EXPEDITED Y US-BAYER-2012-058482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCOSIS MIRENA S UNK  BAYER

8614240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614240 NON-EXPEDITED Y US-BAYER-2012-058659 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 349 DAY BAYER

8614241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614241 NON-EXPEDITED Y OT US-BAYER-2012-057226 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER
DEVICE EXPULSION  
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8614242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614242 NON-EXPEDITED Y US-BAYER-2012-058574 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8614243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614243 NON-EXPEDITED N US-BAYER-2012-058572 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8614244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614244 NON-EXPEDITED N US-BAYER-2012-056781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT INCREASED MIRENA S  BAYER
BACK PAIN  
BLOOD PRESSURE ABNORMAL  
DEPRESSION  
DIZZINESS  
GASTROINTESTINAL DISORDER  
OVARIAN CYST  
PANIC ATTACK  

8614245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614245 NON-EXPEDITED Y US-BAYER-2012-058326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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8614246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614246 NON-EXPEDITED N US-BAYER-2012-058537 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8614247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614247 NON-EXPEDITED N US-BAYER-2012-058569 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 155 DAY BAYER

8614248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614248 NON-EXPEDITED Y US-BAYER-2012-058579 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER

8614265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614265 NON-EXPEDITED N US-TEVA-342836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614287 NON-EXPEDITED N US-TEVA-342867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614292 NON-EXPEDITED N US-TEVA-342805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8614295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614295 NON-EXPEDITED N US-BAYER-2012-056148 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
MENORRHAGIA  

8614297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614297 NON-EXPEDITED Y US-BAYER-2012-058697 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8614298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614298 NON-EXPEDITED N US-TEVA-342801USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614318 NON-EXPEDITED N US-TEVA-342870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CERVIX INFLAMMATION  
URINARY TRACT INFECTION  

8614330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614330 NON-EXPEDITED N US-TEVA-342749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  
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8614346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614346 NON-EXPEDITED N US-BAYER-2012-056760 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8614347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614347 NON-EXPEDITED Y US-BAYER-2012-058806 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 412 DAY BAYER

8614362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614362 NON-EXPEDITED N US-TEVA-342743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8614369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614369 NON-EXPEDITED N US-TEVA-342875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DISTURBANCE IN ATTENTION  

8614380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614380 NON-EXPEDITED Y US-BAYER-2012-057318 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE UNK  BAYER
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8614390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614390 NON-EXPEDITED N US-TEVA-342873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8614397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614397 NON-EXPEDITED N OT US-BAYER-2012-056805 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PAIN MIRENA S INTRAUTERINE UNK  BAYER
VAGINAL HAEMORRHAGE  

8614398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614398 NON-EXPEDITED N OT US-BAYER-2012-056836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8614402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614402 NON-EXPEDITED N US-TEVA-342723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614426 NON-EXPEDITED N US-TEVA-342869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8614449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614449 NON-EXPEDITED N US-TEVA-342720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER LUTERA C  

8614495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614495 NON-EXPEDITED N US-TEVA-342880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO CYCLEN C ORAL  

8614496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614496 NON-EXPEDITED N US-TEVA-342858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8614536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614536 NON-EXPEDITED N US-TEVA-342876USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614537 NON-EXPEDITED N US-TEVA-342726USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8614662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614662 NON-EXPEDITED N US-TEVA-342835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614726 NON-EXPEDITED N US-TEVA-342859USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PROZAC C ORAL  
ABDOMINAL PAIN PROZAC C  

ADDERALL C  
ADDERALL C  
KLONOPIN C  
KLONOPIN C  

8614767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614767 NON-EXPEDITED N US-TEVA-342863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8614768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614768 NON-EXPEDITED N US-TEVA-342884USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  
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8614776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614776 NON-EXPEDITED N OT US-BAYER-2012-056729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, UNK  BAYER
MENORRHAGIA MIRENA S  BAYER
DEVICE EXPULSION  
MUSCLE SPASMS  

8614862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614862 NON-EXPEDITED Y US-TEVA-342792USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8614952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8614952 NON-EXPEDITED Y US-TEVA-342806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8615101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8615101 NON-EXPEDITED N US-TEVA-343013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8615102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2012 8615102 NON-EXPEDITED N US-TEVA-342839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVONORGESTREL S  

LEVONORGESTREL S  
LEVONORGESTREL S  
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Detailed Report
8459030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8459030 NON-EXPEDITED N HO,OT US-BAYER-2012-022394 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
MIRENA S  BAYER

8532029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8532029 NON-EXPEDITED N OT US-BAYER-2012-038946 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BACK PAIN MOTRIN C 800 mg, UNK  
PAIN IN EXTREMITY CYTOTEC C  
DEVICE DISLOCATION  

8552234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8552234 NON-EXPEDITED N OT US-BAYER-2012-041926 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

HAEMORRHAGE IN PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8555001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8555001 NON-EXPEDITED N HO,OT US-BAYER-2012-043095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER
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8564377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8564377 NON-EXPEDITED N US-BAYER-2012-046459 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
NAUSEA  
OEDEMA PERIPHERAL  
PELVIC PAIN  

8575098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8575098 NON-EXPEDITED N US-BAYER-2012-049012 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S  BAYER
ABDOMINAL PAIN LOWER  

8616594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8616594 NON-EXPEDITED N US-TEVA-342977USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8616600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8616600 NON-EXPEDITED N US-TEVA-343042USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8616607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8616607 NON-EXPEDITED N US-TEVA-343052USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8616750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8616750 EXPEDITED (15-DAY) Y OT IE-BAYER-2012-056299 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8616981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8616981 EXPEDITED (15-DAY) N HO,OT GB-BAYER-2012-039585 57 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADVERSE EVENT  
INFECTION  
NO ADVERSE EVENT  

8617036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617036 NON-EXPEDITED N US-BAYER-2012-058805 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE CERVICAL PAIN  

8617037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617037 NON-EXPEDITED N US-BAYER-2012-058802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

8617038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617038 NON-EXPEDITED Y US-BAYER-2012-058817 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8617040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617040 NON-EXPEDITED Y US-BAYER-2012-056285 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8617041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617041 NON-EXPEDITED N US-BAYER-2012-057252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NARCOLEPSY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  

8617043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617043 NON-EXPEDITED N US-BAYER-2012-058423 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8617044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617044 NON-EXPEDITED Y US-BAYER-2012-058033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
DISCOMFORT MIRENA S  BAYER
PAIN  

8617046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617046 NON-EXPEDITED Y US-BAYER-2012-058937 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
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Detailed Report
8617088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617088 NON-EXPEDITED Y US-BAYER-2012-059055 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8617090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617090 NON-EXPEDITED N US-TEVA-343001USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617095 NON-EXPEDITED N US-TEVA-343086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617096 NON-EXPEDITED N US-TEVA-343096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617097 NON-EXPEDITED N US-TEVA-343092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8617108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617108 NON-EXPEDITED N US-TEVA-343093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8617109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617109 NON-EXPEDITED N US-TEVA-343099USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  

8617110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617110 NON-EXPEDITED N US-TEVA-343100USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617124 NON-EXPEDITED N US-TEVA-343089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617164 NON-EXPEDITED N US-TEVA-342975USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617206 NON-EXPEDITED N US-TEVA-342970USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C ORAL  
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Detailed Report
8617249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617249 NON-EXPEDITED N US-TEVA-342953USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8617331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617331 NON-EXPEDITED N US-TEVA-343075USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617375 NON-EXPEDITED N US-TEVA-343021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  

8617633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617633 NON-EXPEDITED N US-BAYER-2012-057197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 79 DAY BAYER
PRODUCT SHAPE ISSUE  

8617670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617670 EXPEDITED (15-DAY) N OT US-
WATSON-2012-09817

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL UNK  WATSON
MENSTRUATION IRREGULAR LEVONORGESTREL S ORAL UNK  WATSON

LEVONORGESTREL S ORAL UNK  WATSON
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8617673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617673 NON-EXPEDITED N US-TEVA-343164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617750 NON-EXPEDITED N US-TEVA-342585USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE CYESTY C  

8617801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617801 NON-EXPEDITED N US-TEVA-343180USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8617888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617888 NON-EXPEDITED Y US-BAYER-2012-058003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8617889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617889 NON-EXPEDITED Y US-BAYER-2012-056315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8617890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617890 NON-EXPEDITED Y US-BAYER-2012-059364 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
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Detailed Report
8617891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8617891 NON-EXPEDITED N US-BAYER-2012-059014 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8618056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8618056 NON-EXPEDITED N US-BAYER-2012-056973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8618058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8618058 NON-EXPEDITED Y US-BAYER-2012-057449 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8633187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8633187 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE MIRENA S  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
AMENORRHOEA  
ANXIETY  
BREAST TENDERNESS  
DEPRESSION  
FEELING ABNORMAL  
NAUSEA  
WEIGHT INCREASED  
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Detailed Report
8633349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2012 8633349 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S IUD IMPLANT  BAYER
ALOPECIA  
BLOOD TESTOSTERONE INCREASED  
DIARRHOEA  
DISTURBANCE IN ATTENTION  
EYE IRRITATION  
HEADACHE  
HORMONE LEVEL ABNORMAL  
HYPOAESTHESIA  
NAUSEA  
PAIN IN EXTREMITY  
PALPITATIONS  

7590685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 7590685 EXPEDITED (15-DAY) N OT US-
BAYER-201033419NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE MENOPAUSE MIRENA S INTRAUTERINE 20 µg/d, CONT 517 DAY BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
ANXIETY  
HOT FLUSH  
HYPOMENORRHOEA  
MENOPAUSAL DEPRESSION  
NAUSEA  
NIGHT SWEATS  
VAGINITIS BACTERIAL  
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Detailed Report
7825838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 7825838 NON-EXPEDITED N OT US-BAYER-2011-015091 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
GENITAL HAEMORRHAGE  
VAGINAL HAEMORRHAGE  

8200074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8200074 EXPEDITED (15-DAY) Y OT US-BAYER-2011-100373 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, UNK 929 DAY BAYER
CAESAREAN SECTION  
GESTATIONAL DIABETES  
PREMATURE DELIVERY  
PREMATURE RUPTURE OF MEMBRANES  

8514476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8514476 EXPEDITED (15-DAY) N OT US-BAYER-2012-034346 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DIZZINESS MIRENA S  BAYER
SYNCOPE  

8560822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8560822 NON-EXPEDITED Y OT US-BAYER-2012-045646 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
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Detailed Report
8569626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8569626 NON-EXPEDITED N OT US-BAYER-2012-046976 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8570594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8570594 NON-EXPEDITED Y US-BAYER-2012-046853 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8583171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8583171 NON-EXPEDITED N US-TEVA-339770USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8585973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8585973 NON-EXPEDITED N US-TEVA-340262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8593313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8593313 NON-EXPEDITED N OT US-BAYER-2012-053972 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
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Detailed Report
8605348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8605348 NON-EXPEDITED N US-TEVA-341959USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8605823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8605823 NON-EXPEDITED N US-TEVA-342023USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8607963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8607963 NON-EXPEDITED N US-TEVA-342050USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA VITAMIN D C  

ORTHO TRI CYCLEN C  

8609548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8609548 NON-EXPEDITED N DS,LT US-BAYER-2012-057350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABORTION SPONTANEOUS  
ANHEDONIA  
ANXIETY  
DEFORMITY  
EMOTIONAL DISTRESS  
FEAR  
INJURY  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8617045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8617045 NON-EXPEDITED N US-BAYER-2012-058976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

HOLLYWOOD ACTIVE C  

8618601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618601 EXPEDITED (15-DAY) N OT US-BAYER-2012-057294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8618603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618603 EXPEDITED (15-DAY) N OT US-BAYER-2012-057239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVA CYST MIRENA S UNK 101 DAY BAYER
PAPILLOMA VIRAL INFECTION  

8618604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618604 EXPEDITED (15-DAY) N OT US-BAYER-2012-057930 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AUTOIMMUNE THYROIDITIS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ANXIETY  
LOSS OF LIBIDO  
NAUSEA  
PALPITATIONS  
RHEUMATOID ARTHRITIS  
VITAMIN D DEFICIENCY  
WEIGHT INCREASED  
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8618608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618608 EXPEDITED (15-DAY) N OT US-BAYER-2012-058009 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8618609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618609 EXPEDITED (15-DAY) N OT US-BAYER-2012-058037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOTHYROIDISM MIRENA S 20 µg/d, CONT  BAYER
ANXIETY  
DIZZINESS  
FATIGUE  
HYPOAESTHESIA  
MUSCLE TWITCHING  
PANIC ATTACK  
UNEVALUABLE EVENT  
VERTIGO  

8618701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618701 NON-EXPEDITED N LT US-BAYER-2012-058048 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANHEDONIA  
ANXIETY  
DEFORMITY  
EMOTIONAL DISTRESS  
FEAR OF DISEASE  
INJURY  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8618703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618703 NON-EXPEDITED Y OT US-BAYER-2012-058541 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 302 DAY BAYER
GENITAL HAEMORRHAGE  
PELVIC DISCOMFORT  

8618777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618777 NON-EXPEDITED N US-TEVA-343177USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8618790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618790 NON-EXPEDITED N OT US-BAYER-2012-057500 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8618792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618792 NON-EXPEDITED N OT US-BAYER-2012-058374 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER
DEVICE EXPULSION  

8618875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618875 NON-EXPEDITED N US-TEVA-343267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8618883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618883 NON-EXPEDITED N US-TEVA-343275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8618933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618933 NON-EXPEDITED N US-TEVA-343251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  

8618969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8618969 NON-EXPEDITED N US-TEVA-343229USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  
VAGINAL DISCHARGE  

8619032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619032 NON-EXPEDITED N US-TEVA-343252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8619033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619033 NON-EXPEDITED Y US-BAYER-2012-057466 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
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Detailed Report
8619034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619034 NON-EXPEDITED N US-BAYER-2012-057456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8619102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619102 NON-EXPEDITED N US-TEVA-343217USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOMIG C  
LO ESTROL C  

8619159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619159 NON-EXPEDITED N OT US-BAYER-2012-058061 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8619160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619160 NON-EXPEDITED N OT US-BAYER-2012-058912 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 41 DAY BAYER

MIRENA S  BAYER

8619252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619252 NON-EXPEDITED N OT US-BAYER-2012-058568 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 291 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8619492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619492 NON-EXPEDITED N US-BAYER-2012-057996 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8619494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619494 NON-EXPEDITED N US-BAYER-2012-057332 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ALOPECIA  
HYPOMENORRHOEA  

8619532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619532 EXPEDITED (15-DAY) Y HO PHHY2012FR051021 39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEPATIC LESION ALISKIREN

\HYDROCHLOROTHIAZIDE
S ORAL  

HEPATIC NECROSIS JANUVIA S ORAL 100 mg, QD  
HYPERTRIGLYCERIDAEMIA EZETIMIBE S ORAL 10/20 mg  
PANCREATITIS ACUTE TRIPHASIL-21 S ORAL  

URAPIDIL C ORAL 30 mg, UNK  
METFORMIN HYDROCHLORIDE C 500 mg, UNK  
NICARDIPINE HYDROCHLORIDE C ORAL  
BROMAZEPAM C  

8619676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619676 NON-EXPEDITED Y OT US-BAYER-2012-058535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, UNK  BAYER
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Detailed Report
8619790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619790 NON-EXPEDITED N US-TEVA-343450USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8619913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619913 NON-EXPEDITED N US-TEVA-343456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8619943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8619943 NON-EXPEDITED N US-TEVA-343486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8620143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8620143 NON-EXPEDITED N US-TEVA-343596USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8620156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8620156 NON-EXPEDITED Y OT US-BAYER-2012-058103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
PAIN  
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8620157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8620157 NON-EXPEDITED Y OT US-BAYER-2012-058098 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK 82 DAY BAYER
PAIN  

8620176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8620176 NON-EXPEDITED N US-TEVA-343555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8637469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8637469 DIRECT N OT,RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S  BAYER
ANHEDONIA  
BRADYPHRENIA  
EMOTIONAL DISORDER  
FATIGUE  
FEELING ABNORMAL  
HYPERSOMNIA  
IRRITABILITY  
JUDGEMENT IMPAIRED  
LIBIDO DECREASED  
LISTLESS  
MALAISE  
SUICIDAL IDEATION  
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Detailed Report
8637745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8637745 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA AREATA MIRENA S INTRAUTERINE 20MG/DAY 5 YEARS

INTRA-UTERI
7 MTH BAYER

DEPRESSION  

8638249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2012 8638249 DIRECT Y OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S INTRAUTERINE 20MCG DAILY INTRA-

UTERINE
 BAYER

OESTROGEN RECEPTOR ASSAY POSITIVE  
PROGESTERONE RECEPTOR ASSAY POSITIVE  

8533644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8533644 EXPEDITED (15-DAY) N US-BAYER-2012-038581 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 351 DAY BAYER

MULTI-VITAMIN C  
GLUCOSAMINE C  
FISH C Daily dose 1000 mg  

8548131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8548131 NON-EXPEDITED N OT US-BAYER-2012-043408 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 528 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8568142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8568142 NON-EXPEDITED N OT US-BAYER-2012-045835 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1848 DAY BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  

8575625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8575625 NON-EXPEDITED N OT US-BAYER-2012-050312 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1952 DAY BAYER
PROCEDURAL PAIN  
UTERINE SPASM  

8587434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8587434 EXPEDITED (15-DAY) N OT US-BAYER-2012-053080 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

NEURONTIN C 300 mg, TID  

8593853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8593853 NON-EXPEDITED Y US-BAYER-2012-053920 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8621011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621011 NON-EXPEDITED N US-TEVA-343046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8621031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621031 NON-EXPEDITED N US-TEVA-343523USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621042 NON-EXPEDITED N US-TEVA-343541USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621056 NON-EXPEDITED N US-TEVA-343550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621063 NON-EXPEDITED Y US-BAYER-2012-057327 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 32 DAY BAYER

8621064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621064 NON-EXPEDITED N BR-BAYER-2012-059471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8621066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621066 NON-EXPEDITED Y US-BAYER-2012-058340 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8621089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621089 NON-EXPEDITED N US-TEVA-343540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621235 NON-EXPEDITED N US-TEVA-343535USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
PELVIC PAIN  

8621321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621321 NON-EXPEDITED N US-TEVA-343451USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621392 NON-EXPEDITED N US-TEVA-343457USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NASONEX C  

8621437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621437 NON-EXPEDITED Y OT US-BAYER-2012-058027 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
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Detailed Report
8621440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621440 NON-EXPEDITED N US-TEVA-343517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8621450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621450 NON-EXPEDITED Y US-BAYER-2012-060020 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 98 DAY BAYER
VAGINAL DISCHARGE  

8621451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621451 NON-EXPEDITED Y US-BAYER-2012-059555 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8621452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621452 NON-EXPEDITED N US-BAYER-2012-059444 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 93 DAY BAYER

8621453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621453 NON-EXPEDITED N US-BAYER-2012-060232 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 40 DAY BAYER

8621455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621455 NON-EXPEDITED Y US-BAYER-2012-060067 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8621457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621457 NON-EXPEDITED N US-BAYER-2012-060095 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
MEDICAL DEVICE COMPLICATION  

8621599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621599 NON-EXPEDITED N US-TEVA-343614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621602 NON-EXPEDITED N OT US-BAYER-2012-059386 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8621603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621603 NON-EXPEDITED N OT US-BAYER-2012-058123 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PAIN  

8621604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621604 NON-EXPEDITED Y OT US-BAYER-2012-057925 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
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Detailed Report
8621605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621605 NON-EXPEDITED Y OT US-BAYER-2012-058292 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, CONT 5 DAY BAYER
DEVICE EXPULSION  

8621607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621607 NON-EXPEDITED Y OT NO-BAYER-2012-003916 39 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
MENORRHAGIA  
PAIN  

8621624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621624 NON-EXPEDITED N US-TEVA-343609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621634 NON-EXPEDITED N US-TEVA-343604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621636 NON-EXPEDITED Y US-BAYER-2012-059711 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 208 DAY BAYER
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8621637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621637 NON-EXPEDITED N US-BAYER-2012-059351 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 50 DAY BAYER

8621640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621640 NON-EXPEDITED N US-BAYER-2012-059917 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8621642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621642 NON-EXPEDITED N US-BAYER-2012-059357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING JITTERY  

8621643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621643 NON-EXPEDITED Y US-BAYER-2012-059932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 20 DAY BAYER

8621658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621658 NON-EXPEDITED Y OT US-BAYER-2012-059592 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8621659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621659 NON-EXPEDITED N OT US-BAYER-2012-059465 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
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8621660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621660 NON-EXPEDITED Y OT US-BAYER-2012-059505 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
COMPLICATION OF DEVICE REMOVAL  
MENSTRUATION IRREGULAR  

8621686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621686 NON-EXPEDITED N US-TEVA-343619USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SPRINTEC C  

8621724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621724 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012141260

24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYSTITIS NORDETTE S ORAL 1 DF, 1x/day  PFIZER
ABNORMAL WITHDRAWAL BLEEDING  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

8621766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621766 NON-EXPEDITED N US-TEVA-343781USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIZZINESS  
MENSTRUATION IRREGULAR  
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8621872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621872 NON-EXPEDITED N US-TEVA-343605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8621965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621965 NON-EXPEDITED N US-TEVA-343616USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING HOT YAZ C  
DIARRHOEA  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8621966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621966 NON-EXPEDITED N US-TEVA-343639USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVORA C  

8621974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621974 NON-EXPEDITED Y US-BAYER-2012-059347 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 39 DAY BAYER

8621975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621975 EXPEDITED (15-DAY) N OT BR-BAYER-2012-059046 54 DAY Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EAR INFECTION BACTERIAL MIRENA S TRANSPLACENTAL UNK UNK, CONT 243 DAY BAYER
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8621976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621976 NON-EXPEDITED Y US-BAYER-2012-059384 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8621977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621977 NON-EXPEDITED Y US-BAYER-2012-059385 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 199 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8621995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8621995 NON-EXPEDITED N US-TEVA-343632USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8622005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622005 NON-EXPEDITED N US-TEVA-343645USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8622043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622043 NON-EXPEDITED Y US-BAYER-2012-059537 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER
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Detailed Report
8622097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622097 NON-EXPEDITED N US-TEVA-343812USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622154 EXPEDITED (15-DAY) Y OT US-BAYER-2012-058791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S INTRAUTERINE 20 µg/d, CONT 72 DAY BAYER
DEVICE EXPULSION  

8622192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622192 NON-EXPEDITED N US-TEVA-343652USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8622214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622214 NON-EXPEDITED N US-TEVA-343633USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NUVARING C  

8622219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622219 NON-EXPEDITED N US-TEVA-343658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
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Detailed Report
8622265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622265 NON-EXPEDITED N US-TEVA-343655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622290 NON-EXPEDITED N US-TEVA-343661USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622413 NON-EXPEDITED N US-TEVA-343865USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ASTHENIA  
FATIGUE  
PELVIC PAIN  
SENSATION OF HEAVINESS  

8622454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622454 NON-EXPEDITED N US-TEVA-343650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622499 NON-EXPEDITED N US-TEVA-343648USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
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8622608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622608 NON-EXPEDITED Y US-BAYER-2012-059072 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8622736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622736 NON-EXPEDITED Y US-BAYER-2012-060057 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8622740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622740 NON-EXPEDITED Y US-BAYER-2012-060385 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 19 DAY BAYER

8622741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622741 NON-EXPEDITED Y US-BAYER-2012-060422 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 79 DAY BAYER

8622833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622833 NON-EXPEDITED N US-TEVA-343814USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

STEROID C  

8622842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622842 NON-EXPEDITED N US-TEVA-343809USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  
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8622865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622865 NON-EXPEDITED N US-TEVA-343778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8622884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622884 NON-EXPEDITED N US-TEVA-343769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622903 NON-EXPEDITED N US-TEVA-343752USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DEPAKOTE C  

8622928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622928 NON-EXPEDITED N US-TEVA-343853USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

NYQUIL C  

8622941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622941 NON-EXPEDITED N US-TEVA-343748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8622943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622943 NON-EXPEDITED N US-TEVA-343745USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8622962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8622962 NON-EXPEDITED N US-TEVA-343856USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8640643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8640643 DIRECT N RI 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE INTROVALE S ORAL 1 DAILY PO MANY

YEARS
 SANDOZ

DRUG DISPENSING ERROR  

8640723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8640723 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE LEVONORGESTREL

DAILY INTRA-UTERINE
 BAYER

UTERINE PERFORATION PROTONIX C  
AZELEX C  
ADVAIR DISKUS C  
RHINOCORT C  
PROPYLENE GLYCOL C  
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8640993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8640993 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION ENPRESSE S ORAL 1 PILL DAILY PO  BARR
SUICIDAL IDEATION  

8642672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2012 8642672 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE INTRA-UTERINE  
NAUSEA  
VERTIGO  
VOMITING  

8299633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8299633 EXPEDITED (15-DAY) Y OT US-
JNJFOC-20111205816

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM STELARA S SUBCUTANEOUS  
CARDIOLIPIN ANTIBODY POSITIVE STELARA S SUBCUTANEOUS  

STELARA S SUBCUTANEOUS  
STELARA S SUBCUTANEOUS  
SEASONALE S ORAL  
ASPIRIN C UNKNOWN  
INH C UNKNOWN  

8491076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8491076 NON-EXPEDITED Y OT US-BAYER-2012-029903 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2045 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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8574995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8574995 NON-EXPEDITED Y OT US-BAYER-2012-047921 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 364 DAY BAYER
ABDOMINAL PAIN  

8579663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8579663 EXPEDITED (15-DAY) Y OT RU-BAYER-2012-051211 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METRORRHAGIA  
OVARIAN CYST  

8623159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623159 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-058744 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER FEMALE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8623165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623165 NON-EXPEDITED Y OT US-BAYER-2012-058467 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8623441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623441 NON-EXPEDITED Y US-BAYER-2012-059703 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 207 DAY BAYER
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8623443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623443 NON-EXPEDITED N OT US-BAYER-2012-059772 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE EXPULSION  

8623444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623444 NON-EXPEDITED N US-BAYER-2012-060404 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8623445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623445 NON-EXPEDITED N US-BAYER-2012-060532 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8623446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623446 NON-EXPEDITED Y US-BAYER-2012-060112 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8623447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623447 NON-EXPEDITED N OT US-BAYER-2012-059406 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/h, CONT 342 DAY BAYER
PAIN  
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8623448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623448 NON-EXPEDITED N US-BAYER-2012-059686 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8623449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623449 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-058921 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8623450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623450 NON-EXPEDITED N US-BAYER-2012-060423 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 205 DAY BAYER

8623451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623451 NON-EXPEDITED Y US-BAYER-2012-057578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHRALGIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8623452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623452 NON-EXPEDITED Y US-BAYER-2012-058059 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 82 DAY BAYER

8623453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623453 EXPEDITED (15-DAY) N OT US-BAYER-2012-060549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
INTESTINAL PERFORATION  
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Detailed Report
8623454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623454 NON-EXPEDITED Y US-BAYER-2012-060040 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 181 DAY BAYER

8623455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623455 NON-EXPEDITED N US-BAYER-2012-059468 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 16 DAY BAYER

8623456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623456 NON-EXPEDITED Y US-BAYER-2012-060466 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8623457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623457 NON-EXPEDITED Y US-BAYER-2012-060427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8623777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623777 NON-EXPEDITED N US-TEVA-343729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8623817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623817 NON-EXPEDITED N US-TEVA-343747USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8623906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623906 NON-EXPEDITED N US-TEVA-343815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8623949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623949 NON-EXPEDITED N US-TEVA-343828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8623966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623966 NON-EXPEDITED N US-TEVA-343862USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8623988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623988 NON-EXPEDITED N US-TEVA-343869USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8623997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8623997 NON-EXPEDITED N US-TEVA-343876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8624009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624009 NON-EXPEDITED N US-TEVA-343904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
RASH  
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8624017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624017 NON-EXPEDITED N US-TEVA-343879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8624053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624053 NON-EXPEDITED N US-TEVA-343884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8624075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624075 NON-EXPEDITED N US-BAYER-2012-060397 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 68 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8624076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624076 NON-EXPEDITED N US-BAYER-2012-059965 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 323 DAY BAYER

8624077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624077 NON-EXPEDITED N US-BAYER-2012-059277 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

8624084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624084 NON-EXPEDITED N US-TEVA-343864USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8624127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624127 NON-EXPEDITED N US-TEVA-343750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8624143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624143 NON-EXPEDITED N US-TEVA-343897USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8624208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8624208 NON-EXPEDITED N OT US-BAYER-2012-059598 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8625640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8625640 NON-EXPEDITED N US-TEVA-343886USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8625986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8625986 NON-EXPEDITED N US-TEVA-343893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626240 NON-EXPEDITED N OT US-BAYER-2012-059325 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8626437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626437 NON-EXPEDITED N US-TEVA-344009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626496 NON-EXPEDITED N US-TEVA-344015USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626512 NON-EXPEDITED N US-TEVA-343908USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  

8626513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626513 NON-EXPEDITED N US-TEVA-343913USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626592 NON-EXPEDITED N US-TEVA-344040USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST TENDERNESS  
FATIGUE  
MENSTRUATION IRREGULAR  
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Detailed Report
8626617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626617 NON-EXPEDITED N US-TEVA-344038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626642 NON-EXPEDITED N US-TEVA-344027USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626643 NON-EXPEDITED N US-TEVA-343861USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8626751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626751 NON-EXPEDITED N US-TEVA-344037USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NIPPLE DISORDER  
NIPPLE PAIN  

8626771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626771 NON-EXPEDITED N US-TEVA-344020USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
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Detailed Report
8626772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626772 NON-EXPEDITED N US-TEVA-344042USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8626915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626915 NON-EXPEDITED Y US-BAYER-2012-059541 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 84 DAY BAYER

8626916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626916 NON-EXPEDITED N US-BAYER-2012-058032 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL DISCHARGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8626917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626917 NON-EXPEDITED Y US-BAYER-2012-059494 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

8626918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626918 NON-EXPEDITED N US-BAYER-2012-059340 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 4 DAY BAYER
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Detailed Report
8626919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626919 NON-EXPEDITED N US-BAYER-2012-060430 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8626920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626920 NON-EXPEDITED N US-BAYER-2012-059487 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 336 DAY BAYER

8626921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626921 NON-EXPEDITED Y US-BAYER-2012-058927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERSENSITIVITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URTICARIA  

8626922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626922 NON-EXPEDITED Y US-BAYER-2012-058526 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 62 DAY BAYER

MIRENA S  BAYER

8626923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8626923 NON-EXPEDITED N US-BAYER-2012-059947 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 414 DAY BAYER
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8642765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2012 8642765 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 DAILY PO  TEVA

PRODUCT SUBSTITUTION ISSUE BENADRYL C  

8548886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8548886 NON-EXPEDITED N OT US-BAYER-2012-042113 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8574081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8574081 EXPEDITED (15-DAY) Y HO GB-BAYER-2012-048903 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRACRANIAL PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
HEADACHE IMPLANON C UNK  
BLINDNESS  
OPTIC DISC DISORDER  
TINNITUS  
VISION BLURRED  
VISUAL ACUITY REDUCED  
VISUAL FIELD DEFECT  

8575063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8575063 NON-EXPEDITED N OT US-BAYER-2012-048457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 308 DAY BAYER
DEVICE DISLOCATION  
MENSTRUATION IRREGULAR  
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Detailed Report
8614270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8614270 NON-EXPEDITED N US-TEVA-342865USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8616585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8616585 NON-EXPEDITED N US-TEVA-342933USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8616636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8616636 NON-EXPEDITED N US-TEVA-343065USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EPISTAXIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  

8627383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627383 NON-EXPEDITED N OT US-BAYER-2012-060147 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8627384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627384 NON-EXPEDITED N OT US-BAYER-2012-059298 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 11,028 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8627431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627431 EXPEDITED (15-DAY) N OT CA-BAYER-2012-060464 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S UNK  BAYER
ABORTION SPONTANEOUS  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
POLYCYSTIC OVARIES  

8627468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627468 NON-EXPEDITED N US-TEVA-344022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8627530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627530 NON-EXPEDITED Y US-BAYER-2012-060290 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 262 DAY BAYER

8627531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627531 NON-EXPEDITED N US-BAYER-2012-059315 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA MIRENA S  BAYER
POLYMENORRHOEA  

Page: 11,029 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8627532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627532 NON-EXPEDITED N US-BAYER-2012-057916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
GASTROINTESTINAL DISORDER  
MYALGIA  

8627533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627533 NON-EXPEDITED N US-BAYER-2012-060897 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8627534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627534 NON-EXPEDITED N US-BAYER-2012-060469 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8627535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627535 NON-EXPEDITED N US-BAYER-2012-060544 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8627537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627537 NON-EXPEDITED N US-BAYER-2012-060027 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
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Detailed Report
8627538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627538 NON-EXPEDITED N US-BAYER-2012-058001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
DECREASED APPETITE  

8627539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627539 NON-EXPEDITED Y US-BAYER-2012-057262 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CERVIX DISORDER MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  
MUSCLE SPASMS  

8627540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627540 NON-EXPEDITED N US-BAYER-2012-058086 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN DISCOLOURATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8627574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627574 NON-EXPEDITED N US-BAYER-2012-059486 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8627576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627576 NON-EXPEDITED Y US-BAYER-2012-060202 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE DRYNESS CLIMARA PRO S UNK  BAYER
APPLICATION SITE ERYTHEMA  
APPLICATION SITE IRRITATION  
HYPERHIDROSIS  

8627580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627580 NON-EXPEDITED N US-BAYER-2012-057995 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TREMOR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
HYPERTENSION  
PARANOIA  

8627587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627587 NON-EXPEDITED N US-BAYER-2012-058075 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8627756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627756 NON-EXPEDITED N US-TEVA-344136USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BIRTH CONTROL PATCH C  
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8627775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627775 NON-EXPEDITED N US-TEVA-344152USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8627813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627813 NON-EXPEDITED N US-TEVA-344174USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8627859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627859 NON-EXPEDITED Y US-TEVA-344188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8627877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627877 NON-EXPEDITED N US-TEVA-344203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8627889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627889 NON-EXPEDITED N US-TEVA-344206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8627922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627922 NON-EXPEDITED N US-TEVA-344210USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8627953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627953 NON-EXPEDITED N US-TEVA-344215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8627994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8627994 NON-EXPEDITED N US-TEVA-344207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

8628027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628027 NON-EXPEDITED N US-TEVA-344259USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8628060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628060 NON-EXPEDITED N US-TEVA-344276USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8628061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628061 NON-EXPEDITED N US-TEVA-344170USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PRILOSEC C  

8628116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628116 NON-EXPEDITED N HO US-BAYER-2012-059609 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

GENITAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL DISTENSION  
PAIN  

8628117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628117 NON-EXPEDITED Y OT US-BAYER-2012-059595 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 43 DAY BAYER

8628165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628165 NON-EXPEDITED N US-BAYER-2012-059394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8628166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628166 NON-EXPEDITED Y OT US-BAYER-2012-060482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8628171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628171 NON-EXPEDITED N US-TEVA-344362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8628210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628210 NON-EXPEDITED Y OT US-BAYER-2012-059921 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN LOWER  

8628583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628583 EXPEDITED (15-DAY) Y HO,OT HK-BAYER-2012-059201 40 YR Female HKG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM YAZ S ORAL UNK 183 DAY BAYER
DEEP VEIN THROMBOSIS MIRENA S  BAYER
DEVICE DISLOCATION  
DYSPNOEA  

8628637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628637 NON-EXPEDITED N US-TEVA-344366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  
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8628677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628677 NON-EXPEDITED N US-TEVA-344155USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
PELVIC PAIN  

8628707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628707 NON-EXPEDITED N US-TEVA-344387USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8628715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628715 NON-EXPEDITED N OT US-BAYER-2012-060003 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8628716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628716 NON-EXPEDITED N OT US-BAYER-2012-059939 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE CLIMARA PRO S UNK  BAYER
MENORRHAGIA  
PRODUCT ADHESION ISSUE  

8628794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628794 NON-EXPEDITED N US-TEVA-344372USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8628832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628832 NON-EXPEDITED N OT US-BAYER-2012-060284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8628833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8628833 EXPEDITED (15-DAY) N OT CA-BAYER-2012-060075 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ORAL INFECTION  

8629098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629098 NON-EXPEDITED N US-BAYER-2012-058532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK  BAYER
DYSMENORRHOEA  

8629099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629099 NON-EXPEDITED Y US-BAYER-2012-059986 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 99 DAY BAYER

MIRENA S  BAYER

8629100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629100 NON-EXPEDITED Y US-BAYER-2012-061454 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8629101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629101 NON-EXPEDITED N US-BAYER-2012-059694 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 µg/d, CONT 1 DAY BAYER

8629105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629105 NON-EXPEDITED N US-BAYER-2012-058830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BURNING SENSATION  
COUGH  
DEVICE EXPULSION  
WEIGHT INCREASED  

8629141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8629141 NON-EXPEDITED N US-TEVA-344411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
APPETITE DISORDER  
DIZZINESS  
EMOTIONAL DISORDER  
FATIGUE  
HYPERSOMNIA  
MENSTRUATION IRREGULAR  
MOOD SWINGS  
WEIGHT INCREASED  
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8646401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8646401 DIRECT N HO,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
BREAST PAIN  
MALAISE  
OVARIAN CYST  
VOMITING  

8648273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2012 8648273 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S  BAYER

8543521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8543521 NON-EXPEDITED Y OT US-BAYER-2012-039865 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 331 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  

8614186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8614186 NON-EXPEDITED N US-TEVA-342808USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8616749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8616749 NON-EXPEDITED N OT US-BAYER-2012-058405 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  

8617102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8617102 NON-EXPEDITED N US-TEVA-343103USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8621526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8621526 NON-EXPEDITED N US-TEVA-343445USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUSHING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
EYE PAIN  
PALPITATIONS  

8629445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629445 EXPEDITED (15-DAY) Y CA,OT BE-BAYER-2012-058810 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYLORIC STENOSIS MIRENA S TRANSPLACENTAL UNK  BAYER
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Detailed Report
8629446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629446 NON-EXPEDITED N OT US-BAYER-2012-060087 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
AMENORRHOEA  
ARTHRALGIA  

8629447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629447 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-055413 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANOGENITAL WARTS  
CERVICAL DYSPLASIA  

8629448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629448 NON-EXPEDITED N OT US-BAYER-2012-059561 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INFLAMMATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
HUNGER  
HYPOMENORRHOEA  
MENSTRUATION IRREGULAR  
NAUSEA  
OLIGOMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VAGINAL HAEMORRHAGE  
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Detailed Report
8629449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629449 NON-EXPEDITED N OT US-BAYER-2012-059758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEPRESSION  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

8629457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629457 NON-EXPEDITED N OT US-BAYER-2012-060096 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8629803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629803 NON-EXPEDITED N US-BAYER-2012-060429 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8629806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629806 NON-EXPEDITED N US-BAYER-2012-061639 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 183 DAY BAYER

8629808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629808 NON-EXPEDITED Y US-BAYER-2012-059542 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
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8629809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629809 NON-EXPEDITED N US-BAYER-2012-059722 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT MIRENA S  BAYER

8629890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629890 NON-EXPEDITED Y US-BAYER-2012-059762 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 179 DAY BAYER

8629897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629897 NON-EXPEDITED N US-TEVA-344376USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8629908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629908 NON-EXPEDITED N US-TEVA-344382USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8629941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629941 NON-EXPEDITED N US-TEVA-344378USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8629948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629948 NON-EXPEDITED N US-TEVA-344365USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8629974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629974 NON-EXPEDITED N US-TEVA-344363USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8629980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8629980 NON-EXPEDITED Y OT US-BAYER-2012-060986 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

8630016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630016 NON-EXPEDITED N US-TEVA-344297USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8630035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630035 NON-EXPEDITED N US-TEVA-344277USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ZOLOFT C ORAL 4 MTH
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Detailed Report
8630264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630264 NON-EXPEDITED Y US-BAYER-2012-061602 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 52 DAY BAYER

8630269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630269 NON-EXPEDITED N US-BAYER-2012-059412 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8630272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630272 EXPEDITED (15-DAY) Y HO AU-BAYER-2012-058667 23 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL BEHAVIOUR YASMIN S ORAL UNK 61 DAY BAYER
RASH NORDETTE S  

8630276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630276 NON-EXPEDITED Y US-BAYER-2012-061423 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER

8630567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630567 NON-EXPEDITED Y OT US-BAYER-2012-061446 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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8630569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630569 EXPEDITED (15-DAY) N OT US-BAYER-2012-060074 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S 20 mcg/24hr, CONT  BAYER
POLYCYSTIC OVARIES MIRENA S 20 mcg/24hr, CONT  BAYER
GASTRIC BANDING METFORMIN HYDROCHLORIDE C 20 UNK, UNK  

8630571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630571 NON-EXPEDITED N US-BAYER-2012-059843 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHEST DISCOMFORT  
CHEST PAIN  

8630703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630703 NON-EXPEDITED N US-BAYER-2012-059687 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8630793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630793 NON-EXPEDITED N US-TEVA-344576USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8630961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8630961 EXPEDITED (15-DAY) Y OT PHHY2012FR052990 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING LEVONORGESTREL S ORAL 1 DF, QD  
DRUG INTERACTION ETIFOXINE S ORAL 3 DF, QD 33 DAY
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8631072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8631072 NON-EXPEDITED N US-TEVA-344478USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8631079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8631079 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-060374 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
PNEUMONITIS  
URTICARIA  

8631295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8631295 NON-EXPEDITED N US-TEVA-344527USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  

8649254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8649254 DIRECT OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 (ONCE A DAY PO 7 MTH

FATIGUE  
HAEMORRHAGE  
HUNGER  
MENTAL IMPAIRMENT  
MIGRAINE  
NAUSEA  
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8649707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2012 8649707 DIRECT Y OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY ORSYTHIA S ORAL ONE TABLET DAILY

PO
3 MTH QUALITEST

WEIGHT INCREASED  

8156624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8156624 NON-EXPEDITED N US-BAYER-2011-087016 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 318 DAY BAYER
AMENORRHOEA  
DEVICE EXPULSION  

8540617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8540617 NON-EXPEDITED N OT US-BAYER-2012-040698 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 156 DAY BAYER
ABDOMINAL PAIN  
PAIN  
VAGINITIS BACTERIAL  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL PAIN  

8573088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8573088 NON-EXPEDITED Y OT US-BAYER-2012-048204 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
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8591598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8591598 NON-EXPEDITED N US-TEVA-340928USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
NAUSEA  

8599144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8599144 NON-EXPEDITED N US-TEVA-341262USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8599903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8599903 NON-EXPEDITED N US-TEVA-341496USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8605106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8605106 NON-EXPEDITED N US-BAYER-2012-056329 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 129 DAY BAYER

8605405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8605405 NON-EXPEDITED N US-TEVA-342021USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA YAZ C ORAL  
ABDOMINAL PAIN LOWER  
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8607735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8607735 NON-EXPEDITED N US-BAYER-2012-056257 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8610208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8610208 NON-EXPEDITED N US-TEVA-342260USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
NAUSEA  

8610308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8610308 NON-EXPEDITED N US-TEVA-342480USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C ORAL  
VITAMINS C ORAL  

8613382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8613382 NON-EXPEDITED N US-TEVA-342634USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSURIA  
NAUSEA  
PELVIC PAIN  
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8614447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8614447 NON-EXPEDITED N US-TEVA-342866USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
DIARRHOEA  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8621350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8621350 NON-EXPEDITED N US-TEVA-343447USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FAST SLIM C  

8621454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8621454 NON-EXPEDITED N US-BAYER-2012-059392 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 432 DAY BAYER

8631874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631874 NON-EXPEDITED N OT US-BAYER-2012-061176 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  

8631875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631875 NON-EXPEDITED Y OT US-BAYER-2012-060704 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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8631877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631877 EXPEDITED (15-DAY) Y OT US-BAYER-2012-060302 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1434 DAY BAYER
DIZZINESS  
HEADACHE  

8631878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631878 NON-EXPEDITED Y OT US-BAYER-2012-060238 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 605 DAY BAYER
MIGRAINE MIRENA S  BAYER
DEVICE EXPULSION  

8631880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631880 NON-EXPEDITED N OT US-BAYER-2012-060726 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 176 DAY BAYER
DEVICE EXPULSION  
PAIN  

8631882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8631882 NON-EXPEDITED Y US-BAYER-2012-061845 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
PAIN  
SWELLING  
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8632107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632107 NON-EXPEDITED Y US-BAYER-2012-059704 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8632109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632109 NON-EXPEDITED Y US-BAYER-2012-059732 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRODUCT QUALITY ISSUE  

8632110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632110 NON-EXPEDITED Y US-BAYER-2012-059697 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8632702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632702 NON-EXPEDITED Y US-BAYER-2012-060175 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BACK PAIN  

8632703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632703 NON-EXPEDITED N US-BAYER-2012-061719 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
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8632704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632704 NON-EXPEDITED N US-BAYER-2012-061800 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S 20 µg/d, UNK 99 DAY BAYER

8632705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632705 NON-EXPEDITED N US-BAYER-2012-061839 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 44 DAY BAYER

8632706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632706 NON-EXPEDITED N US-BAYER-2012-059692 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8632711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632711 NON-EXPEDITED Y US-BAYER-2012-059691 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S  BAYER

8632852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8632852 NON-EXPEDITED N US-TEVA-344533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8633042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633042 NON-EXPEDITED N US-TEVA-344499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
DIZZINESS  
MENSTRUATION DELAYED  

8633045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633045 NON-EXPEDITED N US-BAYER-2012-060203 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8633046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633046 NON-EXPEDITED N US-BAYER-2012-060927 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8633048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633048 NON-EXPEDITED N US-BAYER-2012-060097 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
BACK PAIN  
CRYING  

8633104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633104 NON-EXPEDITED Y OT US-BAYER-2012-061138 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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8633105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633105 EXPEDITED (15-DAY) N OT US-BAYER-2012-061731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8633106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633106 EXPEDITED (15-DAY) Y OT US-BAYER-2012-061140 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL GROWTH RESTRICTION MIRENA S TRANSPLACENTAL UNK 37 DAY BAYER

8633108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633108 NON-EXPEDITED Y HO,OT US-BAYER-2012-060960 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
DEVICE EXPULSION  

8633116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633116 NON-EXPEDITED N US-TEVA-344479USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8633117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633117 NON-EXPEDITED N US-TEVA-344493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8633134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633134 NON-EXPEDITED N US-TEVA-344562USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
VOMITING  

8633241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633241 NON-EXPEDITED N US-TEVA-344579USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RETCHING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8633355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633355 NON-EXPEDITED N US-TEVA-344610USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MICTURITION URGENCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
CHROMATURIA  
DYSURIA  
HEADACHE  
PELVIC PAIN  

8633364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633364 NON-EXPEDITED N US-BAYER-2012-060412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8633365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633365 NON-EXPEDITED N US-BAYER-2012-062322 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S  BAYER

8633368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633368 NON-EXPEDITED Y US-BAYER-2012-062328 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8633410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633410 NON-EXPEDITED N US-TEVA-344607USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8633429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633429 NON-EXPEDITED Y US-BAYER-2012-060547 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE SPASM  

8633430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633430 NON-EXPEDITED Y US-BAYER-2012-061747 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8633432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633432 NON-EXPEDITED Y US-BAYER-2012-060512 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8633433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633433 NON-EXPEDITED N US-BAYER-2012-062468 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER

8633434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633434 NON-EXPEDITED N US-BAYER-2012-060426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACNE  
MIGRAINE  

8633441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8633441 NON-EXPEDITED N US-TEVA-344602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8650631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8650631 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID FUNCTION TEST ABNORMAL MIRENA S  BAYER
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8652595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2012 8652595 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S  
MYALGIA  
SCIATICA  

8473762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8473762 NON-EXPEDITED N OT US-BAYER-2012-025243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PELVIC PAIN  

8490593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8490593 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-031599 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S  BAYER

8553489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8553489 NON-EXPEDITED Y US-BAYER-2012-043143 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S  BAYER

8568300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8568300 NON-EXPEDITED N OT US-BAYER-2012-046390 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 369 DAY BAYER
DEVICE DISLOCATION  
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8577040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8577040 NON-EXPEDITED Y OT US-BAYER-2012-050603 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1121 DAY BAYER
PAIN  

8577861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8577861 NON-EXPEDITED Y OT US-BAYER-2012-050317 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 5 DAY BAYER
DEVICE EXPULSION  

8582963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8582963 NON-EXPEDITED N US-BAYER-2012-052240 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8600854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8600854 NON-EXPEDITED N US-TEVA-341563USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8608995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8608995 NON-EXPEDITED N US-TEVA-342185USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8610543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8610543 NON-EXPEDITED N CA-TEVA-342081USA 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B S ORAL 1.5 Milligram; 1 DAY DURAMED
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8610544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8610544 NON-EXPEDITED N CA-TEVA-342084USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B S ORAL  DURAMED

8617307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8617307 NON-EXPEDITED N US-TEVA-342950USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

METFORMIN HYDROCHLORIDE C  
SYNTHROID C  

8618057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8618057 NON-EXPEDITED N US-BAYER-2012-058554 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 217 DAY BAYER
MENORRHAGIA MIRENA S  BAYER

8630271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8630271 NON-EXPEDITED N US-BAYER-2012-059346 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  
PRODUCT SHAPE ISSUE  

8634091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634091 NON-EXPEDITED Y OT US-BAYER-2012-061041 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION  
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8634092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634092 NON-EXPEDITED N OT US-BAYER-2012-060398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE PAIN  

8634385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634385 NON-EXPEDITED N US-BAYER-2012-060368 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
JOINT SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  

8634386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634386 NON-EXPEDITED N US-BAYER-2012-062428 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8634387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634387 NON-EXPEDITED Y US-BAYER-2012-060307 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8634388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634388 NON-EXPEDITED Y US-BAYER-2012-060121 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 µg/d, CONT  BAYER

8634390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634390 NON-EXPEDITED N US-BAYER-2012-060204 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
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8634392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634392 NON-EXPEDITED N US-BAYER-2012-061716 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
UTERINE CERVICAL LACERATION  

8634393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634393 NON-EXPEDITED Y US-BAYER-2012-061179 29 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8634394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634394 NON-EXPEDITED Y US-BAYER-2012-060564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 225 DAY BAYER

8634395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634395 NON-EXPEDITED N US-BAYER-2012-059689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
FATIGUE  
HORMONE LEVEL ABNORMAL  
MEDICAL DEVICE PAIN  
MOOD SWINGS  
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8634396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634396 NON-EXPEDITED N US-BAYER-2012-060400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
FATIGUE  
MOOD SWINGS  
WEIGHT INCREASED  

8634450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634450 NON-EXPEDITED Y US-BAYER-2012-060782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8634451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634451 NON-EXPEDITED N US-BAYER-2012-061704 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISTURBANCE IN ATTENTION  
FATIGUE  
MENOMETRORRHAGIA  

8634809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634809 NON-EXPEDITED Y US-BAYER-2012-060856 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 398 DAY BAYER

8634810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634810 NON-EXPEDITED Y US-BAYER-2012-061365 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8634848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634848 NON-EXPEDITED N US-TEVA-344847USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8634863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634863 NON-EXPEDITED N US-TEVA-344844USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chromaturia PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8634876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8634876 NON-EXPEDITED N US-TEVA-344829USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
INCREASED APPETITE  

8635011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635011 NON-EXPEDITED N US-TEVA-344819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635068 NON-EXPEDITED N US-TEVA-344941USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8635116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635116 NON-EXPEDITED Y OT US-BAYER-2012-062482 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 19 DAY BAYER

8635117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635117 NON-EXPEDITED N OT US-BAYER-2012-062539 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 8 DAY BAYER
DEVICE EXPULSION  

8635120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635120 NON-EXPEDITED N OT US-BAYER-2012-062067 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8635125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635125 NON-EXPEDITED N OT US-BAYER-2012-061464 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MENORRHAGIA  
WEIGHT INCREASED  

8635148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635148 NON-EXPEDITED N US-TEVA-344787USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  
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8635155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635155 NON-EXPEDITED N US-TEVA-344839USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS GENERALISED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR KLONOPIN C 3 Milligram;  

EFFEXOR C 75 Milligram;  

8635272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635272 NON-EXPEDITED N US-TEVA-344770USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

YAZ C  

8635286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635286 NON-EXPEDITED N US-TEVA-344767USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635287 NON-EXPEDITED N US-TEVA-344873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635332 NON-EXPEDITED N US-BAYER-2012-062812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8635333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635333 NON-EXPEDITED N US-BAYER-2012-060793 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8635336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635336 NON-EXPEDITED Y US-BAYER-2012-062018 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8635341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635341 NON-EXPEDITED Y US-BAYER-2012-061177 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8635347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635347 EXPEDITED (15-DAY) N OT BR-BAYER-2012-061058 34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CAESAREAN SECTION  

8635355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635355 NON-EXPEDITED Y US-BAYER-2012-060971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8635356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635356 NON-EXPEDITED Y US-BAYER-2012-061834 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
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8635361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635361 NON-EXPEDITED N US-TEVA-344765USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635389 NON-EXPEDITED N US-TEVA-344832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8635450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635450 NON-EXPEDITED N US-TEVA-345134USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8635461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635461 NON-EXPEDITED N US-BAYER-2012-060947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ACNE  
WEIGHT INCREASED  
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8635463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635463 NON-EXPEDITED Y OT US-BAYER-2012-062253 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 89 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8635489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635489 NON-EXPEDITED N US-TEVA-344954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635495 NON-EXPEDITED Y US-BAYER-2012-060630 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CONTRACTIONS ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8635497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635497 NON-EXPEDITED N US-BAYER-2012-061175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8635498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635498 NON-EXPEDITED N US-BAYER-2012-061528 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 DAY BAYER
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8635499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635499 NON-EXPEDITED N US-BAYER-2012-061070 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 24 DAY BAYER

MIRENA S  BAYER

8635500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635500 NON-EXPEDITED N US-BAYER-2012-060975 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
BREAST DISCOMFORT  
PRURITUS  

8635501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635501 NON-EXPEDITED Y US-BAYER-2012-062547 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 135 DAY BAYER

8635517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635517 NON-EXPEDITED N US-TEVA-344951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8635602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635602 NON-EXPEDITED N US-TEVA-344947USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IRON C ORAL  
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8635646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8635646 NON-EXPEDITED N US-TEVA-344934USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8636237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636237 NON-EXPEDITED N US-TEVA-344769USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8636265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636265 NON-EXPEDITED N OT US-BAYER-2012-062536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER
DEVICE EXPULSION  

8636273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636273 NON-EXPEDITED N US-TEVA-344771USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EXPOSURE DURING BREAST FEEDING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8636309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636309 NON-EXPEDITED N US-TEVA-344785USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8636638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636638 NON-EXPEDITED N US-TEVA-345027USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

BENADRYL S  
ZYRTEC C  

8636642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636642 NON-EXPEDITED N US-TEVA-344788USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8636643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636643 NON-EXPEDITED N US-BAYER-2012-060629 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
UTERINE CONTRACTIONS ABNORMAL  

8636644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636644 NON-EXPEDITED N US-BAYER-2012-062411 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 146 DAY BAYER

8636645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636645 NON-EXPEDITED N US-BAYER-2012-060982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8636646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636646 NON-EXPEDITED Y US-BAYER-2012-060880 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 36 DAY BAYER

8636647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636647 NON-EXPEDITED N US-BAYER-2012-062509 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER

8636649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636649 NON-EXPEDITED Y US-BAYER-2012-060797 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
VULVOVAGINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER
BACK PAIN  
DEVICE EXPULSION  

8636650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636650 NON-EXPEDITED Y US-BAYER-2012-060908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8636702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636702 NON-EXPEDITED N US-BAYER-2012-062232 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER
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Detailed Report
8636733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636733 NON-EXPEDITED N US-TEVA-344809USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
VOMITING  

8636811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636811 NON-EXPEDITED N US-TEVA-344820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8636861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636861 NON-EXPEDITED N US-TEVA-344831USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8636900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636900 NON-EXPEDITED N US-TEVA-344840USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
IRRITABILITY  
MUSCLE SPASMS  

8636906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8636906 NON-EXPEDITED N US-TEVA-344872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8652362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8652362 DIRECT N HO,DS,RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S  
UTERINE PERFORATION  

8653913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2012 8653913 DIRECT N HO,DS,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S  

8208112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8208112 EXPEDITED (15-DAY) Y OT US-BAYER-2011-102251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
ESCHERICHIA VAGINITIS  
PRODUCT CONTAMINATION MICROBIAL  

8262893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8262893 EXPEDITED (15-DAY) Y HO US-BAYER-2011-110414 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 µg, CONT 54 DAY BAYER
ANXIETY MIRENA S  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DECREASED APPETITE  
DEPRESSION  
WEIGHT DECREASED  
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8396197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8396197 NON-EXPEDITED N HO US-BAYER-2012-009934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S  BAYER
COMPLICATION OF DEVICE INSERTION  
DEVICE DISLOCATION  
PROCEDURAL PAIN  
UTERINE SPASM  

8493606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8493606 EXPEDITED (15-DAY) Y OT BR-BAYER-2012-024537 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HAEMORRHAGE IN PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PLACENTA PRAEVIA PHENOBARBITAL C ORAL 2 DF, QD  
CARDIAC MURMUR  
CHEST PAIN  
MENSTRUATION IRREGULAR  
PLACENTA ACCRETA  
TRICUSPID VALVE DISEASE  

8500822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8500822 NON-EXPEDITED N US-BAYER-2012-032169 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  
MENORRHAGIA  
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Detailed Report
8520131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8520131 NON-EXPEDITED Y US-BAYER-2012-035605 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER
CALCINOSIS  
DEVICE BREAKAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8530001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8530001 EXPEDITED (15-DAY) Y DE,OT GB-BAYER-2012-037730 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEPTIC SHOCK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
STREPTOCOCCAL SEPSIS ACETAMINOPHEN AND CODEINE

PHOSPHATE
C UNK 4 DAY

PAIN FLUCONAZOLE C UNK 2 DAY
ABDOMINAL DISCOMFORT NAPROXEN C UNK  
VAGINAL HAEMORRHAGE PENICILLIN V C UNK 8 DAY
CARDIAC DISORDER  
DEVICE EXPULSION  
FUNGAL PERITONITIS  
MULTI-ORGAN FAILURE  

8556309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8556309 NON-EXPEDITED Y HO US-BAYER-2012-043410 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  
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Detailed Report
8559609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8559609 NON-EXPEDITED N OT US-BAYER-2012-045113 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, CONT 385 DAY BAYER
AMENORRHOEA  
OVARIAN CYST  
VAGINAL HAEMORRHAGE  

8565441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8565441 NON-EXPEDITED Y OT US-BAYER-2012-046254 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE UNK UNK, CONT 39 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
PRODUCT SHAPE ISSUE  

8571784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8571784 NON-EXPEDITED N OT US-BAYER-2012-046965 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8573092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8573092 NON-EXPEDITED N OT US-BAYER-2012-048926 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 855 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL PAIN  

Page: 11,081 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8607878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8607878 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-056741 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8613713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8613713 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-057361 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 855 DAY BAYER
DEVICE DISLOCATION  
METRORRHAGIA  

8628599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8628599 NON-EXPEDITED N US-TEVA-344046USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8628600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8628600 NON-EXPEDITED N US-TEVA-344083USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8632701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8632701 NON-EXPEDITED Y UA-BAYER-2012-059975 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 56 DAY BAYER
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8637355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637355 EXPEDITED (15-DAY) N OT GB-BAYER-2012-061216 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S  BAYER
ACNE CYSTIC  
DIZZINESS  
LOSS OF LIBIDO  
MOOD SWINGS  
NIGHT SWEATS  
WEIGHT INCREASED  

8637369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637369 EXPEDITED (15-DAY) N OT US-BAYER-2012-062436 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8637370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637370 NON-EXPEDITED N OT US-BAYER-2012-062393 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8637372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637372 NON-EXPEDITED N OT US-BAYER-2012-062878 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER
TENDERNESS MIRENA S  BAYER

MIRENA S  BAYER

Page: 11,083 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8637470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637470 NON-EXPEDITED Y US-BAYER-2012-061722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8637471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637471 NON-EXPEDITED Y US-BAYER-2012-061056 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8637472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637472 NON-EXPEDITED Y US-BAYER-2012-061046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8637474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637474 NON-EXPEDITED Y US-BAYER-2012-061547 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 446 DAY BAYER
DEVICE EXPULSION  

8637475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637475 NON-EXPEDITED Y US-BAYER-2012-061282 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL IMPAIRMENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOAESTHESIA  

8637476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637476 NON-EXPEDITED Y US-BAYER-2012-061762 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 263 DAY BAYER
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Detailed Report
8637493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637493 NON-EXPEDITED Y US-BAYER-2012-061429 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
PRODUCT ADHESION ISSUE INSULIN NOS C  
RASH  

8637637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637637 NON-EXPEDITED Y US-BAYER-2012-063240 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 8 DAY BAYER
DEVICE EXPULSION  

8637638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637638 NON-EXPEDITED Y US-BAYER-2012-061726 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8637640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637640 NON-EXPEDITED N US-BAYER-2012-061328 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE '20 mcg/24hr, CONT 471 DAY BAYER
ALOPECIA  
ANXIETY  
DEPRESSION  
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Detailed Report
8637710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637710 NON-EXPEDITED N US-BAYER-2012-061957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
METRORRHAGIA  

8637712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8637712 NON-EXPEDITED N US-BAYER-2012-061832 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 57 DAY BAYER

8638045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638045 NON-EXPEDITED Y OT US-BAYER-2012-062772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 19 DAY BAYER
ABDOMINAL PAIN  

8638046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638046 NON-EXPEDITED N OT US-BAYER-2012-061756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S UNK  BAYER
VAGINAL HAEMORRHAGE  

8638048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638048 NON-EXPEDITED Y OT US-BAYER-2012-062266 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN  
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Detailed Report
8638101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638101 NON-EXPEDITED N US-TEVA-345192USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638152 NON-EXPEDITED N US-TEVA-345170USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638185 NON-EXPEDITED Y US-BAYER-2012-061793 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8638187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638187 NON-EXPEDITED N US-BAYER-2012-061751 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSED MOOD MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ASTHENIA  

8638188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638188 NON-EXPEDITED Y US-BAYER-2012-061077 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8638192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638192 NON-EXPEDITED N US-BAYER-2012-061743 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8638194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638194 NON-EXPEDITED Y US-BAYER-2012-061371 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 105 DAY BAYER

8638210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638210 NON-EXPEDITED N US-TEVA-345132USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PYREXIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8638225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638225 NON-EXPEDITED N US-TEVA-345122USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638266 NON-EXPEDITED N US-TEVA-344955USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY PAIN MEDICATION C  

PAIN MEDICATION C  

8638299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638299 NON-EXPEDITED N US-TEVA-344958USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8638436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638436 NON-EXPEDITED N US-TEVA-344953USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8638508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638508 NON-EXPEDITED N US-TEVA-345071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER OMEPRAZOLE C  
MENSTRUATION IRREGULAR  

8638591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638591 NON-EXPEDITED N US-TEVA-345113USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADIPEX-P C  

8638595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638595 NON-EXPEDITED N US-TEVA-345076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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8638607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638607 NON-EXPEDITED N US-TEVA-345099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638657 NON-EXPEDITED N US-TEVA-345149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638685 NON-EXPEDITED Y OT US-BAYER-2012-062241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8638687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638687 NON-EXPEDITED N OT US-BAYER-2011-092517 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
BACK PAIN  
DEVICE DISLOCATION  
OVARIAN CYST  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SYNCOPE  
VULVOVAGINAL PAIN  
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8638688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638688 NON-EXPEDITED Y OT US-BAYER-2012-062235 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION  

8638699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638699 NON-EXPEDITED N US-TEVA-345164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638709 NON-EXPEDITED N US-BAYER-2012-061513 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

8638710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638710 NON-EXPEDITED N US-BAYER-2012-061301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8638711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638711 NON-EXPEDITED Y US-BAYER-2012-061752 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8638712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638712 NON-EXPEDITED N US-BAYER-2012-061897 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8638722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638722 NON-EXPEDITED N US-TEVA-345025USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  

8638729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638729 NON-EXPEDITED N US-TEVA-345187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638740 NON-EXPEDITED N US-TEVA-345041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638752 NON-EXPEDITED N US-TEVA-345184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638802 NON-EXPEDITED N US-TEVA-345177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

Page: 11,092 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8638808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638808 NON-EXPEDITED N US-TEVA-345024USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8638835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638835 NON-EXPEDITED N US-TEVA-345021USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638853 NON-EXPEDITED Y US-BAYER-2012-061178 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8638856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638856 NON-EXPEDITED Y US-BAYER-2012-062534 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8638857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638857 NON-EXPEDITED N US-BAYER-2012-062295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
PELVIC PAIN  
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Detailed Report
8638858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8638858 NON-EXPEDITED Y US-BAYER-2012-062766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  
NAUSEA  
VOMITING  

8639196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639196 EXPEDITED (15-DAY) N OT CA-TEVA-344393USA 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL one tablet  DURAMED
INCORRECT DOSE ADMINISTERED  
UNINTENDED PREGNANCY  

8639283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639283 EXPEDITED (15-DAY) N OT CA-TEVA-344534USA 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B S ORAL one tablet  DURAMED
UNINTENDED PREGNANCY  

8639304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639304 NON-EXPEDITED Y US-BAYER-2012-062011 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8639306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639306 NON-EXPEDITED N US-BAYER-2012-062762 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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8639307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639307 EXPEDITED (15-DAY) N HO PL-BAYER-2012-061461 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TACHYCARDIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN UPPER  
ANXIETY  
CHEST PAIN  
DIARRHOEA  
DYSPNOEA  
FLUSHING  
NAUSEA  
WHITE BLOOD CELL COUNT INCREASED  

8639467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639467 NON-EXPEDITED N US-TEVA-345073USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8639541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639541 NON-EXPEDITED N US-TEVA-345086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8639588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639588 EXPEDITED (15-DAY) Y OT FR-TEVA-344968ISR 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WITHDRAWAL BLEEDING ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL Dose:

LEVONORGESTREL
0.1mg/
ETHINYLESTRADIOL
0.02mg

 DURAMED

DRUG INTERACTION STRESAM S ORAL 3 Dosage forms;  

8639589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639589 NON-EXPEDITED N US-TEVA-345102USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8639613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639613 NON-EXPEDITED N US-TEVA-345138USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8639614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639614 NON-EXPEDITED N US-TEVA-345143USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8639621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8639621 NON-EXPEDITED N US-TEVA-345106USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8655286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2012 8655286 DIRECT N HO,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S  
DEVICE DISLOCATION  
GASTROINTESTINAL TRACT IRRITATION  
MENORRHAGIA  
UTERINE SPASM  

7793935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 7793935 NON-EXPEDITED Y US-BAYER-2011-008473 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 µg/d, CONT 730 DAY BAYER
DIZZINESS LEXAPRO C  
FATIGUE FOLIC ACID C  
ERUCTATION  

8455217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8455217 NON-EXPEDITED N OT US-BAYER-2012-022822 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 263 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PELVIC PAIN  

8558617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8558617 EXPEDITED (15-DAY) Y OT US-BAYER-2012-044159 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION LAMOTRIGINE C ORAL 100 mg, BID  

LEVONORGESTREL C 0.1-20 mg, one daily  
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Detailed Report
8564375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8564375 NON-EXPEDITED N US-BAYER-2012-046434 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DIFFICULT TO USE  

8571275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8571275 NON-EXPEDITED N US-TEVA-338665USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8599465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8599465 NON-EXPEDITED N US-TEVA-341254USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
MALAISE  
MENSTRUATION IRREGULAR  

8602235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8602235 NON-EXPEDITED N OT US-BAYER-2012-055834 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
POST PROCEDURAL HAEMORRHAGE  

Page: 11,098 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8624810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8624810 NON-EXPEDITED N US-TEVA-343890USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FREQUENT BOWEL MOVEMENTS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PALPITATIONS LORAZEPAM C  
NAUSEA ZYRTEC C  
DIZZINESS  

8628618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8628618 NON-EXPEDITED N US-TEVA-344043USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8628754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8628754 NON-EXPEDITED N US-TEVA-344371USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8629915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8629915 NON-EXPEDITED N US-TEVA-344380USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  

8640658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640658 NON-EXPEDITED Y US-BAYER-2012-062439 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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Detailed Report
8640662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640662 NON-EXPEDITED Y US-BAYER-2012-062280 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 143 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8640665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640665 NON-EXPEDITED N US-BAYER-2012-062300 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TRANSDERMAL UNK  BAYER

8640666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640666 NON-EXPEDITED Y US-BAYER-2012-062421 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 354 DAY BAYER

8640667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640667 NON-EXPEDITED Y US-BAYER-2012-061999 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 98 DAY BAYER

8640670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640670 NON-EXPEDITED Y US-BAYER-2012-062397 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8640671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640671 NON-EXPEDITED N US-BAYER-2012-062413 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8640677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640677 NON-EXPEDITED Y US-BAYER-2012-062226 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8640682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640682 NON-EXPEDITED N US-BAYER-2012-061973 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
PROCEDURAL PAIN  

8640684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640684 NON-EXPEDITED N US-BAYER-2012-062855 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 27 DAY BAYER

8640692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640692 NON-EXPEDITED N US-BAYER-2012-061853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8640694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640694 NON-EXPEDITED N US-BAYER-2012-062802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8640753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640753 NON-EXPEDITED N US-BAYER-2012-063386 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 4 HR BAYER
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Detailed Report
8640754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640754 NON-EXPEDITED Y US-BAYER-2012-062521 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 114 DAY BAYER

8640755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640755 NON-EXPEDITED Y US-BAYER-2012-063264 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GASTROINTESTINAL DISORDER  
VULVOVAGINAL DISCOMFORT  

8640756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640756 NON-EXPEDITED N US-BAYER-2012-062420 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8640757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640757 NON-EXPEDITED N US-BAYER-2012-063336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8640758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640758 NON-EXPEDITED N US-BAYER-2012-063305 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER
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Detailed Report
8640760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640760 NON-EXPEDITED Y OT US-BAYER-2012-062758 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER
ABDOMINAL PAIN LOWER  

8640761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640761 NON-EXPEDITED N US-BAYER-2012-062426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8640762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640762 NON-EXPEDITED N US-BAYER-2012-063090 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8640817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640817 NON-EXPEDITED N US-BAYER-2012-061951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8640818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640818 NON-EXPEDITED Y US-BAYER-2012-062926 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 90 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8640819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640819 NON-EXPEDITED N US-BAYER-2012-062945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
8640821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640821 NON-EXPEDITED Y US-BAYER-2012-063315 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT  BAYER

8640822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640822 NON-EXPEDITED Y US-BAYER-2012-063129 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 56 DAY BAYER

8640823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640823 NON-EXPEDITED N US-BAYER-2012-062320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8640826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640826 NON-EXPEDITED N US-BAYER-2012-063353 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8640936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640936 NON-EXPEDITED N US-TEVA-345271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8640953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640953 NON-EXPEDITED N US-TEVA-345268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8640959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8640959 NON-EXPEDITED N US-TEVA-345263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8641075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641075 NON-EXPEDITED N US-TEVA-345348USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8641077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641077 NON-EXPEDITED N US-TEVA-345257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO EVRA C  

8641094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641094 NON-EXPEDITED N US-TEVA-345254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8641179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641179 EXPEDITED (15-DAY) N OT US-BAYER-2012-061695 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COAGULOPATHY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BLINDNESS TRANSIENT  
BLOOD IRON DECREASED  
CONTUSION  

8641187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641187 NON-EXPEDITED N US-TEVA-345251USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8641188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641188 NON-EXPEDITED N US-TEVA-345338USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8641210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641210 NON-EXPEDITED N US-TEVA-345385USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8641290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641290 NON-EXPEDITED N US-BAYER-2012-063801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 272 DAY BAYER
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Detailed Report
8641318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641318 NON-EXPEDITED N US-TEVA-345246USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

C  

8641334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641334 NON-EXPEDITED N US-TEVA-345253USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8641376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641376 NON-EXPEDITED N US-TEVA-345256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8641415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641415 NON-EXPEDITED N US-TEVA-345265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8641438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641438 NON-EXPEDITED N US-TEVA-345273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8641482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641482 NON-EXPEDITED N US-TEVA-345305USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

8641578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641578 NON-EXPEDITED N US-TEVA-345314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TRI-SPRINTEC C  

8641614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641614 NON-EXPEDITED N OT US-BAYER-2012-062317 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S 20 µg/d, CONT 1825 DAY BAYER

8641618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641618 NON-EXPEDITED N US-BAYER-2012-062986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8641619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641619 NON-EXPEDITED N US-BAYER-2012-062885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE ISSUE  
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Detailed Report
8641620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641620 NON-EXPEDITED N US-BAYER-2012-063045 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 92 DAY BAYER

8641622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641622 NON-EXPEDITED N OT US-BAYER-2012-062794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DIZZINESS  
HYPERHIDROSIS  
INSOMNIA  
IRRITABILITY  
PREMATURE MENOPAUSE  
WEIGHT INCREASED  

8641623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641623 NON-EXPEDITED N OT US-BAYER-2012-063148 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK, CONT 1 DAY BAYER

MIRENA S  BAYER

8641735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8641735 NON-EXPEDITED N US-BAYER-2012-062511 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
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Detailed Report
8642015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642015 NON-EXPEDITED N US-TEVA-345454USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BIOTIN C  

8642033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642033 NON-EXPEDITED N US-TEVA-345475USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
IRRITABILITY  
MENSTRUATION IRREGULAR  

8642049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642049 NON-EXPEDITED N US-BAYER-2012-062935 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8642050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642050 NON-EXPEDITED N US-BAYER-2012-063808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8642054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642054 NON-EXPEDITED N US-BAYER-2012-063933 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
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8642088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642088 NON-EXPEDITED N US-TEVA-345503USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED FLEXERIL C  
BREAST PAIN  

8642135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642135 NON-EXPEDITED N US-TEVA-345587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8642150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642150 NON-EXPEDITED N US-TEVA-345593USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8642163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642163 NON-EXPEDITED N US-TEVA-345598USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8642178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642178 NON-EXPEDITED N US-TEVA-345614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8642195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2012 8642195 NON-EXPEDITED N US-BAYER-2012-063266 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 49 DAY BAYER

8261660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8261660 NON-EXPEDITED Y OT US-BAYER-2011-110391 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8325566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8325566 NON-EXPEDITED N OT US-BAYER-2012-001347 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
DYSURIA  
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  
OVARIAN CYST  
PAIN  
PELVIC PAIN  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8510971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8510971 NON-EXPEDITED N OT US-BAYER-2012-033295 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER
DEVICE COMPONENT ISSUE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE BREAKAGE  
GENITAL HAEMORRHAGE  

8562472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8562472 NON-EXPEDITED Y US-BAYER-2012-046147 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 315 DAY BAYER
MENORRHAGIA MIRENA S INTRAUTERINE Daily dose 20 µg 2 DAY BAYER

8611666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8611666 NON-EXPEDITED N OT US-BAYER-2012-057536 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DEPO C UNK  

8619738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8619738 NON-EXPEDITED N US-TEVA-343441USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
8621027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8621027 NON-EXPEDITED N US-TEVA-343505USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8626784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8626784 NON-EXPEDITED N US-TEVA-344087USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PRURITUS GENERALISED  

8627536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8627536 NON-EXPEDITED N US-BAYER-2012-060124 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE PHYSICAL PROPERTY ISSUE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8631879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8631879 EXPEDITED (15-DAY) N OT US-BAYER-2012-060376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL IMPAIRMENT MIRENA S  BAYER
ABDOMINAL DISTENSION  
ANXIETY  
BREAST SWELLING  
WEIGHT INCREASED  

8636200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8636200 NON-EXPEDITED N US-TEVA-344752USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8636914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8636914 NON-EXPEDITED N US-TEVA-344877USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8642687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642687 NON-EXPEDITED Y OT US-BAYER-2012-062932 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 249 DAY BAYER

8642689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642689 NON-EXPEDITED N OT US-BAYER-2012-062908 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 2 DAY BAYER

8642690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642690 EXPEDITED (15-DAY) N OT US-BAYER-2012-063195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLAMYDIAL INFECTION MIRENA S 20 µg/d, UNK  BAYER

8642691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642691 NON-EXPEDITED Y OT US-BAYER-2012-062887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
DYSMENORRHOEA  
MENORRHAGIA  
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8642693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642693 NON-EXPEDITED N OT US-BAYER-2012-063143 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK, CONT 531 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8642695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642695 NON-EXPEDITED N OT US-BAYER-2012-063214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
INSOMNIA  

8642701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642701 EXPEDITED (15-DAY) Y HO AU-BAYER-2012-061117 27 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8642702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642702 EXPEDITED (15-DAY) N OT KR-BAYER-2012-057741 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
VAGINAL INFECTION MIRENA S  BAYER
DYSMENORRHOEA YASMIN S UNK 3 DAY BAYER
DEPRESSED MOOD  
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  
NO ADVERSE EVENT  
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8642792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642792 EXPEDITED (15-DAY) N OT US-BAYER-2012-063207 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ANAEMIA  
ANXIETY  
APATHY  
DEPRESSED MOOD  
DEPRESSION  
FATIGUE  
FUNGAL INFECTION  
INSOMNIA  
LOSS OF LIBIDO  
MENORRHAGIA  
PELVIC PAIN  
PERSONALITY DISORDER  
VAGINAL CYST  
VAGINITIS BACTERIAL  

8642986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642986 NON-EXPEDITED Y US-BAYER-2012-063248 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 34 DAY BAYER

8642987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642987 NON-EXPEDITED N US-BAYER-2012-063333 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 56 DAY BAYER

Page: 11,117 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8642988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642988 NON-EXPEDITED Y US-BAYER-2012-062789 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8642990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642990 NON-EXPEDITED Y US-BAYER-2012-063327 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
DEVICE EXPULSION  

8642991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642991 NON-EXPEDITED N US-BAYER-2012-063253 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8642992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642992 NON-EXPEDITED Y US-BAYER-2012-063306 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE EXPULSION  

8642993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642993 NON-EXPEDITED Y US-BAYER-2012-063210 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

8642994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642994 NON-EXPEDITED Y US-BAYER-2012-063884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER
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8642995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642995 NON-EXPEDITED N US-BAYER-2012-063320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8642999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8642999 NON-EXPEDITED Y US-BAYER-2012-063307 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 70 DAY BAYER

MIRENA S  BAYER

8643000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643000 NON-EXPEDITED N US-BAYER-2012-063147 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 124 DAY BAYER
FEELING ABNORMAL  

8643002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643002 NON-EXPEDITED Y US-BAYER-2012-063443 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 351 DAY BAYER

MIRENA S  BAYER

8643003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643003 NON-EXPEDITED Y US-BAYER-2012-062846 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER
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8643108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643108 NON-EXPEDITED N OT US-BAYER-2012-063946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8643109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643109 NON-EXPEDITED Y US-BAYER-2012-063448 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
INAPPROPRIATE AFFECT  

8643168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643168 NON-EXPEDITED N OT US-BAYER-2012-063415 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8643255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643255 NON-EXPEDITED N US-BAYER-2012-064176 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S Daily dose 20 µg 268 DAY BAYER

8643256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643256 NON-EXPEDITED Y US-BAYER-2012-063534 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8643257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643257 NON-EXPEDITED N US-BAYER-2012-064254 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
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8643259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643259 NON-EXPEDITED N US-BAYER-2012-063463 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8643260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643260 NON-EXPEDITED N US-BAYER-2012-063230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8643408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643408 NON-EXPEDITED N US-TEVA-345629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8643419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643419 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-063273 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEMIANOPIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8643428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643428 NON-EXPEDITED N US-TEVA-345631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8643540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643540 NON-EXPEDITED N US-TEVA-345637USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8643647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8643647 NON-EXPEDITED Y US-BAYER-2012-063491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8644227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644227 NON-EXPEDITED N OT US-BAYER-2012-063962 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX INFLAMMATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8644279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644279 NON-EXPEDITED N US-BAYER-2012-064213 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8644327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644327 NON-EXPEDITED N US-TEVA-345703USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS UNSPECIFIED INGREDIENT S  
BREAST PAIN  
MENSTRUATION IRREGULAR  
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8644342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644342 NON-EXPEDITED N US-TEVA-345696USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR MINOCYCLINE HYDROCHLORIDE C  

8644351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644351 NON-EXPEDITED N US-TEVA-345643USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8644356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644356 NON-EXPEDITED N US-TEVA-345754USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

FOLIC ACID C  

8644365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644365 NON-EXPEDITED N US-TEVA-345760USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8644396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644396 NON-EXPEDITED N US-TEVA-345764USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVOTHYROXINE C ORAL  
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8644466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2012 8644466 NON-EXPEDITED N US-PFIZER
INC-2012153390

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE CLEOCIN HYDROCHLORIDE S UNK  PFIZER
UTERINE LEIOMYOMA AVIANE S UNK  
AGITATION  
HEADACHE  
IRRITABILITY  
PAIN  

8311773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8311773 NON-EXPEDITED N OT US-BAYER-2011-121908 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1 DAY BAYER

8462404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8462404 EXPEDITED (15-DAY) N OT US-BAYER-2012-023967 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK  BAYER

ADNEXA UTERI MASS VITAMINS NOS C  
URINARY TRACT INFECTION  

8607765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8607765 NON-EXPEDITED N US-BAYER-2012-056970 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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8611924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8611924 NON-EXPEDITED N OT US-BAYER-2012-056811 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8641286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8641286 NON-EXPEDITED Y US-BAYER-2012-063289 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8642241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8642241 NON-EXPEDITED N US-TEVA-345622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8643977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8643977 NON-EXPEDITED Y US-BAYER-2012-063645 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 µg/d, CONT 301 DAY BAYER
PROCEDURAL PAIN  

8644947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8644947 NON-EXPEDITED Y OT US-BAYER-2012-064222 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 52 DAY BAYER
DEVICE EXPULSION  
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8644948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8644948 NON-EXPEDITED N OT US-BAYER-2012-064047 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8644958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8644958 NON-EXPEDITED N US-TEVA-345775USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645010 NON-EXPEDITED Y US-BAYER-2012-064012 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 42 DAY BAYER

8645011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645011 NON-EXPEDITED N US-BAYER-2012-064247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HOT FLUSH  

8645012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645012 NON-EXPEDITED N US-BAYER-2012-064008 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8645013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645013 NON-EXPEDITED Y US-BAYER-2012-063453 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S 20 mcg/24hr, CONT  BAYER

8645014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645014 NON-EXPEDITED N US-BAYER-2012-064243 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TRANSDERMAL UNK  BAYER

8645015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645015 NON-EXPEDITED Y US-BAYER-2012-064279 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8645017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645017 NON-EXPEDITED Y US-BAYER-2012-064267 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER

8645018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645018 NON-EXPEDITED N US-BAYER-2012-063260 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
METRORRHAGIA  
PELVIC PAIN  
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8645023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645023 NON-EXPEDITED N US-TEVA-345798USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645203 NON-EXPEDITED N US-TEVA-345982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORAL CONTRACEPTIVE C ORAL  

8645281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645281 NON-EXPEDITED N US-TEVA-345801USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645443 NON-EXPEDITED N US-BAYER-2012-064787 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8645444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645444 NON-EXPEDITED Y US-BAYER-2012-064822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8645445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645445 NON-EXPEDITED Y US-BAYER-2012-064801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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8645447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645447 NON-EXPEDITED N US-BAYER-2012-064323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SWELLING MIRENA S UNK  BAYER

8645448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645448 NON-EXPEDITED N US-BAYER-2012-064378 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8645475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645475 NON-EXPEDITED N OT US-BAYER-2012-062934 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8645561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645561 NON-EXPEDITED N OT US-BAYER-2012-063337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8645603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645603 NON-EXPEDITED N US-TEVA-345837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8645676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645676 NON-EXPEDITED N US-TEVA-345836USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8645703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645703 NON-EXPEDITED N US-TEVA-345835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645742 NON-EXPEDITED Y OT US-BAYER-2012-064384 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8645743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645743 NON-EXPEDITED N US-TEVA-345839USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  
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8645780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645780 NON-EXPEDITED N US-TEVA-346034USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LAMICTAL C  
GEODON C  
TRAZODONE HYDROCHLORIDE C  
DIAZEPAM C  
ANAFRANIL C  

8645805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645805 NON-EXPEDITED N US-TEVA-345833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645829 NON-EXPEDITED N US-TEVA-345586USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY PLAN B ONE-STEP S ORAL  DURAMED
BREAST TENDERNESS  
DRUG INEFFECTIVE  

8645844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645844 NON-EXPEDITED N US-TEVA-346070USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

IMPLANON C  
SEROQUEL C 100 Milligram;  
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8645904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8645904 NON-EXPEDITED N US-TEVA-345838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8646083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646083 NON-EXPEDITED N US-BAYER-2012-064815 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8646086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646086 NON-EXPEDITED N US-BAYER-2012-063941 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
HEADACHE  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
POLLAKIURIA  

8646087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646087 NON-EXPEDITED N US-BAYER-2012-064956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION IRREGULAR  
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8646123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646123 NON-EXPEDITED N OT US-BAYER-2012-062977 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8646155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646155 NON-EXPEDITED N US-TEVA-345832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8646227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646227 NON-EXPEDITED N US-TEVA-346084USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8646256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646256 NON-EXPEDITED N US-TEVA-346096USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA CLONAZEPAM C  

VENLAFAXINE C  

8646353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646353 NON-EXPEDITED N US-TEVA-346108USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8646357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646357 NON-EXPEDITED Y US-BAYER-2012-064833 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8646381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646381 NON-EXPEDITED N US-TEVA-346074USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN INHALER C  
HEADACHE  
MENSTRUATION IRREGULAR  

8646398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646398 NON-EXPEDITED N OT US-BAYER-2012-064166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg/d, UNK  BAYER

8646399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646399 NON-EXPEDITED Y OT US-BAYER-2012-064203 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 146 DAY BAYER
DEVICE EXPULSION  

8646413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646413 NON-EXPEDITED N US-TEVA-346081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL PILL C  
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Detailed Report
8646459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646459 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2012152882

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VASCULITIS CEREBRAL LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK 88 DAY PFIZER

LOSS OF CONSCIOUSNESS LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  PFIZER

8646502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2012 8646502 NON-EXPEDITED N US-TEVA-346134USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

VITAMINS C  

8521952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8521952 EXPEDITED (15-DAY) N US-BAYER-2012-030219 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER
MIGRAINE  
OVARIAN CYST  
VAGINAL OEDEMA  
VASODILATATION  
VOMITING  

8535996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8535996 NON-EXPEDITED Y OT US-BAYER-2012-041304 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 196 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8567646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8567646 EXPEDITED (15-DAY) N OT US-BAYER-2012-045687 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 572 DAY BAYER

8577854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8577854 NON-EXPEDITED N OT US-BAYER-2012-050210 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8605346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8605346 NON-EXPEDITED N US-BAYER-2012-056881 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8633122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8633122 EXPEDITED (15-DAY) Y OT US-BAYER-2012-061304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8637362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8637362 EXPEDITED (15-DAY) Y OT JP-BAYER-2012-062100 25 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
SALPINGITIS  

8638043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8638043 EXPEDITED (15-DAY) Y OT US-BAYER-2012-061299 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8640661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8640661 NON-EXPEDITED Y US-BAYER-2012-061983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8646766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8646766 NON-EXPEDITED N OT US-BAYER-2012-064328 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE EXPULSION  

8646767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8646767 NON-EXPEDITED Y OT US-BAYER-2012-064173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8646768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8646768 NON-EXPEDITED N OT US-BAYER-2012-064233 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 35 DAY BAYER

MIRENA S UNK  BAYER

8646913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8646913 NON-EXPEDITED N US-BAYER-2012-064310 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8646938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8646938 EXPEDITED (15-DAY) Y OT IL-BAYER-2012-063060 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STREPTOCOCCAL INFECTION MIRENA S UNK  BAYER
ABDOMINAL PAIN  
PYREXIA  

8647213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647213 NON-EXPEDITED Y US-BAYER-2012-064182 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8647498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647498 NON-EXPEDITED N US-BAYER-2012-064387 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

MIRENA S  BAYER

8647539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647539 EXPEDITED (15-DAY) N OT CH-BAYER-2012-064231 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLAMMATION MIRENA S UNK  BAYER
HAEMORRHAGE MIRENA S  BAYER
ALOPECIA  

8647604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647604 NON-EXPEDITED N US-TEVA-346225USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
LEVONORGESTREL S ORAL  
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Detailed Report
8647684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647684 NON-EXPEDITED N US-TEVA-346135USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8647688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647688 NON-EXPEDITED N US-TEVA-346111USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

C  

8647705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647705 NON-EXPEDITED N US-TEVA-346133USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
PAIN IN EXTREMITY  

8647735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647735 NON-EXPEDITED N US-BAYER-2012-064969 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8647736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647736 NON-EXPEDITED Y US-BAYER-2012-064963 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
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Detailed Report
8647762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647762 NON-EXPEDITED N US-TEVA-346132USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8647832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647832 NON-EXPEDITED N US-TEVA-346232USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  

8647877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647877 NON-EXPEDITED N US-TEVA-346261USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8647887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647887 NON-EXPEDITED N US-TEVA-346265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BINGE EATING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  
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8647916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647916 NON-EXPEDITED N US-TEVA-346289USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING ABNORMAL  
MENSTRUATION IRREGULAR  

8647933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647933 NON-EXPEDITED Y OT US-BAYER-2012-065446 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8647976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647976 NON-EXPEDITED Y US-BAYER-2012-065567 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8647978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8647978 NON-EXPEDITED N US-BAYER-2012-064702 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK  BAYER

8648096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648096 NON-EXPEDITED N US-TEVA-346231USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8648188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648188 NON-EXPEDITED N US-BAYER-2012-065498 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1077 DAY BAYER
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Detailed Report
8648189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648189 NON-EXPEDITED N US-BAYER-2012-065457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LIBIDO DECREASED  

8648190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648190 NON-EXPEDITED N OT US-BAYER-2012-065045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8648240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648240 NON-EXPEDITED N US-TEVA-346227USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8648277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648277 NON-EXPEDITED N US-TEVA-346199USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8648289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648289 NON-EXPEDITED N US-TEVA-346190USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  
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Detailed Report
8648322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648322 NON-EXPEDITED N US-TEVA-346207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8648348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648348 NON-EXPEDITED N US-TEVA-346262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8648364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648364 NON-EXPEDITED N US-TEVA-346266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8648419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648419 NON-EXPEDITED N US-BAYER-2012-065679 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8648420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648420 NON-EXPEDITED N US-BAYER-2012-065632 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 172 DAY BAYER

8648421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648421 NON-EXPEDITED N US-TEVA-346294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
EXPOSURE DURING BREAST FEEDING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8648428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648428 NON-EXPEDITED N US-BAYER-2012-065669 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TOPICAL UNK  BAYER

8648429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648429 NON-EXPEDITED N US-BAYER-2012-065541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL  BAYER
MIGRAINE  
PRODUCT ADHESION ISSUE  

8648477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648477 NON-EXPEDITED N US-TEVA-346296USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8648666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8648666 NON-EXPEDITED N US-TEVA-346367USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8663938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2012 8663938 DIRECT N DS,LT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN ETHINYL ESTRADIOL

\LEVONORGESTREL
S 1 PILL ONCE A DAY  WATSON

DEEP VEIN THROMBOSIS  

8648939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jul-2012 8648939 NON-EXPEDITED N US-BAYER-2012-065536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8494113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8494113 NON-EXPEDITED N OT US-BAYER-2012-030432 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
MENORRHAGIA  

8646914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8646914 NON-EXPEDITED N US-BAYER-2012-064859 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
PAIN  

8649276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649276 NON-EXPEDITED N US-TEVA-346365USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649284 NON-EXPEDITED N US-TEVA-346363USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8649289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649289 NON-EXPEDITED Y OT US-BAYER-2012-065597 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649291 NON-EXPEDITED N OT US-BAYER-2012-064055 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649292 NON-EXPEDITED Y OT US-BAYER-2012-065750 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649293 EXPEDITED (15-DAY) N OT BR-BAYER-2012-065003 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649294 EXPEDITED (15-DAY) N OT CA-BAYER-2012-064272 32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT 1460 DAY BAYER
PREGNANCY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HAEMORRHAGE IN PREGNANCY  
HYPOMENORRHOEA  
POLYMENORRHOEA  
SUBCHORIONIC HAEMORRHAGE  

8649295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649295 NON-EXPEDITED N OT US-BAYER-2012-064398 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE ISSUE  

8649296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649296 NON-EXPEDITED N OT US-BAYER-2012-065532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 75 DAY BAYER
BREAST PAIN  
DEPRESSION  
FEELING ABNORMAL  
HYPERSOMNIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649297 EXPEDITED (15-DAY) N OT DE-BAYER-2012-064739 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOLLICULITIS MIRENA S INTRAUTERINE UNK  BAYER
BACK PAIN LEVOTHYROXINE SODIUM C  
FURUNCLE  
GENITAL ABSCESS  
IRRITABILITY  
MOOD SWINGS  
WEIGHT INCREASED  

8649338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649338 NON-EXPEDITED N US-TEVA-346332USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8649371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649371 NON-EXPEDITED N US-TEVA-346329USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  

8649388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649388 NON-EXPEDITED N US-TEVA-346309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  
VOMITING  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649389 NON-EXPEDITED N US-BAYER-2012-064947 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649390 NON-EXPEDITED N US-BAYER-2012-065553 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8649391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649391 NON-EXPEDITED N US-BAYER-2012-064910 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649392 NON-EXPEDITED Y US-BAYER-2012-063824 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER
DEVICE EXPULSION  

8649393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649393 NON-EXPEDITED Y US-BAYER-2012-064336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649394 NON-EXPEDITED Y US-BAYER-2012-065739 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649395 NON-EXPEDITED N US-BAYER-2012-065786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649397 NON-EXPEDITED N US-BAYER-2012-065775 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE UNK UNK, CONT 80 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8649398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649398 NON-EXPEDITED N US-BAYER-2012-064348 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8649399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649399 NON-EXPEDITED N US-BAYER-2012-063998 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649400 NON-EXPEDITED N US-BAYER-2012-065594 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649401 NON-EXPEDITED N US-BAYER-2012-065916 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649403 NON-EXPEDITED Y US-BAYER-2012-065774 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649404 NON-EXPEDITED Y US-BAYER-2012-066243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 147 DAY BAYER

8649405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649405 NON-EXPEDITED Y US-BAYER-2012-064952 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  

8649406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649406 NON-EXPEDITED Y US-BAYER-2012-064811 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649407 NON-EXPEDITED Y US-BAYER-2012-064365 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MENEST C UNK  
BLOOD FOLLICLE STIMULATING HORMONE
INCREASED

 

HOT FLUSH  
HYPERHIDROSIS  
MIGRAINE  

8649408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649408 NON-EXPEDITED N US-BAYER-2012-064292 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8649410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649410 NON-EXPEDITED Y US-BAYER-2012-065486 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8649411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649411 NON-EXPEDITED N US-BAYER-2012-065722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8649412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649412 NON-EXPEDITED N US-BAYER-2012-065041 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK UNK, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649413 NON-EXPEDITED N US-BAYER-2012-064294 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8649458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649458 NON-EXPEDITED Y US-BAYER-2012-065520 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NAUSEA  

8649460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649460 NON-EXPEDITED N US-BAYER-2012-066258 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD PRESSURE INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ANXIETY  
DEVICE DIFFICULT TO USE  

8649464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649464 NON-EXPEDITED N US-TEVA-346374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8649486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649486 NON-EXPEDITED N US-TEVA-346377USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649794 NON-EXPEDITED N US-TEVA-346576USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8649895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649895 EXPEDITED (15-DAY) N OT US-BAYER-2012-064356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S 20 µg/d, UNK 1825 DAY BAYER
AMENORRHOEA  
DEVICE DISLOCATION  

8649896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649896 EXPEDITED (15-DAY) N OT NO-BAYER-2012-063603 28 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
UTERINE SPASM  

8649949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649949 NON-EXPEDITED Y OT US-BAYER-2012-066616 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
OVARIAN CYST  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8649974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8649974 NON-EXPEDITED N US-TEVA-346592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8650158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650158 NON-EXPEDITED N US-TEVA-346670USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8650385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650385 NON-EXPEDITED Y US-BAYER-2012-066562 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 198 DAY BAYER

8650386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650386 NON-EXPEDITED N US-BAYER-2012-066517 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8650387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650387 NON-EXPEDITED Y US-BAYER-2012-066509 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8650388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650388 NON-EXPEDITED N US-BAYER-2012-066565 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 91 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8650389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650389 NON-EXPEDITED Y US-BAYER-2012-066606 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8650411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650411 NON-EXPEDITED Y US-BAYER-2012-066530 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8650412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650412 NON-EXPEDITED N US-BAYER-2012-065623 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  

8650574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650574 NON-EXPEDITED Y US-BAYER-2012-066492 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PSORIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8650575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650575 NON-EXPEDITED N US-BAYER-2012-066704 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 73 DAY BAYER
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8650577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650577 NON-EXPEDITED Y US-BAYER-2012-065572 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
HYPOMENORRHOEA  
MENORRHAGIA  
POLYMENORRHOEA  

8650578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650578 NON-EXPEDITED N US-BAYER-2012-064028 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S 20 µg/d, UNK  BAYER

8650597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650597 NON-EXPEDITED N OT US-BAYER-2012-064991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8650598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650598 NON-EXPEDITED N OT US-BAYER-2012-066656 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  

8650667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650667 NON-EXPEDITED N US-BAYER-2012-066288 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S  BAYER
DYSPAREUNIA  
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8650767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8650767 NON-EXPEDITED N US-BAYER-2012-066825 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8651000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2012 8651000 NON-EXPEDITED Y US-BAYER-2012-066289 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

7935253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 7935253 NON-EXPEDITED Y US-BAYER-2011-037576 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 52 mg, UNK  BAYER

8036693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8036693 NON-EXPEDITED N OT US-BAYER-2011-059334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BREAST ENLARGEMENT  
HYPOMENORRHOEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8257404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8257404 NON-EXPEDITED N OT US-BAYER-2011-110217 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, CONT 98 DAY BAYER
DEVICE DISLOCATION  
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8579657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8579657 NON-EXPEDITED Y OT US-BAYER-2012-048888 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
ABDOMINAL PAIN  

8588627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8588627 NON-EXPEDITED N US-BAYER-2012-053420 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BURNING SENSATION  
FEELING ABNORMAL  
PAIN  
PALPITATIONS  
PRURITUS  
VAGINAL DISCHARGE  

8629444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8629444 NON-EXPEDITED Y OT US-BAYER-2012-059571 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
GENITAL HAEMORRHAGE  
PAIN  

8636264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8636264 NON-EXPEDITED Y OT US-BAYER-2012-062824 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
DEVICE EXPULSION  
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8649305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8649305 NON-EXPEDITED N US-TEVA-346342USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8651503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651503 NON-EXPEDITED N OT US-BAYER-2012-064286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651506 NON-EXPEDITED N OT US-BAYER-2012-066819 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8651508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651508 NON-EXPEDITED Y OT US-BAYER-2012-066811 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 44 DAY BAYER

PLAN B C  

8651511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651511 NON-EXPEDITED N US-TEVA-346686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
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8651523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651523 EXPEDITED (15-DAY) Y HO AU-BAYER-2012-065106 42 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S UNK  BAYER
HEADACHE  

8651581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651581 NON-EXPEDITED N US-BAYER-2012-066757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DYSMENORRHOEA  

8651582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651582 NON-EXPEDITED N US-BAYER-2012-066643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8651583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651583 NON-EXPEDITED Y US-BAYER-2012-066735 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8651584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651584 NON-EXPEDITED N US-BAYER-2012-066866 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8651585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651585 NON-EXPEDITED N US-BAYER-2012-066711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651588 NON-EXPEDITED N US-BAYER-2012-066709 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651589 NON-EXPEDITED Y US-BAYER-2012-066666 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S UNK 5 DAY BAYER
DEVICE EXPULSION  

8651591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651591 NON-EXPEDITED N US-BAYER-2012-066731 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651592 NON-EXPEDITED Y US-BAYER-2012-066844 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8651593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651593 NON-EXPEDITED Y US-BAYER-2012-066720 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
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8651594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651594 NON-EXPEDITED N US-BAYER-2012-066627 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8651596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651596 NON-EXPEDITED Y US-BAYER-2012-065645 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 113 DAY BAYER

8651599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651599 NON-EXPEDITED N US-BAYER-2012-066589 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8651621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651621 NON-EXPEDITED N US-TEVA-346712USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8651663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651663 NON-EXPEDITED N US-TEVA-346683USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8651773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651773 NON-EXPEDITED N US-TEVA-346819USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8651957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651957 NON-EXPEDITED N US-TEVA-346676USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8651961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651961 NON-EXPEDITED Y OT US-BAYER-2012-066754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
OEDEMA PERIPHERAL ESTRACE C 1 mg, UNK  

ESTRACE C  

8651962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651962 NON-EXPEDITED N OT US-BAYER-2012-064410 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S UNK  BAYER

8651964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651964 NON-EXPEDITED N US-BAYER-2012-066776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651965 NON-EXPEDITED Y OT US-BAYER-2012-066619 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 122 DAY BAYER
GENITAL HAEMORRHAGE  
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8651967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8651967 NON-EXPEDITED N OT US-BAYER-2012-066855 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN LOWER  
FREQUENT BOWEL MOVEMENTS  

8652030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652030 NON-EXPEDITED N US-BAYER-2012-067273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT  
MOOD SWINGS  

8652031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652031 NON-EXPEDITED N OT US-BAYER-2012-065704 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8652193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652193 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-066155 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK 1095 DAY BAYER
URINARY TRACT INFECTION  

8652200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652200 NON-EXPEDITED N US-TEVA-346675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ANTIBIOTICS C  

Page: 11,165 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8652220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652220 NON-EXPEDITED N US-TEVA-346325USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
PELVIC PAIN  

8652226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652226 NON-EXPEDITED Y OT US-BAYER-2012-066629 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 990 DAY BAYER
DEVICE EXPULSION  

8652230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652230 NON-EXPEDITED N US-TEVA-346656USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA CITALOPRAM HYDROBROMIDE C  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8652251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652251 NON-EXPEDITED N US-TEVA-346716USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8652354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652354 NON-EXPEDITED N US-TEVA-346350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8652380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652380 NON-EXPEDITED N US-TEVA-346713USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DEHYDRATION  

8652451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652451 NON-EXPEDITED N OT US-BAYER-2012-067351 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8652472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652472 NON-EXPEDITED N US-TEVA-346731USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  
VOMITING  

8652478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652478 NON-EXPEDITED N US-TEVA-346709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S ORAL 1.5 Milligram;  
LEVONORGESTREL S ORAL 1.5 Milligram;  

Page: 11,167 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8652499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652499 NON-EXPEDITED N US-TEVA-346687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8652523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652523 NON-EXPEDITED N US-TEVA-346685USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

TEGRETOL C  

8652547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652547 NON-EXPEDITED N US-BAYER-2012-067265 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FEELING ABNORMAL  

8652548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652548 NON-EXPEDITED N US-BAYER-2012-067321 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 135 DAY BAYER

8652549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652549 NON-EXPEDITED N US-BAYER-2012-067349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8652589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652589 NON-EXPEDITED N US-TEVA-346679USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR LEVONORGESTREL S ORAL  

8652610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652610 NON-EXPEDITED N US-TEVA-346671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8652707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652707 NON-EXPEDITED N US-BAYER-2012-067319 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8652709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652709 NON-EXPEDITED N US-BAYER-2012-067513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD ALTERED  

8652735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652735 NON-EXPEDITED N US-TEVA-346888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8652811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652811 NON-EXPEDITED N US-TEVA-346885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8652889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652889 NON-EXPEDITED N US-TEVA-346859USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ADDERALL C  

8652901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652901 NON-EXPEDITED N US-TEVA-346883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8652950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652950 NON-EXPEDITED N US-TEVA-346892USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8652951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652951 NON-EXPEDITED N US-TEVA-346902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8652980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652980 NON-EXPEDITED N US-BAYER-2012-066804 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPOMENORRHOEA  

8652994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8652994 NON-EXPEDITED N US-TEVA-346910USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8653147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8653147 NON-EXPEDITED N US-TEVA-346901USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  

8653152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8653152 NON-EXPEDITED N US-BAYER-2012-067329 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISTURBANCE IN ATTENTION  
FEELING ABNORMAL  
MOOD ALTERED  
WEIGHT INCREASED  
WEIGHT LOSS POOR  
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Detailed Report
8653188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2012 8653188 NON-EXPEDITED N US-TEVA-346898USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8653463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2012 8653463 EXPEDITED (15-DAY) N OT US-TEVA-346886USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMNESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE MELATONIN S  

ACETAMINOPHEN S  

8179499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8179499 EXPEDITED (15-DAY) Y DE,OT PHHY2011DK82989 22 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTERIOSCLEROSIS CORONARY ARTERY LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  

ABDOMINAL PAIN UPPER  
ACUTE MYOCARDIAL INFARCTION  
CARDIAC ARREST  
CAROTID ARTERY THROMBOSIS  
CHEST PAIN  
EPIGASTRIC DISCOMFORT  
HYPERHIDROSIS  
LOSS OF CONSCIOUSNESS  
SENSATION OF HEAVINESS  
THROMBOSIS  
VOMITING  
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8208460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8208460 EXPEDITED (15-DAY) N OT US-BAYER-2011-103041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S INTRAUTERINE UNK 1095 DAY BAYER
ENDOMETRIAL ATROPHY  
HYPOMENORRHOEA  
URINARY RETENTION  

8610743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8610743 EXPEDITED (15-DAY) Y OT US-BAYER-2012-056339 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S UNK  BAYER
COMPLICATION OF DEVICE REMOVAL PARAGARD T380A S  

8615123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8615123 NON-EXPEDITED N US-TEVA-343004USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8616725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8616725 NON-EXPEDITED Y OT US-BAYER-2012-057208 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 µg, UNK  BAYER

DEPO C UNK  
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Detailed Report
8632979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8632979 NON-EXPEDITED N US-TEVA-344573USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR VITAMINS NOS C  
PELVIC PAIN  

8635401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8635401 NON-EXPEDITED N US-TEVA-344756USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

THYROID MEDICATION C  

8638171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8638171 NON-EXPEDITED N US-TEVA-345155USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8638350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8638350 NON-EXPEDITED N US-TEVA-344957USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ABILIFY C  
KLONOPIN C  
LEXAPRO C  
RECLIPSEN C  
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Detailed Report
8644278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8644278 NON-EXPEDITED N US-TEVA-345692USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

TENSION HEADACHE OTC C ORAL  

MENSTRUATION DELAYED  
PELVIC PAIN  
PREGNANCY  
VAGINAL HAEMORRHAGE  

8651510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8651510 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-064896 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 7 DAY BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
CHILLS  
DEVICE DISLOCATION  
DYSURIA  
GRIP STRENGTH DECREASED  
HEADACHE  
HYPERHIDROSIS  
HYPOAESTHESIA  
NAUSEA  
PYREXIA  
SUPPRESSED LACTATION  
URINARY TRACT INFECTION  
VISION BLURRED  
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Detailed Report
8653771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8653771 NON-EXPEDITED N US-BAYER-2012-067370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S UNK  BAYER

8653927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8653927 EXPEDITED (15-DAY) N OT US-BAYER-2012-065672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  

8653974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8653974 NON-EXPEDITED N OT US-BAYER-2012-067383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ADVERSE DRUG REACTION  
HORMONE LEVEL ABNORMAL  
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Detailed Report
8653976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8653976 EXPEDITED (15-DAY) N OT US-BAYER-2012-067355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MAJOR DEPRESSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ACTIVITIES OF DAILY LIVING IMPAIRED  
ANXIETY  
DECREASED APPETITE  
DIARRHOEA  
FEELING ABNORMAL  
IMPAIRED REASONING  
NAUSEA  
PANIC REACTION  
PARAESTHESIA  
VOMITING  

8653991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8653991 EXPEDITED (15-DAY) N OT US-BAYER-2012-067442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THYROID NEOPLASM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHEMICAL POISONING  

8654276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654276 NON-EXPEDITED N US-TEVA-346747USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654305 NON-EXPEDITED N US-TEVA-346936USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8654320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654320 NON-EXPEDITED N US-TEVA-346935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654349 NON-EXPEDITED N US-TEVA-346929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654373 NON-EXPEDITED N US-TEVA-346928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8654392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654392 NON-EXPEDITED N US-TEVA-346927USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654466 NON-EXPEDITED N US-TEVA-346938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654473 NON-EXPEDITED N OT KR-BAYER-2012-067184 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER
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Detailed Report
8654474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654474 EXPEDITED (15-DAY) N OT PK-BAYER-2012-067192 Female PAK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S UNK  BAYER
CRYING  
SUICIDAL IDEATION  

8654475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654475 NON-EXPEDITED N OT KR-BAYER-2012-067214 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S  BAYER

8654497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654497 NON-EXPEDITED N US-TEVA-347141USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8654904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654904 NON-EXPEDITED N US-TEVA-347161USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8654924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654924 NON-EXPEDITED N US-TEVA-347160USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  
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Detailed Report
8654940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654940 NON-EXPEDITED N US-TEVA-347138USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

KARIVA C  

8654967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8654967 EXPEDITED (15-DAY) Y HO US-BAYER-2012-067500 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANAPHYLACTIC REACTION MIRENA S  BAYER
BLOOD PRESSURE DECREASED  
CONFUSIONAL STATE  
PRURITUS  
RASH MACULAR  
URTICARIA  

8655036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655036 NON-EXPEDITED N US-TEVA-347102USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CRESTOR C  

8655054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655054 NON-EXPEDITED N US-TEVA-347099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8655080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655080 NON-EXPEDITED N US-TEVA-347096USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8655132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655132 NON-EXPEDITED N US-TEVA-347090USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8655142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655142 NON-EXPEDITED N US-TEVA-347084USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8655177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655177 NON-EXPEDITED N OT US-PFIZER
INC-2012159719

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTENSION ALESSE 28 S UNK  PFIZER
ACNE  
THERAPEUTIC RESPONSE UNEXPECTED  

8655335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2012 8655335 NON-EXPEDITED N US-TEVA-347167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

Page: 11,181 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7824488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 7824488 EXPEDITED (15-DAY) Y HO US-BAYER-2011-016287 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S 20 µg/d, CONT 141 DAY BAYER
INTRA-ABDOMINAL HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8028038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8028038 NON-EXPEDITED N OT US-BAYER-2011-056895 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE DISLOCATION  

8513471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8513471 NON-EXPEDITED N HO US-BAYER-2012-034658 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
DEVICE DISLOCATION  
DYSMENORRHOEA  
HORMONE LEVEL ABNORMAL  
MEDICAL DEVICE COMPLICATION  
MENORRHAGIA  
PAIN  
PROCEDURAL PAIN  
SEXUAL DYSFUNCTION  
VAGINAL DISORDER  
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Detailed Report
8576954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8576954 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2012-049562 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1079 DAY BAYER
AMENORRHOEA  
DEVICE BREAKAGE  

8589835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8589835 NON-EXPEDITED Y OT US-BAYER-2012-053844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, UNK 139 DAY BAYER

MIRENA S  BAYER

8590173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8590173 NON-EXPEDITED N HO US-BAYER-2012-053957 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 249 DAY BAYER
ABDOMINAL PAIN  

8604757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8604757 NON-EXPEDITED N US-TEVA-341834USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
MENSTRUATION IRREGULAR  

8627927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8627927 NON-EXPEDITED N US-TEVA-344218USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8628608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8628608 NON-EXPEDITED N US-TEVA-344310USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8639522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8639522 NON-EXPEDITED N US-TEVA-345046USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
PELVIC PAIN  

8641776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8641776 NON-EXPEDITED N US-TEVA-345448USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
MENSTRUATION IRREGULAR  

8641970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8641970 NON-EXPEDITED N US-TEVA-345450USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN ZYRTEC C  
MENSTRUATION IRREGULAR ZYRTEC C  
PELVIC PAIN EVEY WOMAN'S IRON SUPPORT C  
HEADACHE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8643562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8643562 NON-EXPEDITED N US-TEVA-345640USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8645539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8645539 NON-EXPEDITED N US-TEVA-345822USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
DIARRHOEA  
HEADACHE  
MOOD SWINGS  
PELVIC PAIN  

8646085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8646085 NON-EXPEDITED N US-BAYER-2012-064987 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8647216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8647216 NON-EXPEDITED Y US-BAYER-2012-064170 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 pg  BAYER
DISCOMFORT  
PAIN  
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8657504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657504 EXPEDITED (15-DAY) N OT US-BAYER-2012-066599 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
STRESS MIRENA S  BAYER

8657562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657562 NON-EXPEDITED Y US-BAYER-2012-067924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER

8657563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657563 NON-EXPEDITED Y OT US-BAYER-2012-065803 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 4 DAY BAYER

8657564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657564 NON-EXPEDITED Y US-BAYER-2012-067532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  

8657565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657565 NON-EXPEDITED Y OT US-BAYER-2012-067744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8657568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657568 NON-EXPEDITED N US-BAYER-2012-067866 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
APATHY  
PAIN IN EXTREMITY  
VARICOSE VEIN  
WEIGHT INCREASED  

8657569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657569 NON-EXPEDITED N OT US-BAYER-2012-066676 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8657580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8657580 NON-EXPEDITED N US-BAYER-2012-067856 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COITAL BLEEDING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL DISCHARGE  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL PRURITUS  

8658006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658006 NON-EXPEDITED Y US-BAYER-2012-065685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S 20 mcg/24hr, CONT  BAYER
GENITAL INFECTION FEMALE PARAGARD T380A S  
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8658008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658008 NON-EXPEDITED N US-BAYER-2012-067271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IMMUNE SYSTEM DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8658011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658011 NON-EXPEDITED Y US-BAYER-2012-067400 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8658124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658124 NON-EXPEDITED N US-TEVA-347208USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658172 NON-EXPEDITED N US-TEVA-347206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8658181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658181 NON-EXPEDITED N US-TEVA-347203USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
MENSTRUATION IRREGULAR  
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Detailed Report
8658187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658187 NON-EXPEDITED N US-TEVA-347200USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658251 NON-EXPEDITED N US-TEVA-347411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658363 NON-EXPEDITED N US-TEVA-347405USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER LO-ESTROGEN C  

8658432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658432 NON-EXPEDITED N US-TEVA-347371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROTEIN URINE PRESENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658470 NON-EXPEDITED N US-TEVA-347358USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
MENSTRUATION IRREGULAR  
WEIGHT INCREASED  
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Detailed Report
8658493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658493 NON-EXPEDITED N US-TEVA-347353USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658541 NON-EXPEDITED N US-TEVA-347351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658561 NON-EXPEDITED N US-TEVA-347348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658615 NON-EXPEDITED N US-TEVA-347325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658618 NON-EXPEDITED N US-TEVA-347322USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658621 NON-EXPEDITED N US-BAYER-2012-067511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8658634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658634 EXPEDITED (15-DAY) N OT DE-BAYER-2012-058904 22 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 434 DAY BAYER
GENITAL HAEMORRHAGE XARELTO S ORAL  
ABDOMINAL PAIN LOWER  
VENOUS THROMBOSIS LIMB  

8658653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658653 NON-EXPEDITED N US-TEVA-347319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658655 EXPEDITED (15-DAY) Y OT DK-BAYER-2012-068233 35 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S UNK 29 DAY BAYER
PAIN MIRENA S  BAYER

8658665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658665 NON-EXPEDITED N US-TEVA-347318USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C  
ORTHO TRI CYCLEN C  

8658675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658675 NON-EXPEDITED N US-BAYER-2012-067356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8658682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658682 NON-EXPEDITED N US-TEVA-347312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658716 NON-EXPEDITED Y OT US-BAYER-2012-067894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 µg/d, UNK 1825 DAY BAYER

8658719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658719 NON-EXPEDITED Y US-BAYER-2012-067533 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8658720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658720 NON-EXPEDITED N US-BAYER-2012-067617 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

MIRENA S  BAYER

8658721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658721 NON-EXPEDITED N OT US-BAYER-2012-067327 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
PROCEDURAL PAIN  
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Detailed Report
8658722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658722 NON-EXPEDITED N US-BAYER-2012-067651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8658876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658876 NON-EXPEDITED N US-TEVA-347467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658886 NON-EXPEDITED N US-TEVA-347472USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8658887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8658887 NON-EXPEDITED N US-TEVA-347484USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8659044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8659044 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-060843 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TYPE 1 DIABETES MELLITUS MIRENA S UNK  BAYER
CHLOASMA  
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Detailed Report
8659085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2012 8659085 EXPEDITED (15-DAY) N OT US-TEVA-347170USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRE-ECLAMPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OFF LABEL USE BLOOD PRESSURE MEDICATION C  
PREGNANCY  
VAGINAL HAEMORRHAGE  

8205494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8205494 EXPEDITED (15-DAY) Y HO,OT DE-BAYER-2011-100071 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 730 DAY BAYER
ABDOMINAL PAIN LOWER  
ACTINOMYCOTIC ABDOMINAL INFECTION  
HYDRONEPHROSIS  
OOPHORITIS  
PERITONITIS  
SALPINGITIS  

8348154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8348154 NON-EXPEDITED N OT US-BAYER-2012-006617 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 322 DAY BAYER
FEELING ABNORMAL  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
WEIGHT INCREASED  
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Detailed Report
8349048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8349048 NON-EXPEDITED N OT US-BAYER-2012-006523 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
ABDOMINAL PAIN  

8469651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8469651 NON-EXPEDITED Y OT US-BAYER-2012-024729 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 115 DAY BAYER
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 56 DAY BAYER

8477345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8477345 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-025876 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
DEPRESSION  
FATIGUE  
IMPAIRED WORK ABILITY  
MOOD SWINGS  
SLEEP DISORDER  

8573000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8573000 NON-EXPEDITED Y US-BAYER-2012-049506 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

Page: 11,195 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8577859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8577859 NON-EXPEDITED Y OT US-BAYER-2012-050597 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8578781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8578781 NON-EXPEDITED N US-TEVA-339277USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8586662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8586662 EXPEDITED (15-DAY) Y DE,HO GB-TEVA-339222ISR 22 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MULTI-ORGAN FAILURE LEVONORGESTREL S ORAL  DURAMED
CAVERNOUS SINUS THROMBOSIS  
EYE DISCHARGE  
JUGULAR VEIN THROMBOSIS  
LEMIERRE SYNDROME  
LYMPHADENOPATHY  
PERITONSILLAR ABSCESS  
SEPSIS  

8595679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8595679 NON-EXPEDITED N OT US-BAYER-2012-054595 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 545 DAY BAYER

ABDOMINAL PAIN  

Page: 11,196 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8596265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8596265 NON-EXPEDITED Y US-BAYER-2012-054919 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 758 DAY BAYER
DEVICE EXPULSION  

8600621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8600621 EXPEDITED (15-DAY) Y HO FR-BAYER-2012-055430 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENINGIOMA MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
PARTIAL SEIZURES  

8615037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8615037 EXPEDITED (15-DAY) N HO,OT FR-009507513-1204FRA
00033

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANCREATITIS ACUTE JANUVIA S ORAL 100 mg, qd  MERCK
HYPERTRIGLYCERIDAEMIA ALISKIREN S ORAL  
HEPATIC NEOPLASM EZETIMIBE S ORAL  MERCK

TRIPHASIL-21 S ORAL  
BROMAZEPAM C  
MEDIATENSYL C  
METFORMIN C  
NICARDIPINE HYDROCHLORIDE C  

8619251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8619251 NON-EXPEDITED N US-BAYER-2012-058029 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 219 DAY BAYER
PELVIC PAIN MIRENA S  BAYER
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Detailed Report
8635310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8635310 EXPEDITED (15-DAY) Y OT DE-BAYER-2012-046054 55 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
COMPLICATION OF DEVICE REMOVAL  
PROCEDURAL PAIN  

8641177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8641177 EXPEDITED (15-DAY) Y SE-BAYER-2012-061310 26 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 119 DAY BAYER
DYSURIA  
HYPERHIDROSIS  
MICTURITION URGENCY  
SLEEP DISORDER  

8651966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8651966 EXPEDITED (15-DAY) Y DS,OT DE-BAYER-2012-065540 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
AUTOIMMUNE THYROIDITIS LEVOTHYROXINE SODIUM

\LIOTHYRONINE SODIUM
C UNK  

ABASIA  
HYPOTHYROIDISM  
INTERVERTEBRAL DISC PROTRUSION  
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Detailed Report
8659383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659383 EXPEDITED (15-DAY) Y HO FR-BAYER-2012-066701 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TRANSIENT ISCHAEMIC ATTACK MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DIZZINESS CRESTOR C  
HEADACHE  
HYPOAESTHESIA  

8659384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659384 NON-EXPEDITED N US-BAYER-2012-067440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
HORMONE LEVEL ABNORMAL  
HYPOAESTHESIA  
PANIC ATTACK  
UNEVALUABLE EVENT  

8659441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659441 NON-EXPEDITED Y US-BAYER-2012-068443 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 116 DAY BAYER
MENORRHAGIA  
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Detailed Report
8659442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659442 EXPEDITED (15-DAY) N OT US-BAYER-2012-068019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH ABSCESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE INCREASED  
HAEMOGLOBIN INCREASED  
RASH  
RED BLOOD CELL COUNT INCREASED  

8659510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659510 NON-EXPEDITED N US-BAYER-2012-068573 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

MIRENA S  BAYER

8659516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659516 NON-EXPEDITED N OT US-BAYER-2012-066778 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg, CONT 80 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8659529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659529 NON-EXPEDITED Y US-BAYER-2012-067515 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER

8659531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659531 NON-EXPEDITED Y US-BAYER-2012-068316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

Page: 11,200 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8659534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659534 NON-EXPEDITED N US-BAYER-2012-067738 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8659597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659597 NON-EXPEDITED N US-BAYER-2012-067325 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8659599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659599 NON-EXPEDITED Y US-BAYER-2012-067369 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 69 DAY BAYER

8659737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659737 NON-EXPEDITED Y US-BAYER-2012-068081 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 287 DAY BAYER

8659738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659738 NON-EXPEDITED Y US-BAYER-2012-067543 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8659739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659739 NON-EXPEDITED N US-BAYER-2012-067722 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8659768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659768 NON-EXPEDITED N US-TEVA-347487USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISORDER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  

8659842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659842 NON-EXPEDITED N US-TEVA-347656USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8659857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659857 NON-EXPEDITED N US-TEVA-347622USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8659939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659939 NON-EXPEDITED N US-TEVA-347715USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

ADDERALL C  

XANAX C  
AMBIEN C  

8659946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8659946 EXPEDITED (15-DAY) Y HO AT-BAYER-2012-065998 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VEIN DISORDER MIRENA S UNK 42 DAY BAYER

8660082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660082 NON-EXPEDITED N US-TEVA-347459USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8660087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660087 NON-EXPEDITED Y US-BAYER-2012-068855 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 111 DAY BAYER
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Detailed Report
8660128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660128 NON-EXPEDITED N US-TEVA-347447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8660328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660328 NON-EXPEDITED N US-TEVA-347495USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  

8660336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660336 NON-EXPEDITED N US-BAYER-2012-068859 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8660347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660347 NON-EXPEDITED N US-TEVA-347740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660352 NON-EXPEDITED N US-BAYER-2012-068874 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 33 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8660386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660386 NON-EXPEDITED N US-TEVA-347617USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660390 NON-EXPEDITED N US-TEVA-347613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8660431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660431 NON-EXPEDITED N US-TEVA-347610USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660461 NON-EXPEDITED N US-TEVA-347649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
MENSTRUATION IRREGULAR  

8660576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660576 NON-EXPEDITED N US-BAYER-2012-068911 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 2 DAY BAYER
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Detailed Report
8660577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660577 NON-EXPEDITED N US-BAYER-2012-068849 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8660578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660578 NON-EXPEDITED N US-BAYER-2012-068899 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8660580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660580 NON-EXPEDITED Y US-BAYER-2012-068473 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8660581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660581 NON-EXPEDITED Y US-BAYER-2012-067494 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 273 DAY BAYER

8660583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660583 NON-EXPEDITED Y US-BAYER-2012-068600 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8660585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660585 NON-EXPEDITED N US-BAYER-2012-067478 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 6 DAY BAYER

8660618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660618 NON-EXPEDITED Y OT US-BAYER-2012-068287 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 32 DAY BAYER

8660688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660688 NON-EXPEDITED Y US-BAYER-2012-067493 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 116 DAY BAYER

8660749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660749 NON-EXPEDITED N US-TEVA-347627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660769 NON-EXPEDITED N US-TEVA-347623USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660782 NON-EXPEDITED Y US-BAYER-2012-066251 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
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Detailed Report
8660784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660784 NON-EXPEDITED Y US-BAYER-2012-068102 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 112 DAY BAYER

8660802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660802 NON-EXPEDITED N US-TEVA-347786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8660819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660819 NON-EXPEDITED Y US-BAYER-2012-068486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 221 DAY BAYER

8660822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660822 NON-EXPEDITED Y US-BAYER-2012-068999 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 30 DAY BAYER

8660823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660823 NON-EXPEDITED N US-BAYER-2012-068972 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8660844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8660844 NON-EXPEDITED N US-TEVA-347632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY  
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Detailed Report
8675286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2012 8675286 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HORMONE LEVEL ABNORMAL MIRENA S  BAYER
ALOPECIA  
INFERTILITY  
MENORRHAGIA  
MOOD SWINGS  

8131480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8131480 NON-EXPEDITED N OT US-BAYER-2011-080959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
BACK PAIN  
MENSTRUATION DELAYED  
PAIN IN EXTREMITY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8167381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8167381 NON-EXPEDITED N US-BAYER-2011-090488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHLOASMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8576948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8576948 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-047302 22 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
POST ABORTION HAEMORRHAGE  
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Detailed Report
8602676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8602676 NON-EXPEDITED N OT US-BAYER-2012-055835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3808 DAY BAYER
PAIN MIRENA S  BAYER
UTERINE LEIOMYOMA  

8652541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8652541 NON-EXPEDITED Y US-BAYER-2012-064944 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS MIRENA S INTRAUTERINE 20 µg/d, CONT 148 DAY BAYER
RASH GENERALISED  

8661420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661420 NON-EXPEDITED Y US-BAYER-2012-068959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
PRODUCT QUALITY ISSUE  

8661421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661421 NON-EXPEDITED Y US-BAYER-2012-068982 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S INTRAUTERINE UNK UNK, CONT  BAYER
MENOPAUSAL SYMPTOMS  

8661584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661584 NON-EXPEDITED Y US-BAYER-2012-068973 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8661585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661585 NON-EXPEDITED Y US-BAYER-2012-069035 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 47 DAY BAYER

8661587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661587 NON-EXPEDITED Y US-BAYER-2012-068949 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 75 DAY BAYER

8661588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661588 NON-EXPEDITED N US-BAYER-2012-067670 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8661703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661703 NON-EXPEDITED Y US-BAYER-2012-068421 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 93 DAY BAYER

8661704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661704 NON-EXPEDITED N US-BAYER-2012-068920 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8661705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661705 NON-EXPEDITED N US-BAYER-2012-068642 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 46 DAY BAYER
SMEAR CERVIX ABNORMAL  

8661753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661753 NON-EXPEDITED N US-TEVA-347826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8661819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661819 NON-EXPEDITED N US-TEVA-347822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8661842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661842 NON-EXPEDITED N US-TEVA-347821USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LOESTRIN 1.5/30 21 DAY C  

8661879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661879 NON-EXPEDITED N US-TEVA-347815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

VITAMINS C  
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Detailed Report
8661891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661891 NON-EXPEDITED N US-TEVA-347824USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ZOLOFT C  

8661902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661902 NON-EXPEDITED N US-TEVA-347813USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8661950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8661950 NON-EXPEDITED N US-TEVA-347782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8662061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662061 NON-EXPEDITED N US-TEVA-347686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8662112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662112 NON-EXPEDITED N US-TEVA-348021USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8662184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662184 EXPEDITED (15-DAY) N OT US-
WATSON-2012-11478

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS LEVONORGESTREL S ORAL took 1st tab w/i a few

hrs; 2nd tab 72 hrs later
 WATSON

DEPRESSION  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

 

8662193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662193 NON-EXPEDITED N US-BAYER-2012-069021 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 95 DAY BAYER

8662194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662194 NON-EXPEDITED Y US-BAYER-2012-067740 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8662195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662195 NON-EXPEDITED N US-BAYER-2012-069015 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

8662196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662196 NON-EXPEDITED N US-BAYER-2012-067358 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 104 DAY BAYER
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Detailed Report
8662329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662329 NON-EXPEDITED N OT US-BAYER-2012-068873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL DISCHARGE  

8662330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662330 NON-EXPEDITED Y US-BAYER-2012-069360 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 29 DAY BAYER

8662331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662331 NON-EXPEDITED N US-BAYER-2012-069387 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 73 DAY BAYER

8662376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662376 NON-EXPEDITED N OT US-BAYER-2012-068609 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8662377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662377 NON-EXPEDITED N US-BAYER-2012-068614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EMOTIONAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
HEADACHE  
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Detailed Report
8662436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662436 NON-EXPEDITED Y OT US-BAYER-2012-067944 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 781 DAY BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
PAIN  

8662489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662489 NON-EXPEDITED Y US-BAYER-2012-067930 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8662493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662493 NON-EXPEDITED N US-BAYER-2012-067427 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 51 DAY BAYER

MIRENA S UNK  BAYER

8662495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662495 NON-EXPEDITED N OT US-BAYER-2012-067949 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
COITAL BLEEDING  
MENORRHAGIA  
MENSTRUATION DELAYED  
UTERINE PAIN  
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Detailed Report
8662515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662515 EXPEDITED (15-DAY) N DS GB-BAYER-2012-068440 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGGRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 224 DAY BAYER
ANHEDONIA  
DEPRESSION  
PANIC ATTACK  

8662597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662597 EXPEDITED (15-DAY) N OT SE-BAYER-2012-065337 45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HEADACHE WARFARIN SODIUM C UNK  
BREAST TENDERNESS NERVOUS SYSTEM C UNK  
MENSTRUATION IRREGULAR  
POST PROCEDURAL HAEMORRHAGE  
PULMONARY EMBOLISM  

8662751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662751 NON-EXPEDITED N US-TEVA-347965USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8662761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662761 NON-EXPEDITED N US-TEVA-347947USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8662768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662768 NON-EXPEDITED N US-BAYER-2012-069329 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 21 DAY BAYER

8662770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662770 NON-EXPEDITED N US-BAYER-2012-068995 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST ENLARGEMENT  
ERUCTATION  
TEARFULNESS  

8662819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662819 NON-EXPEDITED N US-TEVA-347895USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  

8662825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8662825 NON-EXPEDITED N US-TEVA-347894USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8663003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8663003 NON-EXPEDITED N OT US-BAYER-2012-069286 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER
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Detailed Report
8663015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8663015 NON-EXPEDITED N US-BAYER-2012-067396 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SUPPRESSED LACTATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8678126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8678126 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  
PREGNANCY  

8680357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2012 8680357 DIRECT Y DS 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER
DERMATITIS  
SYSTEMIC LUPUS ERYTHEMATOSUS  

8181909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8181909 NON-EXPEDITED Y US-
BAYER-201032195NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8633463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8633463 NON-EXPEDITED N US-TEVA-344593USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FUNGAL INFECTION  
MENSTRUATION IRREGULAR  
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Detailed Report
8645437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8645437 NON-EXPEDITED N US-TEVA-345824USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  
VOMITING  

8647929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8647929 NON-EXPEDITED N US-TEVA-346299USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8648406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8648406 NON-EXPEDITED N US-TEVA-346291USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8651546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8651546 NON-EXPEDITED N US-TEVA-346741USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8655040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8655040 NON-EXPEDITED N US-TEVA-347137USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8658789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8658789 EXPEDITED (15-DAY) N OT US-BAYER-2012-068175 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABASIA  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ACTIVITIES OF DAILY LIVING IMPAIRED  
ALTERED STATE OF CONSCIOUSNESS  
BEDRIDDEN  
DEVICE COMPONENT ISSUE  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
IRRITABILITY  
MENSTRUATION DELAYED  
OVARIAN CYST  
PAIN  
PYREXIA  
TEARFULNESS  
URINARY TRACT INFECTION  
VAGINAL INFECTION  
WEIGHT INCREASED  

8663183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663183 NON-EXPEDITED N US-BAYER-2012-069307 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, UNK  BAYER
MENORRHAGIA  
MENSTRUAL DISORDER  

Page: 11,221 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8663234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663234 NON-EXPEDITED N US-BAYER-2012-069050 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER
COMPLICATION OF DEVICE INSERTION  

8663267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663267 NON-EXPEDITED N US-BAYER-2012-067889 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S 20 µg/d, UNK  BAYER

8663490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663490 EXPEDITED (15-DAY) N OT IL-BAYER-2012-069350 33 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER
DEVICE EXPULSION METFORMIN HYDROCHLORIDE C 850 mg, BID  
ABDOMINAL PAIN LOWER  
OVARIAN TORSION  
VAGINAL HAEMORRHAGE  

8663511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663511 NON-EXPEDITED N US-BAYER-2012-069395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S  BAYER
ALOPECIA  
DEPRESSION  
LOSS OF LIBIDO  
WEIGHT INCREASED  
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Detailed Report
8663514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663514 NON-EXPEDITED Y US-BAYER-2012-068126 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8663515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663515 NON-EXPEDITED N US-BAYER-2012-068541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MALAISE  
NIPPLE PAIN  
WEIGHT INCREASED  

8663516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663516 NON-EXPEDITED N US-BAYER-2012-067526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S 20 mcg/24hr, CONT  BAYER

8663518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663518 NON-EXPEDITED N US-BAYER-2012-067802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8663605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663605 EXPEDITED (15-DAY) N OT US-BAYER-2012-069458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PNEUMONIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER
ABDOMINAL PAIN  
BACK PAIN  
PYREXIA  
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Detailed Report
8663607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663607 EXPEDITED (15-DAY) Y OT US-BAYER-2012-069446 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ALOPECIA  
AMENORRHOEA  
DEVICE DISLOCATION  
OVARIAN CYST  
PELVIC INFLAMMATORY DISEASE  
VAGINAL ABSCESS  
WEIGHT DECREASED  

8663620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663620 NON-EXPEDITED Y OT US-BAYER-2012-069065 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8663621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663621 NON-EXPEDITED N HO US-BAYER-2012-068974 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT 20 DAY BAYER
MENORRHAGIA  

8663622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663622 NON-EXPEDITED Y US-BAYER-2012-066654 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPAREUNIA  
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Detailed Report
8663623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663623 NON-EXPEDITED N US-BAYER-2012-067976 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
DEVICE EXPULSION  

8663624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663624 NON-EXPEDITED Y OT US-BAYER-2012-069451 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
ABDOMINAL PAIN LOWER MIRENA S  BAYER
DEVICE EXPULSION  

8663757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663757 NON-EXPEDITED N US-TEVA-348033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8663766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663766 NON-EXPEDITED N US-TEVA-348013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8663767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663767 NON-EXPEDITED N US-BAYER-2012-068163 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE CONTRACTIONS INVOLUNTARY MIRENA S UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8663768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663768 NON-EXPEDITED N US-BAYER-2012-069323 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8663806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663806 NON-EXPEDITED N US-TEVA-348007USA 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENOPAUSE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8663818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663818 NON-EXPEDITED N US-TEVA-347969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8663848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663848 NON-EXPEDITED N US-TEVA-347956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8663858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663858 NON-EXPEDITED N US-TEVA-347921USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8663956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8663956 NON-EXPEDITED N US-TEVA-348020USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

HCG HORMONE C  

8664016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664016 NON-EXPEDITED N US-TEVA-348185USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LO-ESTROGEN C  
THENCERINE C  

8664017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664017 NON-EXPEDITED N US-TEVA-348133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664039 NON-EXPEDITED N US-TEVA-348102USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664103 NON-EXPEDITED N US-BAYER-2012-066510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALLERGY TO METALS  
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Detailed Report
8664263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664263 NON-EXPEDITED Y OT US-BAYER-2012-068958 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S UNK 41 DAY BAYER
DEVICE DISLOCATION  

8664289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664289 NON-EXPEDITED N US-TEVA-348049USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8664328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664328 NON-EXPEDITED N US-BAYER-2012-069074 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8664329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664329 NON-EXPEDITED N US-BAYER-2012-068131 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 309 DAY BAYER
DEVICE EXPULSION  

8664352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664352 NON-EXPEDITED N US-TEVA-348044USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8664380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664380 NON-EXPEDITED N US-TEVA-348084USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664406 NON-EXPEDITED N US-TEVA-348083USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8664418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664418 NON-EXPEDITED N US-BAYER-2012-067962 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8664514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664514 NON-EXPEDITED N US-BAYER-2012-067599 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
SEXUAL DYSFUNCTION  

8664597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664597 NON-EXPEDITED N US-BAYER-2012-069401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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8664905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8664905 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2012164891

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE ZOLOFT S UNK  PFIZER
UNINTENDED PREGNANCY NORPLANT S UNK  
ACNE  
ANAEMIA  
FEELING ABNORMAL  
JOINT RANGE OF MOTION DECREASED  
MENORRHAGIA  
MIGRAINE  
MUSCULOSKELETAL STIFFNESS  
PAIN IN EXTREMITY  
SCAR  
WEIGHT INCREASED  

8681461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2012 8681461 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S  BAYER
ABDOMINAL DISTENSION  
ACNE  
ALOPECIA  
DISCOMFORT  
FATIGUE  
MOOD SWINGS  
WEIGHT INCREASED  
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8665012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2012 8665012 EXPEDITED (15-DAY) Y HO PHHY2012DK059118 15 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 150/30 56 DAY

ARTHRALGIA  
BLOOD ALBUMIN DECREASED  
BLOOD CALCIUM DECREASED  
BLOOD UREA DECREASED  
FATIGUE  
HEPATOMEGALY  
LYMPHOCYTE COUNT INCREASED  
NAUSEA  
OCULAR ICTERUS  
PLATELET COUNT INCREASED  
RASH  
SPLEEN DISORDER  
VOMITING  
YELLOW SKIN  

8595681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8595681 EXPEDITED (15-DAY) N OT SE-BAYER-2012-054773 18 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 13 DAY BAYER
ABDOMINAL PAIN LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL UNK  BAYER

DISCOMFORT  
GENITAL INFECTION  
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Detailed Report
8620270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8620270 NON-EXPEDITED Y US-BAYER-2012-059982 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8643001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8643001 NON-EXPEDITED N OT US-BAYER-2012-063914 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 83 DAY BAYER
DEVICE DISLOCATION MIRENA S  BAYER
DEVICE DIFFICULT TO USE  
DEVICE EXPULSION  
PAIN  

8647214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8647214 NON-EXPEDITED N US-BAYER-2012-064873 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TOPICAL  BAYER
PAIN  

8651590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8651590 NON-EXPEDITED N US-BAYER-2012-066641 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8654501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8654501 NON-EXPEDITED N US-TEVA-346925USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LYMPHADENOPATHY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE IBUPROFEN C  
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Detailed Report
8665156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665156 NON-EXPEDITED N HO US-BAYER-2012-068717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
PREMATURE BABY  
PREMATURE RUPTURE OF MEMBRANES  

8665274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665274 NON-EXPEDITED N US-BAYER-2012-068722 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8665275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665275 NON-EXPEDITED N OT US-BAYER-2012-069044 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DYSMENORRHOEA  
METRORRHAGIA  
UTERINE HAEMORRHAGE  

8665338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665338 NON-EXPEDITED N US-TEVA-348205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8665368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665368 NON-EXPEDITED Y US-BAYER-2012-068836 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 20 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  

8665378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665378 NON-EXPEDITED N US-TEVA-348209USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8665385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665385 NON-EXPEDITED N US-BAYER-2012-068326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8665468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665468 EXPEDITED (15-DAY) Y OT IE-BAYER-2012-024229 40 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
HYPOMENORRHOEA CRESTOR C 10 mg, UNK  
AMENORRHOEA  
CAESAREAN SECTION  
DEVICE DISLOCATION  
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Detailed Report
8665477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665477 NON-EXPEDITED N OT US-BAYER-2012-069822 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 527 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8665513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665513 NON-EXPEDITED Y OT US-BAYER-2012-069116 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8665862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665862 NON-EXPEDITED Y US-BAYER-2012-069803 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8665867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665867 NON-EXPEDITED N US-TEVA-348194USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA LOSARTAN POTASSIUM C 50 Milligram;  

8665872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665872 NON-EXPEDITED N US-TEVA-348218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8665909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665909 NON-EXPEDITED N OT US-BAYER-2012-069854 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8665910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665910 NON-EXPEDITED N US-BAYER-2012-069043 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1236 DAY BAYER

8665911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665911 NON-EXPEDITED Y OT US-BAYER-2012-068871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8665912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665912 NON-EXPEDITED Y OT US-BAYER-2012-069268 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8665929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665929 NON-EXPEDITED N US-TEVA-348178USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE VALIUM C  
BREAST TENDERNESS LORTAB C  
ABDOMINAL PAIN LOWER LAMICTAL C  
MENSTRUATION IRREGULAR  
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Detailed Report
8665985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665985 NON-EXPEDITED N US-TEVA-348250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8665998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8665998 NON-EXPEDITED Y OT US-BAYER-2012-069896 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8666044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666044 NON-EXPEDITED N US-TEVA-348270USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8666112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666112 NON-EXPEDITED N US-TEVA-348271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8666138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666138 NON-EXPEDITED N US-TEVA-348268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8666155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666155 NON-EXPEDITED N US-TEVA-348197USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8666262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666262 NON-EXPEDITED N US-TEVA-348202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PRURITUS GENERALISED  
VOMITING  

8666304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666304 NON-EXPEDITED N US-BAYER-2012-068726 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER

8666306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666306 NON-EXPEDITED Y US-BAYER-2012-069017 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HOT FLUSH  

8666663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666663 NON-EXPEDITED N US-BAYER-2012-066648 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
NO ADVERSE EVENT  

8666664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666664 NON-EXPEDITED Y US-BAYER-2012-067469 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/dL, CONT 93 DAY BAYER
DEVICE EXPULSION  
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Detailed Report
8666665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666665 NON-EXPEDITED N US-BAYER-2012-069943 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8666666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666666 EXPEDITED (15-DAY) Y OT LB-BAYER-2011-081532 36 YR Female LBN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
AMENORRHOEA  
EPICONDYLITIS  
INFECTIVE TENOSYNOVITIS  
NAUSEA  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8666668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666668 NON-EXPEDITED N US-BAYER-2012-069920 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8666741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666741 NON-EXPEDITED N US-TEVA-348545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8666940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666940 NON-EXPEDITED N OT US-BAYER-2012-070417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8666941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666941 NON-EXPEDITED N OT US-BAYER-2012-068477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  

8666943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666943 NON-EXPEDITED Y OT US-BAYER-2012-070492 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8666955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8666955 EXPEDITED (15-DAY) N OT CA-BAYER-2012-060066 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN UPPER  
ABORTION SPONTANEOUS  
BREAST PAIN  
FATIGUE  
MEDICAL DEVICE DISCOMFORT  
NAUSEA  
POST ABORTION HAEMORRHAGE  
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Detailed Report
8686886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8686886 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST RUPTURED MIRENA S  
DIZZINESS  
DYSSTASIA  
PAIN  

8687088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2012 8687088 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS MIRENA S  BAYER
DRUG HYPERSENSITIVITY  
URTICARIA  
VULVOVAGINAL MYCOTIC INFECTION  

7820432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 7820432 EXPEDITED (15-DAY) Y OT US-BAYER-2011-013993 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1135 DAY BAYER
AMENORRHOEA  
CAESAREAN SECTION  

8521496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8521496 EXPEDITED (15-DAY) N OT US-BAYER-2012-036469 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMNESIA  
PETIT MAL EPILEPSY  
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Detailed Report
8544320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8544320 NON-EXPEDITED N OT US-BAYER-2012-041340 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  
DEVICE DISLOCATION  

8601335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8601335 NON-EXPEDITED N HO US-BAYER-2012-055810 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  

8623845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8623845 NON-EXPEDITED N OT US-BAYER-2012-059603 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN ZONEGRAN C 500 mg, daily  

8631924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8631924 EXPEDITED (15-DAY) N HO,OT BR-BAYER-2012-059972 43 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
INTESTINAL PERFORATION UNCODEABLE

"UNCLASSIFIABLE"
C  

ABDOMINAL PAIN  
ASTHENIA  
PYREXIA  
SEPTIC SHOCK  
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8658723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8658723 NON-EXPEDITED N US-BAYER-2012-067376 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 476 DAY BAYER

8662492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8662492 NON-EXPEDITED Y US-BAYER-2012-068530 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 22 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 18 DAY BAYER

8667376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667376 NON-EXPEDITED N US-TEVA-348539USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8667398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667398 NON-EXPEDITED N US-TEVA-348533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  

8667413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667413 NON-EXPEDITED N US-TEVA-348520USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

JUNEL FE 1.5/30 C  
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Detailed Report
8667418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667418 NON-EXPEDITED N US-TEVA-348492USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8667430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667430 NON-EXPEDITED N US-BAYER-2012-067626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CRYING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
EMOTIONAL DISORDER COUMADIN C  
DEPRESSION  

8667431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667431 NON-EXPEDITED Y US-BAYER-2012-067622 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPATHY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8667432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667432 NON-EXPEDITED N US-BAYER-2012-067643 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER

8667433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667433 NON-EXPEDITED N US-BAYER-2012-069347 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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8667434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667434 NON-EXPEDITED N US-BAYER-2012-067660 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
RASH  

8667438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667438 NON-EXPEDITED N US-BAYER-2012-070596 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8667439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667439 NON-EXPEDITED N US-BAYER-2012-067601 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL ODOUR MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8667440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667440 NON-EXPEDITED Y US-BAYER-2012-070408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 85 DAY BAYER
ABDOMINAL PAIN LOWER  

8667441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667441 NON-EXPEDITED N US-BAYER-2012-070547 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER
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Detailed Report
8667442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667442 NON-EXPEDITED N US-BAYER-2012-068457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE BREAKAGE  
DEVICE EXPULSION  

8667443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667443 NON-EXPEDITED Y US-BAYER-2012-068302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
PROCEDURAL PAIN  

8667444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667444 NON-EXPEDITED N US-BAYER-2012-067726 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8667489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667489 NON-EXPEDITED N US-TEVA-348473USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8667526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667526 NON-EXPEDITED N US-TEVA-348446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8667580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667580 NON-EXPEDITED N US-BAYER-2012-068636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL INFECTION  
MOOD SWINGS  

8667582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667582 NON-EXPEDITED Y US-BAYER-2012-070276 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8667583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667583 NON-EXPEDITED N US-BAYER-2012-069525 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 95 DAY BAYER

8667600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667600 NON-EXPEDITED N US-TEVA-348404USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8667660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667660 EXPEDITED (15-DAY) Y OT US-BAYER-2012-069488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIP SWELLING MIRENA S 20 mcg/24hr, CONT  BAYER
PRURITUS  
RASH  
URTICARIA  
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Detailed Report
8667767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667767 NON-EXPEDITED N US-TEVA-348442USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO CYCLEN C  
M.V.I. ADULT C  

8667815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667815 NON-EXPEDITED Y US-BAYER-2012-068834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 681 DAY BAYER
DEVICE DIFFICULT TO USE  

8667816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667816 NON-EXPEDITED Y US-BAYER-2012-068519 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8667817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667817 NON-EXPEDITED Y US-BAYER-2012-068458 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8667818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667818 NON-EXPEDITED Y US-BAYER-2012-068888 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 4 DAY BAYER
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Detailed Report
8667819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667819 NON-EXPEDITED N US-BAYER-2012-069300 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VARICOSE VEIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8667820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667820 NON-EXPEDITED N US-BAYER-2012-069247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST MASS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  

8667828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667828 NON-EXPEDITED N US-TEVA-348510USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8667883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667883 NON-EXPEDITED N US-BAYER-2012-070577 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8667884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667884 NON-EXPEDITED N OT US-BAYER-2012-068885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 818 DAY BAYER
EMOTIONAL DISTRESS  
INJURY  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
UTERINE PERFORATION  
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Detailed Report
8667941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667941 NON-EXPEDITED N US-TEVA-348628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8667951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667951 NON-EXPEDITED N US-TEVA-348564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8667998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667998 NON-EXPEDITED N US-TEVA-348560USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR UNKNOWN BIRTH CONTROL PILL C  

8667999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8667999 NON-EXPEDITED N US-TEVA-348647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668046 NON-EXPEDITED N US-TEVA-348664USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8668055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668055 NON-EXPEDITED N US-TEVA-348559USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED ALPRAZOLAM C ORAL  
ABDOMINAL PAIN  

8668058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668058 NON-EXPEDITED N US-BAYER-2012-069053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ANXIETY  
DEPRESSION  
MOOD SWINGS  

8668075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668075 NON-EXPEDITED N US-TEVA-348553USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668078 NON-EXPEDITED N US-TEVA-348671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668087 NON-EXPEDITED N US-TEVA-348551USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING PROZAC C ORAL 20 Milligram;  
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Detailed Report
8668240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668240 NON-EXPEDITED N US-TEVA-348565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668339 NON-EXPEDITED N US-TEVA-348699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S ORAL  

8668362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668362 NON-EXPEDITED N US-TEVA-348739USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

DIFLUCAN C  

8668408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668408 NON-EXPEDITED N US-TEVA-348726USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8668409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668409 NON-EXPEDITED N US-TEVA-348746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8668460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668460 NON-EXPEDITED N US-TEVA-348701USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PREGNANCY  
VAGINAL HAEMORRHAGE  

8668591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668591 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-069330 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SHOCK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8668706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668706 NON-EXPEDITED N US-TEVA-348747USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668727 NON-EXPEDITED Y US-BAYER-2012-069427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8668728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668728 NON-EXPEDITED N US-BAYER-2012-069953 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8668729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668729 NON-EXPEDITED Y US-BAYER-2012-069984 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER

8668730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668730 NON-EXPEDITED Y US-BAYER-2012-069947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8668745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668745 NON-EXPEDITED N US-TEVA-348742USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
VOMITING  

8668758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668758 NON-EXPEDITED N US-BAYER-2012-069964 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8668760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668760 NON-EXPEDITED N OT US-BAYER-2012-069541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
INTENTIONAL MEDICAL DEVICE REMOVAL BY
PATIENT
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Detailed Report
8668761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668761 NON-EXPEDITED N OT US-BAYER-2012-070962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8668763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668763 NON-EXPEDITED N US-BAYER-2012-068036 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8668781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668781 NON-EXPEDITED N US-TEVA-348734USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEXAPRO C 20 Milligram;  

8668949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668949 NON-EXPEDITED N US-BAYER-2012-069272 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
DEVICE EXPULSION  

8668969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668969 NON-EXPEDITED N US-TEVA-348689USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8668982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668982 NON-EXPEDITED N US-BAYER-2012-069425 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT FLUCTUATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8668983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668983 NON-EXPEDITED N US-BAYER-2012-069970 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8668985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8668985 NON-EXPEDITED Y US-BAYER-2012-070395 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROINTESTINAL MOTILITY DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8669001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8669001 NON-EXPEDITED N US-TEVA-348670USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  

8669042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8669042 NON-EXPEDITED N US-TEVA-348666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8669321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8669321 NON-EXPEDITED N US-BAYER-2012-069267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8669323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2012 8669323 NON-EXPEDITED Y OT US-BAYER-2012-071066 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER
DEVICE EXPULSION  

8131476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8131476 NON-EXPEDITED Y OT US-BAYER-2011-081007 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 150 DAY BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8314778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8314778 NON-EXPEDITED N OT US-BAYER-2011-122023 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVICAL DISCHARGE  
CHLAMYDIAL PELVIC INFLAMMATORY DISEASE  
HYPOAESTHESIA  
LIMB DISCOMFORT  
PELVIC PAIN  
PROCEDURAL PAIN  

8531562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8531562 NON-EXPEDITED Y US-BAYER-2012-040353 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 55 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8531754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8531754 NON-EXPEDITED Y HO US-BAYER-2012-038329 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE PAIN ASCORBIC ACID

\ERGOCALCIFEROL\FOLIC ACID
\RETINOL\TOCOPHEROL

C Daily dose 2 DF  

WEIGHT INCREASED FERROUS SULFATE C Daily dose 65 mg  
DISCOMFORT NEXIUM C Daily dose 40 mg  
ACNE  
ALOPECIA  
ASTHENIA  
BREAST PAIN  
DEVICE EXPULSION  

8577291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8577291 NON-EXPEDITED Y HO,OT US-BAYER-2012-050214 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION ATENOLOL C  
PREMATURE RUPTURE OF MEMBRANES VITAMINS C  

8621065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8621065 NON-EXPEDITED N US-BAYER-2012-057989 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 135 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8629981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8629981 NON-EXPEDITED N US-TEVA-344320USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  

8632709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8632709 NON-EXPEDITED N US-BAYER-2012-059726 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
PAIN  

8642694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8642694 NON-EXPEDITED N OT US-BAYER-2012-063402 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8659993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8659993 NON-EXPEDITED N US-TEVA-347479USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8660157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8660157 NON-EXPEDITED N US-TEVA-347438USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
BREAST TENDERNESS  
MENSTRUATION DELAYED  

8660189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8660189 NON-EXPEDITED N US-TEVA-347419USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMOXICILLIN C  
NORGESTIMATE AND ETHINYL
ESTRADIOL

C ORAL  

8661419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8661419 NON-EXPEDITED N US-BAYER-2012-068132 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8663509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8663509 EXPEDITED (15-DAY) Y OT BR-BAYER-2012-067645 42 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VASCULAR ANOMALY MIRENA S  BAYER
UTERINE ENLARGEMENT  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8669590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669590 EXPEDITED (15-DAY) N OT US-BAYER-2012-070331 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACTERIAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
FATIGUE  
HEADACHE  
HEAT EXHAUSTION  
MEDICAL DEVICE DISCOMFORT  
METRORRHAGIA  
MUSCLE SPASMS  
PROCEDURAL HAEMORRHAGE  
VOMITING  

8669591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669591 NON-EXPEDITED N OT US-BAYER-2012-069791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE COMPONENT ISSUE  

8669650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669650 NON-EXPEDITED Y US-BAYER-2012-070435 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE EXPULSION  

8669651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669651 NON-EXPEDITED N US-BAYER-2012-070767 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8669652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669652 NON-EXPEDITED Y US-BAYER-2012-069960 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8669654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669654 NON-EXPEDITED Y US-BAYER-2012-069898 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 110 DAY BAYER

8669655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669655 NON-EXPEDITED Y US-BAYER-2012-070485 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 120 DAY BAYER

8669660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669660 NON-EXPEDITED N US-TEVA-348750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8669663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669663 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-069941 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CYST MIRENA S  BAYER

8669682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669682 NON-EXPEDITED N US-TEVA-348761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8669703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669703 NON-EXPEDITED Y US-BAYER-2012-069486 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DISCOMFORT  

8669724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669724 NON-EXPEDITED N US-TEVA-348766USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  

8669951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669951 NON-EXPEDITED N US-TEVA-348777USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8669961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8669961 NON-EXPEDITED N US-TEVA-348757USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8670027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670027 NON-EXPEDITED Y US-BAYER-2012-070286 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8670054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670054 NON-EXPEDITED N US-BAYER-2012-070296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8670418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670418 NON-EXPEDITED N OT US-BAYER-2012-070476 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYCYSTIC OVARIES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
CYST  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
HYDROMETRA  
PELVIC PAIN  
PROCEDURAL PAIN  
UTERINE ENLARGEMENT  

8670422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670422 NON-EXPEDITED Y OT US-BAYER-2012-070379 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8670424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670424 EXPEDITED (15-DAY) N OT GB-BAYER-2012-070878 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8670428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670428 EXPEDITED (15-DAY) N OT CA-BAYER-2012-071229 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE UNK  BAYER
COMPLICATION OF DEVICE REMOVAL  

8670969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8670969 NON-EXPEDITED N US-BAYER-2012-069942 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8671191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671191 NON-EXPEDITED Y OT US-BAYER-2012-071200 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 60 DAY BAYER

8671194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671194 NON-EXPEDITED Y OT US-BAYER-2012-070930 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PELVIC PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8671195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671195 NON-EXPEDITED N US-BAYER-2012-071623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8671805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671805 NON-EXPEDITED N US-TEVA-348752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8671806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671806 NON-EXPEDITED N US-TEVA-348753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
BREAST TENDERNESS  

8671807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671807 NON-EXPEDITED N US-TEVA-348754USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVORA C  

8671809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671809 NON-EXPEDITED N US-TEVA-348768USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8671814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671814 NON-EXPEDITED N US-TEVA-348908USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BACK PAIN  
BLOOD GLUCOSE DECREASED  
CONSTIPATION  
CRYING  
DIARRHOEA  
DIZZINESS  
DYSGEUSIA  
FATIGUE  
FEELING ABNORMAL  
FLATULENCE  
HEADACHE  
HUNGER  
MENSTRUATION IRREGULAR  
NAUSEA  
PELVIC PAIN  
POLLAKIURIA  
SOMATOFORM DISORDER PREGNANCY  

8671816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671816 NON-EXPEDITED N US-TEVA-348949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Freedom of Information Act (FOIA) 

Detailed Report
8671817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671817 NON-EXPEDITED N US-TEVA-348998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8671925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671925 NON-EXPEDITED Y US-BAYER-2012-071077 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8671928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671928 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-070550 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL TRANSPLANT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 915 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
FATIGUE  
MOOD ALTERED  
NAUSEA  
POLYMENORRHOEA  
PYREXIA  
SWELLING  
URINARY TRACT INFECTION  
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Detailed Report
8671930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8671930 NON-EXPEDITED N US-BAYER-2012-070999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE DISCOMFORT  

8696611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2012 8696611 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY ON ORAL CONTRACEPTIVE INTROVALE S ORAL 1 PILL DAILY ORAL  
MATERNAL EXPOSURE DURING PREGNANCY  
PRODUCT BLISTER PACKAGING ISSUE  

8555008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8555008 EXPEDITED (15-DAY) N OT US-BAYER-2012-043054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POSTPARTUM DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABNORMAL BEHAVIOUR  
ALOPECIA  
ANXIETY  
ARTHRALGIA  
FATIGUE  
FEELING OF BODY TEMPERATURE CHANGE  
HEADACHE  
MAJOR DEPRESSION  
PANIC ATTACK  
SUICIDAL IDEATION  
TREMOR  
VISUAL ACUITY REDUCED  
WEIGHT INCREASED  
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Detailed Report
8564124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8564124 NON-EXPEDITED N US-BAYER-2012-046303 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8564723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8564723 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-045472 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1231 DAY BAYER

ABDOMINAL PAIN  
DEVICE COMPONENT ISSUE  
LOOP ELECTROSURGICAL EXCISION
PROCEDURE

 

8569198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8569198 NON-EXPEDITED Y OT US-BAYER-2012-046393 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 204 DAY BAYER
VAGINAL HAEMORRHAGE  

8577857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8577857 NON-EXPEDITED Y OT US-BAYER-2012-050851 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8579658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8579658 NON-EXPEDITED Y OT US-BAYER-2012-051210 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
PROCEDURAL COMPLICATION  

8619493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8619493 NON-EXPEDITED Y US-BAYER-2012-059693 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 67 DAY BAYER

8641178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8641178 NON-EXPEDITED Y US-BAYER-2012-062921 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S  BAYER
METRORRHAGIA  

8649654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8649654 NON-EXPEDITED N US-TEVA-346300USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

NORGESTIMATE AND ETHINYL
ESTRADIOL

C ORAL  
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Detailed Report
8658676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8658676 NON-EXPEDITED Y OT US-BAYER-2012-068013 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 86 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
PELVIC PAIN  

8662631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8662631 NON-EXPEDITED N US-TEVA-348003USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
UNSPECIFIED INGREDIENT S  
UNSPECIFIED INGREDIENT S  
LORAZEPAM C  
LORAZEPAM C  
ZOLOFT C  
ZOLOFT C  
LAPUDA C  
LAPUDA C  
LAMICTAL C  
LAMICTAL C  

8662804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8662804 NON-EXPEDITED N US-TEVA-347909USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8665387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8665387 NON-EXPEDITED N OT US-BAYER-2012-069810 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8672277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672277 NON-EXPEDITED N OT US-BAYER-2012-070894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8672320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672320 NON-EXPEDITED N US-TEVA-349045USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PROZAC C  

8672333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672333 NON-EXPEDITED N US-TEVA-349043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672352 NON-EXPEDITED N US-TEVA-349046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8672398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672398 NON-EXPEDITED N US-TEVA-349047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672414 NON-EXPEDITED N US-TEVA-349038USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672416 NON-EXPEDITED Y US-BAYER-2012-071618 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8672417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672417 NON-EXPEDITED Y US-BAYER-2012-071057 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 537 DAY BAYER

8672418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672418 NON-EXPEDITED Y US-BAYER-2012-071588 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER

MIRENA S  BAYER

8672419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672419 NON-EXPEDITED N US-BAYER-2012-070853 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8672421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672421 NON-EXPEDITED Y US-BAYER-2012-070481 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8672423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672423 NON-EXPEDITED Y US-BAYER-2012-071062 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8672428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672428 NON-EXPEDITED N US-TEVA-349034USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672450 NON-EXPEDITED N US-TEVA-349029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672470 NON-EXPEDITED Y US-BAYER-2012-071580 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8672471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672471 NON-EXPEDITED N US-BAYER-2012-071319 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
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Detailed Report
8672529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672529 NON-EXPEDITED N US-TEVA-349009USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISCOMFORT  
BREAST TENDERNESS  

8672532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672532 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-071510 38 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TEGRETOL C 400 mg, UNK  
LAMOTRIGINE C 50 mg, UNK  

8672591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672591 NON-EXPEDITED N US-TEVA-348899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672613 NON-EXPEDITED Y US-BAYER-2012-070419 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8672629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672629 NON-EXPEDITED N US-TEVA-348897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8672680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672680 NON-EXPEDITED N US-TEVA-349041USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672694 NON-EXPEDITED N US-TEVA-348997USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
DYSPEPSIA  
FATIGUE  

8672724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672724 NON-EXPEDITED N US-TEVA-349008USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672725 NON-EXPEDITED N US-TEVA-349040USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8672759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672759 NON-EXPEDITED N US-TEVA-348995USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
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Detailed Report
8672768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672768 NON-EXPEDITED N US-TEVA-348974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8672774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672774 NON-EXPEDITED N US-TEVA-348970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8672788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672788 NON-EXPEDITED Y OT US-BAYER-2012-071955 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

8672833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672833 NON-EXPEDITED N US-TEVA-348948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8672860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672860 NON-EXPEDITED N US-TEVA-348907USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED VITAMINS NOS C  

KLONOPIN C  
AUHWANGA C  
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Detailed Report
8672939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672939 NON-EXPEDITED N US-BAYER-2012-072059 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TRANSDERMAL UNK  BAYER

8672940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8672940 NON-EXPEDITED N US-BAYER-2012-068883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  

8673052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673052 NON-EXPEDITED Y US-BAYER-2012-072062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8673147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673147 NON-EXPEDITED Y US-BAYER-2012-069997 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8673171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673171 EXPEDITED (15-DAY) N OT US-BAYER-2012-071612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS STREPTOCOCCAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8673269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673269 NON-EXPEDITED N US-TEVA-349108USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8673270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673270 NON-EXPEDITED N US-TEVA-349113USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LANTUS C  

8673273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673273 NON-EXPEDITED N US-TEVA-349163USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8673282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673282 NON-EXPEDITED N US-TEVA-349185USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8673313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673313 NON-EXPEDITED N US-TEVA-349191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8673462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673462 NON-EXPEDITED Y US-BAYER-2012-070914 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8673463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673463 EXPEDITED (15-DAY) Y OT DK-BAYER-2012-071923 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8673465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673465 NON-EXPEDITED Y US-BAYER-2012-069319 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8673467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673467 NON-EXPEDITED N US-TEVA-349227USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACCUTANE C  

8673663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673663 NON-EXPEDITED N US-TEVA-349195USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8673670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673670 EXPEDITED (15-DAY) N OT US-
WATSON-2012-11782

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AGGRESSION LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 qd  WATSON

VIOLENCE-RELATED SYMPTOM LEVONORGESTREL AND
ETHINYL ESTRADIOL

S  WATSON

ANGER  
ASTHENIA  
DYSMENORRHOEA  
MOOD SWINGS  
PREMENSTRUAL SYNDROME  

8673674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673674 NON-EXPEDITED Y US-BAYER-2012-070747 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8673715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673715 NON-EXPEDITED N US-TEVA-349188USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8673736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673736 NON-EXPEDITED N US-TEVA-349160USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
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Detailed Report
8673892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673892 NON-EXPEDITED N US-BAYER-2012-071399 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN ODOUR ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8673894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673894 NON-EXPEDITED Y US-BAYER-2012-070846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8673895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8673895 NON-EXPEDITED N US-BAYER-2012-070604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEXUAL DYSFUNCTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8674008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674008 NON-EXPEDITED Y US-BAYER-2012-071064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8674010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674010 NON-EXPEDITED Y US-BAYER-2012-070360 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S CUTANEOUS  BAYER

8674011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674011 NON-EXPEDITED N US-BAYER-2012-070937 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN MIRENA S  BAYER

UNKNOWN DRUG C UNK  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8674069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674069 NON-EXPEDITED N US-BAYER-2012-071215 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

8674071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674071 NON-EXPEDITED Y US-BAYER-2012-070490 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 3 DAY BAYER

8674072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674072 NON-EXPEDITED Y US-BAYER-2012-070420 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8674260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674260 NON-EXPEDITED Y OT US-BAYER-2012-070448 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
FEELING ABNORMAL  

8674262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674262 NON-EXPEDITED Y OT US-BAYER-2012-072163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL HAEMORRHAGE  

Page: 11,284 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8674263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674263 NON-EXPEDITED N OT US-BAYER-2012-072110 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8674271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674271 EXPEDITED (15-DAY) N OT US-TEVA-348462USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8674283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674283 NON-EXPEDITED N US-BAYER-2012-070950 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 246 DAY BAYER

8674284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674284 NON-EXPEDITED N US-BAYER-2012-070436 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8674285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674285 NON-EXPEDITED Y US-BAYER-2012-070590 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER

8674286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674286 NON-EXPEDITED Y US-BAYER-2012-070570 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 174 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8674289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674289 NON-EXPEDITED N US-BAYER-2012-070609 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S TRANSDERMAL  BAYER
PENILE PAIN  
SEXUAL DYSFUNCTION  

8674290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8674290 NON-EXPEDITED N US-BAYER-2012-070851 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S TRANSDERMAL UNK  BAYER

8698275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2012 8698275 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRURITUS MIRENA S INTRAUTERINE ONE INSERT 5 YEARS

INTRA-UTERINE
 BAYER

LIP DISORDER  
SECRETION DISCHARGE  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
7306512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 7306512 EXPEDITED (15-DAY) Y HO,DS,OT US-
BAYER-201014829NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
26 DAY BAYER

URTICARIA GRIFULVIN V C 1000 mg (Daily Dose),
BID,

 

PRURITUS PONSTEL C 500 mg, PRN  
ABDOMINAL PAIN UPPER FE C  
TRANSFUSION TORADOL C  
ABDOMINAL PAIN LOWER  
ANAEMIA  
ASTHENIA  
BACK PAIN  
DYSFUNCTIONAL UTERINE BLEEDING  
MIGRAINE  
NAUSEA  
OEDEMA PERIPHERAL  
PELVIC PAIN  
UNEVALUABLE EVENT  
VAGINAL HAEMORRHAGE  

8090781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8090781 NON-EXPEDITED N US-BAYER-2011-069985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENSTRUATION DELAYED  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8194304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8194304 NON-EXPEDITED Y US-BAYER-2011-099177 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8557913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8557913 NON-EXPEDITED N OT US-BAYER-2012-044217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 272 DAY BAYER
ABDOMINAL DISTENSION MIRENA S  BAYER
DEVICE BREAKAGE  
MENORRHAGIA  

8593864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8593864 EXPEDITED (15-DAY) Y OT US-BAYER-2012-054240 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE  BAYER
ABORTION SPONTANEOUS  
COMPLICATION OF PREGNANCY  
DEVICE EXPULSION  

8609676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8609676 NON-EXPEDITED N US-BAYER-2012-056788 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD PRESSURE DECREASED  
CYST  
VAGINAL DISCHARGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8621606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8621606 NON-EXPEDITED Y OT US-BAYER-2012-058536 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 1262 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  

8622044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8622044 NON-EXPEDITED Y OT US-BAYER-2012-059529 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER
DEVICE EXPULSION  
DISCOMFORT  

8642051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8642051 NON-EXPEDITED N US-BAYER-2012-062533 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA CLIMARA PRO S TRANSDERMAL UNK  BAYER
HAIR DISORDER  

8661892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8661892 NON-EXPEDITED N US-TEVA-347825USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8661913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8661913 NON-EXPEDITED N US-TEVA-347809USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8661970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8661970 NON-EXPEDITED N US-TEVA-347673USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8664025 NON-EXPEDITED N US-TEVA-348107USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FEELING ABNORMAL  
INCREASED APPETITE  
MENSTRUATION IRREGULAR  
POLLAKIURIA  

8666053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8666053 NON-EXPEDITED N US-TEVA-348263USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8666938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8666938 NON-EXPEDITED Y OT US-BAYER-2012-069927 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 24 DAY BAYER
GENITAL HAEMORRHAGE  
MENORRHAGIA  

8667331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8667331 NON-EXPEDITED N US-BAYER-2012-070426 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8671926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8671926 NON-EXPEDITED Y OT US-BAYER-2012-071031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8674533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674533 NON-EXPEDITED Y OT US-BAYER-2012-068274 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 319 DAY BAYER

8674616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674616 NON-EXPEDITED Y US-BAYER-2012-072374 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8674617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674617 NON-EXPEDITED N US-BAYER-2012-071185 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8674618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674618 NON-EXPEDITED N US-BAYER-2012-072304 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8674619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674619 NON-EXPEDITED N US-BAYER-2012-071976 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8674620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674620 NON-EXPEDITED N US-BAYER-2012-071125 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 188 DAY BAYER

8674622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674622 NON-EXPEDITED N US-BAYER-2012-072281 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER

8674623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674623 NON-EXPEDITED Y US-BAYER-2012-071132 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE ISSUE  

8674788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674788 NON-EXPEDITED N US-
BAYER-201015940NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 57 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8674813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674813 NON-EXPEDITED Y US-BAYER-2012-071443 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8674815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674815 NON-EXPEDITED N US-BAYER-2012-071543 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 20 DAY BAYER

8674896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674896 NON-EXPEDITED Y US-BAYER-2012-072249 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8674897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674897 NON-EXPEDITED N US-BAYER-2012-071174 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8674902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674902 NON-EXPEDITED N US-TEVA-349143USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE ZOLOFT C  
NAUSEA  
PELVIC PAIN  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8674903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8674903 NON-EXPEDITED N US-TEVA-349265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8675407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8675407 NON-EXPEDITED N HO US-BAYER-2012-072150 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8675453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8675453 NON-EXPEDITED N US-TEVA-349377USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS MINOCYCLINE HYDROCHLORIDE C  
PELVIC PAIN  

8675829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8675829 NON-EXPEDITED N US-BAYER-2012-071317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
UTERINE PAIN  
VAGINAL ODOUR  

8675831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8675831 NON-EXPEDITED Y US-BAYER-2012-071542 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 15 DAY BAYER
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Detailed Report
8676241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2012 8676241 NON-EXPEDITED N US-BAYER-2012-072606 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHMA NORPLANT S  BAYER
FOETAL EXPOSURE DURING PREGNANCY  

8562466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8562466 EXPEDITED (15-DAY) Y US-BAYER-2012-045283 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8576363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8576363 NON-EXPEDITED Y OT US-BAYER-2012-050854 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER

MIRENA S  BAYER

8636648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8636648 NON-EXPEDITED Y US-BAYER-2012-062273 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 59 DAY BAYER

8649894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8649894 NON-EXPEDITED Y US-BAYER-2012-063850 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINITIS BACTERIAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VULVOVAGINAL MYCOTIC INFECTION PROGESTERONE C  
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Detailed Report
8652995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8652995 NON-EXPEDITED N US-TEVA-346895USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
FEELING HOT  
INCREASED APPETITE  
INSOMNIA  

8653325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8653325 NON-EXPEDITED N US-TEVA-346923USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

ORTHO TRI CYCLEN C ORAL  

8660780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8660780 NON-EXPEDITED Y US-BAYER-2012-066228 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 84 DAY BAYER

8662514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8662514 EXPEDITED (15-DAY) N OT AT-BAYER-2012-067240 37 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS MIRENA S INTRAUTERINE UNK 37 DAY BAYER
MUSCLE SPASMS  

8663974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8663974 NON-EXPEDITED N US-TEVA-348176USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8664142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8664142 NON-EXPEDITED N US-TEVA-348052USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8664275 NON-EXPEDITED N US-TEVA-348048USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PHARYNGITIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URTICARIA PENICILLIN S  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8664378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8664378 NON-EXPEDITED N US-TEVA-348092USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8664379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8664379 NON-EXPEDITED N US-TEVA-348031USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8675754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8675754 NON-EXPEDITED N US-BAYER-2012-053250 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

CYTOTEC C  
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Detailed Report
8676912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8676912 NON-EXPEDITED N OT US-BAYER-2012-072685 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8676916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8676916 NON-EXPEDITED N US-TEVA-349434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8676936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8676936 NON-EXPEDITED N US-TEVA-349427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8676950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8676950 NON-EXPEDITED N US-TEVA-349421USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8676987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8676987 NON-EXPEDITED N US-TEVA-349349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677012 NON-EXPEDITED N US-TEVA-349378USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8677021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677021 NON-EXPEDITED N US-BAYER-2012-072765 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 173 DAY BAYER

8677022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677022 NON-EXPEDITED Y US-BAYER-2012-072573 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 115 DAY BAYER

8677023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677023 NON-EXPEDITED Y US-BAYER-2012-072876 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8677025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677025 NON-EXPEDITED N US-BAYER-2012-070881 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8677054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677054 NON-EXPEDITED N US-BAYER-2012-071141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNEVALUABLE EVENT CLIMARA PRO S  BAYER
DRUG INEFFECTIVE  

8677055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677055 NON-EXPEDITED N US-BAYER-2012-071640 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DERMATITIS INFECTED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8677069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677069 NON-EXPEDITED N US-TEVA-349408USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677175 NON-EXPEDITED N US-TEVA-349414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677182 NON-EXPEDITED Y US-BAYER-2012-072750 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER

8677234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677234 NON-EXPEDITED N US-TEVA-349413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677257 NON-EXPEDITED N US-TEVA-349346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677329 NON-EXPEDITED N US-TEVA-349350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8677462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677462 EXPEDITED (15-DAY) N OT US-BAYER-2012-072260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LIGAMENT DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
ANXIETY  
DEPRESSION  

8677466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677466 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-072552 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANKLE FRACTURE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
DEVICE DISLOCATION  
INCORRECT DRUG ADMINISTRATION
DURATION

 

8677551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677551 NON-EXPEDITED N US-BAYER-2012-072927 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8677696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677696 NON-EXPEDITED N US-TEVA-349424USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA YAZ C ORAL  
HEADACHE  
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8677721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677721 NON-EXPEDITED N US-TEVA-349348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALACTORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677733 NON-EXPEDITED N OT US-BAYER-2012-073106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8677758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677758 NON-EXPEDITED N US-TEVA-349579USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8677788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677788 NON-EXPEDITED N US-BAYER-2012-071476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER

8677790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677790 NON-EXPEDITED Y US-BAYER-2012-072717 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  
WEIGHT INCREASED  

8677791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677791 NON-EXPEDITED Y US-BAYER-2012-071016 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8677793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677793 NON-EXPEDITED Y US-BAYER-2012-070956 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HUMAN PAPILLOMA VIRUS TEST POSITIVE  
HYPOMENORRHOEA  
LOSS OF LIBIDO  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  
VULVOVAGINAL BURNING SENSATION  
VULVOVAGINAL DISCOMFORT  
VULVOVAGINAL MYCOTIC INFECTION  
VULVOVAGINAL PAIN  

8677830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677830 NON-EXPEDITED Y US-BAYER-2012-070945 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  
CERVICAL DISCHARGE  
FATIGUE  
FEELING JITTERY  
HEADACHE  
HUNGER  
MEDICAL DEVICE COMPLICATION  
MOOD SWINGS  
NAUSEA  
PAIN  
PYREXIA  
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Detailed Report
8677862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8677862 NON-EXPEDITED N US-TEVA-349557USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
DYSMENORRHOEA  

8678060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678060 NON-EXPEDITED N US-TEVA-349586USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8678101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678101 NON-EXPEDITED N US-TEVA-349624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8678125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678125 NON-EXPEDITED N US-TEVA-349645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8678132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678132 NON-EXPEDITED N US-BAYER-2012-072585 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8678133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678133 NON-EXPEDITED N US-BAYER-2012-072079 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8678134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678134 NON-EXPEDITED N US-BAYER-2012-072832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8678137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678137 NON-EXPEDITED Y US-BAYER-2012-072715 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8678217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678217 NON-EXPEDITED Y US-BAYER-2012-073278 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 53 DAY BAYER

8678218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678218 NON-EXPEDITED N US-BAYER-2012-071003 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8678266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678266 NON-EXPEDITED N US-BAYER-2012-072879 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
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Detailed Report
8678267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678267 NON-EXPEDITED Y US-BAYER-2012-072543 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1528 DAY BAYER

8678268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678268 NON-EXPEDITED Y US-BAYER-2012-071482 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 85 DAY BAYER

8678489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678489 NON-EXPEDITED Y US-BAYER-2012-072033 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 41 DAY BAYER

8678513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678513 NON-EXPEDITED N US-BAYER-2012-072331 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 137 DAY BAYER

8678514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678514 NON-EXPEDITED N US-BAYER-2012-073366 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8678517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678517 NON-EXPEDITED N US-BAYER-2012-073322 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE CONTRACTIONS ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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Detailed Report
8678525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678525 NON-EXPEDITED N US-TEVA-349633USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8678598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678598 NON-EXPEDITED N US-BAYER-2012-071620 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 575 DAY BAYER

8678599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678599 NON-EXPEDITED N US-TEVA-349644USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8678604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678604 NON-EXPEDITED N US-BAYER-2012-072523 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8678605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678605 NON-EXPEDITED N US-BAYER-2012-073444 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8678617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678617 NON-EXPEDITED N US-TEVA-349626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8678627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678627 NON-EXPEDITED N US-TEVA-349622USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8678647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678647 NON-EXPEDITED N US-BAYER-2012-071594 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE EXPULSION  

8678659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678659 NON-EXPEDITED N US-TEVA-349587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8678663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678663 NON-EXPEDITED N US-TEVA-349585USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8678689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678689 NON-EXPEDITED N US-TEVA-349581USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

JUNEL 1.5/30 C ORAL  
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Detailed Report
8678710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8678710 NON-EXPEDITED N US-TEVA-349574USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CITALOPRAM C  
TRAZODONE HYDROCHLORIDE C  

8702173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8702173 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ATROPHIC VULVOVAGINITIS LYBREL S ORAL 1 TABLET DAILY PO  
ANDROGEN DEFICIENCY  
OESTROGEN DEFICIENCY  

8702485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8702485 DIRECT N HO,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S  BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
DEVICE MALFUNCTION  
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Detailed Report
8702497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2012 8702497 DIRECT N HO 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GALLBLADDER DISORDER MIRENA S  BAYER
ADNEXA UTERI PAIN  
AMNESIA  
DEPRESSION  
FEELING ABNORMAL  
MOOD ALTERED  
NAUSEA  
VOMITING  
WEIGHT INCREASED  

8203069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8203069 NON-EXPEDITED Y OT US-BAYER-2011-102064 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY MIRENA S 20 µg/d, CONT 806 DAY BAYER
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8268457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8268457 NON-EXPEDITED Y US-BAYER-2011-110757 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER

8576946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8576946 EXPEDITED (15-DAY) Y HO CH-BAYER-2012-049937 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPNOEA MIRENA S UNK UNK, CONT  BAYER
TACHYCARDIA LEVOTHYROXINE SODIUM C ORAL 25 mg, QD  
PULMONARY EMBOLISM  
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Detailed Report
8640452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8640452 NON-EXPEDITED N OT US-BAYER-2012-061505 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  
PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  

8661422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8661422 NON-EXPEDITED Y US-BAYER-2012-063948 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8661423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8661423 NON-EXPEDITED N US-BAYER-2012-068579 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
DEVICE COMPONENT ISSUE  
FATIGUE  
HYPERPHAGIA  
INSOMNIA  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
PAIN  
POLLAKIURIA  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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Detailed Report
8661586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8661586 NON-EXPEDITED Y US-BAYER-2012-068618 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8679203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679203 NON-EXPEDITED N US-TEVA-349666USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679208 NON-EXPEDITED N OT US-BAYER-2012-072510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8679211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679211 NON-EXPEDITED N US-TEVA-349660USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN LOWER  
POLLAKIURIA  

8679242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679242 NON-EXPEDITED N US-TEVA-349551USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LUTERA C  
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Detailed Report
8679317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679317 NON-EXPEDITED N US-TEVA-349555USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8679353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679353 NON-EXPEDITED N US-TEVA-349712USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679358 NON-EXPEDITED N US-BAYER-2012-073506 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 104 DAY BAYER

MIRENA S  BAYER

8679359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679359 NON-EXPEDITED N US-BAYER-2012-073510 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8679360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679360 NON-EXPEDITED N US-BAYER-2012-073274 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYMENORRHOEA MIRENA S 20 mcg/24hr, CONT  BAYER

8679362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679362 NON-EXPEDITED N US-BAYER-2012-071759 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 146 DAY BAYER
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Detailed Report
8679363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679363 NON-EXPEDITED N US-BAYER-2012-073341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
WEIGHT DECREASED  

8679418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679418 NON-EXPEDITED N OT US-BAYER-2012-073299 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8679419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679419 NON-EXPEDITED N OT US-BAYER-2012-073479 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 81 DAY BAYER
DEVICE EXPULSION  

8679420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679420 NON-EXPEDITED N US-TEVA-349717USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679455 NON-EXPEDITED N US-TEVA-349713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  
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Detailed Report
8679470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679470 NON-EXPEDITED N US-TEVA-349701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679483 NON-EXPEDITED N US-TEVA-349696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679517 NON-EXPEDITED N US-BAYER-2012-072897 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8679519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679519 NON-EXPEDITED Y OT US-BAYER-2012-073244 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 28 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION  

8679566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679566 NON-EXPEDITED N US-TEVA-349707USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679599 NON-EXPEDITED N US-TEVA-349704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8679670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679670 NON-EXPEDITED Y US-BAYER-2012-073707 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8679671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679671 NON-EXPEDITED Y US-BAYER-2012-072092 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8679672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679672 NON-EXPEDITED N US-BAYER-2012-073681 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

8679673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679673 NON-EXPEDITED N US-BAYER-2012-073388 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8679674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679674 NON-EXPEDITED N US-BAYER-2012-072869 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8679759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679759 EXPEDITED (15-DAY) N OT BR-BAYER-2012-072847 52 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
RECTAL HAEMORRHAGE MIRENA S  BAYER
DIARRHOEA  
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Detailed Report
8679760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679760 EXPEDITED (15-DAY) Y HO FR-BAYER-2012-073040 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
NO ADVERSE EVENT CYPROTERONE ACETATE S UNK  

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8679762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679762 NON-EXPEDITED Y US-TEVA-349750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

OGESTREL 0.5/50-21 S  

8679795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679795 EXPEDITED (15-DAY) N OT US-BAYER-2012-072846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IMMUNODEFICIENCY MIRENA S  BAYER
UNEVALUABLE EVENT  

8679798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679798 NON-EXPEDITED Y OT US-BAYER-2012-073501 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEPRESSION  
DEVICE DISLOCATION  
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Detailed Report
8679919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679919 NON-EXPEDITED N US-BAYER-2012-072665 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL DISCOMFORT  

8679951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679951 NON-EXPEDITED N US-TEVA-349769USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA LIKE ILLNESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
FATIGUE  
MENORRHAGIA  
NAUSEA  

8679989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8679989 NON-EXPEDITED N US-TEVA-349780USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8680172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680172 NON-EXPEDITED N US-TEVA-349685USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  
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Detailed Report
8680211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680211 NON-EXPEDITED Y OT US-BAYER-2012-072572 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
FATIGUE  
MIGRAINE  
PAIN  

8680212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680212 NON-EXPEDITED N US-BAYER-2012-072130 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 504 DAY BAYER

8680217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680217 NON-EXPEDITED N US-TEVA-349695USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8680250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680250 NON-EXPEDITED Y US-BAYER-2012-073182 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8680358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680358 NON-EXPEDITED N US-BAYER-2012-073201 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8680359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680359 NON-EXPEDITED N US-BAYER-2012-073275 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
VULVOVAGINAL PAIN MIRENA S  BAYER
VULVOVAGINAL PRURITUS DIFLUCAN C  
VAGINAL INFLAMMATION  

8680363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680363 NON-EXPEDITED N US-TEVA-349792USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8680416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680416 NON-EXPEDITED N OT US-BAYER-2012-073735 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
CHILLS  

8680442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680442 NON-EXPEDITED N US-TEVA-349799USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISION BLURRED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE ORTHO TRI CYCLEN C  

8680523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680523 NON-EXPEDITED Y US-BAYER-2012-072173 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
MUSCULOSKELETAL PAIN  
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Detailed Report
8680549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680549 NON-EXPEDITED N US-BAYER-2012-072269 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER

8680550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680550 EXPEDITED (15-DAY) N OT GB-BAYER-2012-072517 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TEMPORAL LOBE EPILEPSY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
SIMPLE PARTIAL SEIZURES  

8680551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680551 NON-EXPEDITED N US-BAYER-2012-073866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8680676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680676 NON-EXPEDITED N US-BAYER-2012-073791 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
DEVICE EXPULSION  

8680677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680677 NON-EXPEDITED N US-BAYER-2012-073739 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8680678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680678 NON-EXPEDITED N US-BAYER-2012-072647 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER
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Detailed Report
8680679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680679 NON-EXPEDITED Y US-BAYER-2012-073750 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8680680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2012 8680680 NON-EXPEDITED N US-BAYER-2012-072554 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER

7462178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 7462178 EXPEDITED (15-DAY) Y HO,DS,OT FR-
ABBOTT-10P-056-06546
60-00

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAPLEGIA HUMIRA S SUBCUTANEOUS  
BACK PAIN TRIPHASIL-21 S ORAL  
PERIPHERAL MOTOR NEUROPATHY TRIPHASIL-21 C  
PERIPHERAL SENSORIMOTOR NEUROPATHY POTASSIUM BITARTRATE

\SODIUM BICARBONATE
C  

URINARY RETENTION DAPHALGAN C  
DIPLEGIA PAROXETINE HYDROCHLORIDE C ORAL 0.5 dosage forms daily  
PARESIS CLOBETASOL PROPIONATE C TOPICAL  
IATROGENIC INJURY  
PAIN IN EXTREMITY  
QUADRIPARESIS  
SPASTIC PARAPLEGIA  
SPINAL CORD INFARCTION  
SPINAL CORD ISCHAEMIA  
UNEVALUABLE EVENT  
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Detailed Report
8216471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8216471 NON-EXPEDITED N OT US-BAYER-2011-104881 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
FEELING ABNORMAL  
PELVIC PAIN  

8576947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8576947 NON-EXPEDITED Y OT GB-BAYER-2012-049524 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8616726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8616726 NON-EXPEDITED N OT US-BAYER-2012-057206 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 101 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DYSMENORRHOEA LISINOPRIL C 25 mg, UNK  
DISCOMFORT  

8620036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8620036 NON-EXPEDITED Y OT US-BAYER-2012-059569 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 100 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8663508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8663508 NON-EXPEDITED Y US-BAYER-2012-069710 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK 8 DAY BAYER

8663513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8663513 NON-EXPEDITED Y US-BAYER-2012-069718 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 31 DAY BAYER

8668196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8668196 NON-EXPEDITED N US-TEVA-348566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA ADDERALL C  

8673893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8673893 NON-EXPEDITED N US-BAYER-2012-070449 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8681146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681146 NON-EXPEDITED N US-TEVA-349819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8681147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681147 NON-EXPEDITED N US-TEVA-349824USA 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8681149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681149 NON-EXPEDITED N US-TEVA-349867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN ORTHO CYCLEN S  

8681150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681150 NON-EXPEDITED N US-TEVA-349894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8681326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681326 NON-EXPEDITED N US-TEVA-349900USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8681429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681429 NON-EXPEDITED N US-ROXANE
LABORATORIES,
INC.-2012-RO-01551RO

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH DEXAMETHASONE S  ROXANE

LEVORA S  

8681437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681437 NON-EXPEDITED N US-BAYER-2012-072562 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 65 DAY BAYER
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Detailed Report
8681439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681439 NON-EXPEDITED Y US-BAYER-2012-073940 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 41 DAY BAYER
DRUG INEFFECTIVE  

8681440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681440 NON-EXPEDITED Y US-BAYER-2012-072694 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8681441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681441 NON-EXPEDITED Y US-BAYER-2012-073162 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 250 DAY BAYER

8681442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681442 NON-EXPEDITED Y US-BAYER-2012-073863 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8681480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681480 NON-EXPEDITED N US-TEVA-349794USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

SYNTHROID C  
KLONOPIN C  
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Detailed Report
8681516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681516 NON-EXPEDITED N US-TEVA-349770USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
MENSTRUATION IRREGULAR  

8681627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681627 NON-EXPEDITED N US-TEVA-349762USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8681683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681683 NON-EXPEDITED N US-TEVA-349777USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS ZOLOFT C  

8681942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681942 NON-EXPEDITED N US-TEVA-350060USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8681967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681967 NON-EXPEDITED N US-TEVA-349910USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
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Detailed Report
8681974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8681974 NON-EXPEDITED N US-TEVA-349889USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8682004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682004 NON-EXPEDITED N US-TEVA-349898USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8682016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682016 NON-EXPEDITED N US-TEVA-349882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  

8682051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682051 NON-EXPEDITED N US-TEVA-349897USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  

8682052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682052 NON-EXPEDITED Y DS US-BAYER-2012-072591 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, CONT  BAYER
DIZZINESS  
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Detailed Report
8682055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682055 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-073314 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTRIC HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 512 DAY BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  

8682056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682056 EXPEDITED (15-DAY) N OT DK-BAYER-2012-072022 34 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S UNK  BAYER
METRORRHAGIA MIRENA S UNK 45 DAY BAYER
ABDOMINAL INFECTION MIRENA S UNK  BAYER
DEVICE RELATED INFECTION  

8682082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682082 EXPEDITED (15-DAY) N OT CA-BAYER-2012-072754 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
AMENORRHOEA ADVIL C  
HYPOAESTHESIA VITAMIN B12 C  
LOSS OF CONTROL OF LEGS VITAMIN D C  
ANXIETY  
CHEST DISCOMFORT  
DECREASED APPETITE  
MOTOR DYSFUNCTION  
NAUSEA  

Page: 11,329 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8682084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682084 NON-EXPEDITED N US-TEVA-349828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8682100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682100 NON-EXPEDITED N US-BAYER-2012-073268 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 93 DAY BAYER

8682101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682101 NON-EXPEDITED N US-BAYER-2012-073403 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8682102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682102 NON-EXPEDITED Y US-BAYER-2012-073430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8682103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682103 NON-EXPEDITED N US-BAYER-2012-073515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8682104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682104 NON-EXPEDITED N US-BAYER-2012-073505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8682106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682106 NON-EXPEDITED Y US-BAYER-2012-073699 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8682107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682107 NON-EXPEDITED N US-BAYER-2012-073802 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8682108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682108 NON-EXPEDITED Y US-BAYER-2012-073160 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 73 DAY BAYER

8682109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682109 NON-EXPEDITED Y US-BAYER-2012-073253 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER

8682110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682110 NON-EXPEDITED N US-BAYER-2012-073285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8682111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682111 NON-EXPEDITED Y US-BAYER-2012-066657 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8682148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682148 NON-EXPEDITED N US-TEVA-349887USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8682270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682270 NON-EXPEDITED Y US-BAYER-2012-073370 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
POST PROCEDURAL DISCOMFORT  

8682384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682384 NON-EXPEDITED N US-BAYER-2012-073497 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8682385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682385 NON-EXPEDITED N US-BAYER-2012-073222 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACK PAIN  
DIZZINESS  
DYSMENORRHOEA  
HEADACHE  
POLYMENORRHOEA  
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Detailed Report
8682436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682436 NON-EXPEDITED N US-BAYER-2012-073713 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 144 DAY BAYER

8682444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682444 NON-EXPEDITED Y US-BAYER-2012-073803 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8682573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682573 NON-EXPEDITED N US-TEVA-349915USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8682592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682592 NON-EXPEDITED N US-TEVA-350016USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

UNSPECIFIED INGREDIENT S  

8682701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682701 NON-EXPEDITED N US-TEVA-350205USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8682801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2012 8682801 NON-EXPEDITED N US-TEVA-350214USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

7883542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 7883542 EXPEDITED (15-DAY) Y HO,DS FR-PFIZER
INC-2011069231

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SPINAL CORD INFARCTION TRIPHASIL-21 S ORAL 80 mg, single  PFIZER
PARESIS HUMIRA S SUBCUTANEOUS 80 mg, UNK  
PARAPLEGIA HUMIRA S SUBCUTANEOUS 40 mg, UNK  

HUMIRA S SUBCUTANEOUS 40 mg, every two weeks  
ACETAMINOPHEN C on demand  
KETOPROFEN C on demand  

8215943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8215943 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-102722 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK  BAYER
INJURY ZITHROMAX C  
ABDOMINAL PAIN  
ADNEXA UTERI MASS  
DISCOMFORT  
INFECTION  
OVARIAN CYST  
PAIN  
PELVIC INFLAMMATORY DISEASE  
TUBO-OVARIAN ABSCESS  
URINARY TRACT INFECTION  
UTERINE HAEMORRHAGE  
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Detailed Report
8236195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8236195 EXPEDITED (15-DAY) Y OT US-BAYER-2011-106133 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE NATAZIA S ORAL UNK  BAYER
GENITAL HAEMORRHAGE NATAZIA S  BAYER
PREGNANCY ON ORAL CONTRACEPTIVE MIRENA S UNK  BAYER
MATERNAL EXPOSURE DURING PREGNANCY WELLBUTRIN C  
CAESAREAN SECTION  
TWIN PREGNANCY  

8533645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8533645 EXPEDITED (15-DAY) N OT US-BAYER-2012-039064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ASCITES  
HEADACHE  
INFECTION  
METRORRHAGIA  
NAUSEA  
OVARIAN CYST RUPTURED  
PAIN  
VAGINAL DISCHARGE  
VAGINAL ODOUR  

8569627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8569627 NON-EXPEDITED N OT US-BAYER-2012-045907 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 48 DAY BAYER
VAGINAL HAEMORRHAGE  
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Detailed Report
8621456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8621456 NON-EXPEDITED Y US-BAYER-2012-059767 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 11 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8637473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8637473 NON-EXPEDITED N US-BAYER-2012-063000 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8651963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8651963 NON-EXPEDITED N OT US-BAYER-2012-066821 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
PROCEDURAL PAIN  

8662374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8662374 NON-EXPEDITED N OT US-BAYER-2012-067687 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DEVICE DISLOCATION  

8665154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8665154 NON-EXPEDITED Y OT US-BAYER-2012-069463 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
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Detailed Report
8683376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683376 NON-EXPEDITED N OT US-BAYER-2012-073754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8683379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683379 EXPEDITED (15-DAY) Y OT US-BAYER-2012-073415 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8683428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683428 NON-EXPEDITED N US-TEVA-350203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8683462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683462 NON-EXPEDITED Y US-BAYER-2012-069784 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8683464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683464 NON-EXPEDITED Y US-BAYER-2012-074630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8683465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683465 NON-EXPEDITED Y US-BAYER-2012-074123 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
BACK PAIN  
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Detailed Report
8683471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683471 NON-EXPEDITED N US-BAYER-2012-074302 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUATION IRREGULAR  
POLLAKIURIA  

8683476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683476 NON-EXPEDITED N US-BAYER-2012-074566 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
MENSTRUATION DELAYED  

8683477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683477 NON-EXPEDITED N US-BAYER-2012-073766 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
MENORRHAGIA  

8683491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683491 NON-EXPEDITED Y US-BAYER-2012-074553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8683516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683516 NON-EXPEDITED N US-TEVA-350202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8683544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683544 NON-EXPEDITED Y US-BAYER-2012-074587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8683577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683577 NON-EXPEDITED N OT US-BAYER-2012-074528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8683585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683585 NON-EXPEDITED N US-TEVA-350063USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8683871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683871 NON-EXPEDITED N US-TEVA-350039USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ARTHROPOD BITE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ACNE  
PRURITUS  

8683876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683876 NON-EXPEDITED N US-TEVA-350064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
URINARY TRACT INFECTION  
VAGINAL DISCHARGE  
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Detailed Report
8683878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8683878 NON-EXPEDITED N US-TEVA-350117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8684042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684042 NON-EXPEDITED N US-BAYER-2012-073818 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLUID RETENTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPERHIDROSIS  
POLLAKIURIA  
WEIGHT INCREASED  

8684043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684043 NON-EXPEDITED N US-BAYER-2012-074602 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER

8684044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684044 NON-EXPEDITED N US-BAYER-2012-073770 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OLIGOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8684046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684046 NON-EXPEDITED N US-TEVA-350050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8684092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684092 NON-EXPEDITED N US-TEVA-350201USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

CLONIDINE TRANSDERMAL
SYSTEM

C  

CELEXA C  
ASACOL C  

8684336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684336 EXPEDITED (15-DAY) Y OT CA-
WATSON-2012-12357

Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HALLUCINATION, VISUAL LEVONORGESTREL S ORAL 2 tablets, stat 1 DAY WATSON
DIZZINESS  
FATIGUE  
HEADACHE  

8684346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684346 NON-EXPEDITED N US-TEVA-350215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8684558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684558 NON-EXPEDITED N US-TEVA-350226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8684760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684760 NON-EXPEDITED Y US-BAYER-2012-073901 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URTICARIA  

8684893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684893 NON-EXPEDITED Y US-BAYER-2012-074622 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8684895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8684895 NON-EXPEDITED Y US-BAYER-2012-074646 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8685044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685044 EXPEDITED (15-DAY) Y DS CH-BAYER-2012-070207 41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER
WEIGHT INCREASED AMITRIPTYLINE

HYDROCHLORIDE
C  

FATIGUE MORPHINE SULFATE C  
EPIVIR HBV C  
KALETRA C  
LORAZEPAM C  

8685063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685063 NON-EXPEDITED Y US-BAYER-2012-073210 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NARCOLEPSY MIRENA S  BAYER
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Detailed Report
8685064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685064 NON-EXPEDITED Y US-BAYER-2012-074138 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8685065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685065 NON-EXPEDITED Y US-BAYER-2012-074295 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 105 DAY BAYER

8685066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685066 NON-EXPEDITED N US-BAYER-2012-074581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8685375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685375 NON-EXPEDITED Y US-BAYER-2012-074363 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8685376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685376 NON-EXPEDITED US-BAYER-2012-073884 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Menorrhagia  
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Detailed Report
8685377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8685377 NON-EXPEDITED N US-BAYER-2012-073741 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DIZZINESS BENADRYL C  
BODY TEMPERATURE INCREASED PREDNISONE C  

8686012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8686012 NON-EXPEDITED N OT US-BAYER-2012-074407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8686597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2012 8686597 EXPEDITED (15-DAY) Y HO US-009507513-1207USA
009566

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERTRIGLYCERIDAEMIA JANUVIA S ORAL 100 mg, qd  MERCK
PANCREATITIS ACUTE HYDROCHLOROTHIAZIDE S ORAL  
HEPATIC NECROSIS EZETIMIBE S ORAL 10/20 mg  
HEPATIC LESION TRIPHASIL-21 S ORAL  

MEDIATENSYL C ORAL 30 mg, UNK  
METFORMIN HYDROCHLORIDE C 500 mg, UNK  
NICARDIPINE HYDROCHLORIDE C ORAL  
BROMAZEPAM C  
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Detailed Report
8144333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8144333 EXPEDITED (15-DAY) Y OT AU-BAYER-2011-083408 35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEART RATE IRREGULAR MIRENA S UNK  BAYER
DYSPNOEA EXERTIONAL  
FATIGUE  
PALPITATIONS  

8527687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8527687 NON-EXPEDITED N US-BAYER-2012-039444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8609674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8609674 NON-EXPEDITED N US-BAYER-2012-057607 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DEPLOYMENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8643276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8643276 NON-EXPEDITED Y US-BAYER-2012-064023 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8659610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8659610 NON-EXPEDITED Y US-BAYER-2012-068111 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S UNK 1 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8673723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8673723 NON-EXPEDITED N US-TEVA-349169USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8675652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8675652 NON-EXPEDITED N US-TEVA-349336USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR IRON C ORAL  

8677789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8677789 NON-EXPEDITED N US-BAYER-2012-071653 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 500 DAY BAYER

8686850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8686850 EXPEDITED (15-DAY) N OT GB-BAYER-2012-061867 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HORMONE LEVEL ABNORMAL MIRENA S Daily dose 20 mcg/24hr  BAYER
FATIGUE IBUPROFEN C 10 %, UNK  
IRRITABILITY SEROQUEL C 25 mg, BID  
DISTURBANCE IN ATTENTION CITALOPRAM HYDROBROMIDE C 20 mg, UNK  
DEVICE BREAKAGE  
HOT FLUSH  
MENOPAUSE  
MIGRAINE  
MYALGIA  
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Detailed Report
8686856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8686856 EXPEDITED (15-DAY) N OT BR-BAYER-2012-073438 36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
OVARIAN CYST  
WEIGHT INCREASED  
WRONG TECHNIQUE IN DRUG USAGE
PROCESS

 

8687003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687003 NON-EXPEDITED N US-BAYER-2012-075221 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 35 DAY BAYER

8687004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687004 NON-EXPEDITED Y US-BAYER-2012-075055 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8687005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687005 NON-EXPEDITED Y US-BAYER-2012-075095 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/mL, CONT 14 DAY BAYER

8687039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687039 NON-EXPEDITED N US-TEVA-350422USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8687048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687048 NON-EXPEDITED N OT US-BAYER-2012-074569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  BAYER

8687051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687051 EXPEDITED (15-DAY) N OT US-BAYER-2012-074267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8687052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687052 NON-EXPEDITED N OT US-BAYER-2012-073419 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE INSERTION  
PROCEDURAL PAIN  

8687054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687054 NON-EXPEDITED Y OT US-BAYER-2012-074552 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8687278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687278 NON-EXPEDITED N US-TEVA-350424USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8687283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687283 NON-EXPEDITED Y US-BAYER-2012-074823 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8687293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687293 NON-EXPEDITED N OT US-BAYER-2012-074278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8687349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687349 NON-EXPEDITED N US-BAYER-2012-074349 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA  
UTERINE PAIN  

8687353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687353 NON-EXPEDITED N US-TEVA-350438USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8687449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687449 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2012175562

24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SEBORRHOEIC DERMATITIS NORDETTE S ORAL 1 DF, single 1 DAY PFIZER
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Detailed Report
8687489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687489 NON-EXPEDITED N US-TEVA-350412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
OMEPRAZOLE C ORAL 20 Milligram;  

8687503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687503 NON-EXPEDITED N US-TEVA-350340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS  
FATIGUE  
MENSTRUATION IRREGULAR  

8687535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687535 NON-EXPEDITED N US-TEVA-350332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA  
MENSTRUATION IRREGULAR  

8687538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687538 NON-EXPEDITED N US-TEVA-350408USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8687625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687625 NON-EXPEDITED N US-TEVA-350347USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8687651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687651 NON-EXPEDITED N OT US-BAYER-2012-075244 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE UNK  BAYER
DEVICE EXPULSION  

8687658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687658 NON-EXPEDITED N US-TEVA-350315USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUNGER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL DISTENSION  
FUNGAL INFECTION  
HEADACHE  
NAUSEA  
PELVIC PAIN  

8687664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687664 NON-EXPEDITED N US-TEVA-350320USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8687665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687665 NON-EXPEDITED N US-TEVA-350335USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8687777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687777 EXPEDITED (15-DAY) Y OT US-BAYER-2012-074525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S 20 mcg/24hr, CONT  BAYER

8687803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687803 NON-EXPEDITED N US-TEVA-350415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
HEADACHE  
NAUSEA  

8687828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687828 EXPEDITED (15-DAY) Y OT US-BAYER-2012-074522 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACTINOMYCES TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8687867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8687867 NON-EXPEDITED N US-TEVA-350391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8688025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688025 EXPEDITED (15-DAY) N OT US-TEVA-349755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER SEASONIQUE S  DURAMED
EXERCISE TOLERANCE DECREASED  
SCAR  

8688030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688030 NON-EXPEDITED N US-TEVA-350519USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8688072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688072 NON-EXPEDITED N US-TEVA-350650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY  

8688087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688087 NON-EXPEDITED N US-TEVA-350535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8688294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688294 NON-EXPEDITED N US-TEVA-350626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8688325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688325 NON-EXPEDITED N US-TEVA-350646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8688344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688344 NON-EXPEDITED N OT US-BAYER-2012-074792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8688345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688345 NON-EXPEDITED N OT US-BAYER-2012-075090 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 136 DAY BAYER

8688440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688440 NON-EXPEDITED Y US-BAYER-2012-074941 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8688441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688441 NON-EXPEDITED N US-BAYER-2012-074218 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8688813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8688813 NON-EXPEDITED Y US-
BAYER-201036011NA

15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, QD  BAYER

Page: 11,354 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8713238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8713238 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S INTRAUTERINE INTRA-UTERI  BAYER
ACNE  
ANXIETY  
IRRITABILITY  

8714782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2012 8714782 DIRECT N LT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 52 MG ONCE PER 5

YEARS INTRA-
UTERINE

 BAYER

CONTUSION  
HAEMORRHAGE  

7632425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2012 7632425 NON-EXPEDITED Y OT US-
BAYER-201036402NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
318 DAY BAYER

7651696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2012 7651696 NON-EXPEDITED N OT US-
BAYER-201038233NA

19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE FREQUENCY

CONTINUOUS
 BAYER

PREGNANCY WITH CONTRACEPTIVE DEVICE  
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Detailed Report
8708761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2012 8708761 DIRECT N HO,LT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S PERMINAT DAILY

RELEASE
 BAYER

SOMATOFORM DISORDER PREGNANCY  
THROMBOSIS  
UTERINE PAIN  

8481347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8481347 EXPEDITED (15-DAY) N OT US-BAYER-2012-028528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
TOOTH INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8552236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8552236 NON-EXPEDITED N OT US-BAYER-2012-042468 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ABORTION SPONTANEOUS  
DEVICE DISLOCATION  
PAIN  
PREGNANCY  

8577148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8577148 NON-EXPEDITED Y US-BAYER-2012-050393 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 456 DAY BAYER
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Detailed Report
8587407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8587407 EXPEDITED (15-DAY) Y HO GB-BAYER-2012-052137 22 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VISUAL FIELD DEFECT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
VISION BLURRED IMPLANON C  
HEADACHE  
INTRACRANIAL PRESSURE INCREASED  
OPTIC DISC DISORDER  
TINNITUS  
VISUAL ACUITY REDUCED  

8621641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8621641 NON-EXPEDITED N OT US-BAYER-2012-059063 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE VITAMINS NOS C qd  
ABDOMINAL PAIN LOWER  
OVARIAN CYST  

8626618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8626618 NON-EXPEDITED N OT US-BAYER-2012-049156 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
DEVICE ISSUE  
HUMAN CHORIONIC GONADOTROPIN
ABNORMAL

 

MENSTRUAL DISORDER  
PREGNANCY  
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Detailed Report
8631923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8631923 EXPEDITED (15-DAY) N OT KR-BAYER-2012-060615 Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
DEVICE DISLOCATION YASMIN S UNK 3 DAY BAYER
VISUAL IMPAIRMENT  

8662375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8662375 EXPEDITED (15-DAY) Y OT US-BAYER-2012-068292 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1183 DAY BAYER
DEVICE EXPULSION  

8668247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8668247 NON-EXPEDITED N US-TEVA-348691USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BLISTER  
URTICARIA  

8671815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8671815 NON-EXPEDITED N US-TEVA-348942USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8679209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8679209 EXPEDITED (15-DAY) Y OT US-BAYER-2012-072661 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
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Detailed Report
8691190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691190 NON-EXPEDITED N US-BAYER-2012-075196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER

8691191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691191 NON-EXPEDITED Y US-BAYER-2012-075068 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 293 DAY BAYER
MENORRHAGIA  

8691199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691199 NON-EXPEDITED Y US-BAYER-2012-075400 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

MIRENA S  BAYER

8691200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691200 NON-EXPEDITED N US-BAYER-2012-074820 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  

8691415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691415 NON-EXPEDITED Y OT US-BAYER-2012-073254 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8691428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691428 NON-EXPEDITED N OT US-BAYER-2012-073779 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8691786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8691786 NON-EXPEDITED Y HO US-BAYER-2012-068058 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 208 DAY BAYER
PELVIC PAIN MIRENA S  BAYER
BACK PAIN PROTONIX C  
ADVERSE EVENT AZELEX C  

ADVAIR DISKUS C  
RHINOCORT C  
PROPYLENE GLYCOL C  

8692087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692087 NON-EXPEDITED Y OT US-BAYER-2012-075427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8692092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692092 NON-EXPEDITED N US-TEVA-350638USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8692100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692100 NON-EXPEDITED N US-TEVA-350660USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA AMOXICILLIN C  

8692113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692113 NON-EXPEDITED N OT US-BAYER-2012-074058 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
VAGINAL HAEMORRHAGE  

8692114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692114 NON-EXPEDITED Y OT US-BAYER-2012-074272 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 308 DAY BAYER
ABDOMINAL PAIN  

8692124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692124 NON-EXPEDITED N US-TEVA-350634USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8692355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692355 NON-EXPEDITED N US-TEVA-350627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

Page: 11,361 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8692459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692459 NON-EXPEDITED Y US-TEVA-350542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8692537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692537 NON-EXPEDITED N US-TEVA-350538USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ZOLOFT C  
ADDERALL C  
CAMPRAL C  

8692899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692899 NON-EXPEDITED Y US-BAYER-2012-073948 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8692900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692900 NON-EXPEDITED N US-BAYER-2012-076050 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S  BAYER

8692937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692937 NON-EXPEDITED Y US-BAYER-2012-074535 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
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Detailed Report
8692967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8692967 NON-EXPEDITED N US-TEVA-350891USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

WELLBUTRIN C ORAL 20 Milligram;  

CHANTIX C ORAL  
MULTI-VITAMIN C ORAL  
OMEPRAZOLE C ORAL 40 Milligram;  

8693059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693059 NON-EXPEDITED Y US-BAYER-2012-073904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8693061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693061 NON-EXPEDITED N US-BAYER-2012-075519 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL HYPERTROPHY MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S  BAYER

8693062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693062 NON-EXPEDITED N OT US-BAYER-2012-075066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8693063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693063 NON-EXPEDITED N US-BAYER-2012-076047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URTICARIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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Detailed Report
8693136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693136 NON-EXPEDITED N US-TEVA-350928USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8693183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693183 NON-EXPEDITED N US-TEVA-350811USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN MULTI-VITAMIN C  
FATIGUE  
MENSTRUATION IRREGULAR  
NAUSEA  

8693193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693193 NON-EXPEDITED N US-TEVA-350820USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8693209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693209 EXPEDITED (15-DAY) Y HO,OT GB-BAYER-2012-075861 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

ADAPALENE C UNK  
DOMPERIDONE C UNK 34 DAY
BETAMETHASONE C UNK 8 DAY
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Detailed Report
8693267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693267 NON-EXPEDITED N US-BAYER-2012-074403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1095 DAY BAYER
ADVERSE DRUG REACTION  

8693304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693304 NON-EXPEDITED N US-TEVA-350846USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8693309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693309 NON-EXPEDITED Y US-BAYER-2012-074217 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8693310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693310 NON-EXPEDITED Y US-BAYER-2012-074328 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 74 DAY BAYER

MIRENA S  BAYER

8693316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693316 NON-EXPEDITED N US-TEVA-350852USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8693321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693321 NON-EXPEDITED Y US-BAYER-2012-074591 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 3 DAY BAYER

8693325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693325 NON-EXPEDITED Y OT US-BAYER-2012-075554 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8693329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693329 NON-EXPEDITED N US-TEVA-350881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8693355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693355 NON-EXPEDITED N US-TEVA-350929USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8693357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693357 NON-EXPEDITED N US-TEVA-350930USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8693379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693379 NON-EXPEDITED N US-BAYER-2012-074235 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8693380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693380 NON-EXPEDITED Y US-BAYER-2012-074276 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8693381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693381 NON-EXPEDITED N US-BAYER-2012-074541 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8693382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693382 NON-EXPEDITED Y US-BAYER-2012-074493 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER
DEVICE EXPULSION  

8693388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693388 NON-EXPEDITED N US-TEVA-350924USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  

8693393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693393 NON-EXPEDITED N US-TEVA-350914USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DYSMENORRHOEA NAPROXEN C  
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Detailed Report
8693409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693409 NON-EXPEDITED N US-TEVA-350893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPEPSIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST PAIN  
PRURITUS  

8693432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693432 NON-EXPEDITED N US-TEVA-350880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8693443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693443 NON-EXPEDITED N US-TEVA-350848USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  

8693458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2012 8693458 NON-EXPEDITED N US-TEVA-350843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN UPPER  
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Detailed Report
7792054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 7792054 NON-EXPEDITED Y OT US-BAYER-2011-006370 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ABDOMINAL PAIN  
AMENORRHOEA  
BACK PAIN  
VAGINAL HAEMORRHAGE  

7996942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 7996942 EXPEDITED (15-DAY) N OT US-BAYER-2011-049660 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8471205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8471205 NON-EXPEDITED Y OT US-BAYER-2012-026343 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
PROCEDURAL PAIN  
UTERINE CERVIX STENOSIS  

8575101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8575101 NON-EXPEDITED Y US-BAYER-2012-048911 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY TEST FALSE POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8596428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8596428 NON-EXPEDITED N OT US-BAYER-2012-054598 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DEVICE DIFFICULT TO USE  

8638686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8638686 NON-EXPEDITED N OT US-BAYER-2012-062813 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8640455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8640455 NON-EXPEDITED Y OT US-BAYER-2012-061053 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PAIN  

8647575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8647575 NON-EXPEDITED N US-TEVA-346125USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
NAUSEA  
PELVIC PAIN  
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Detailed Report
8651500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8651500 NON-EXPEDITED N US-TEVA-346690USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8651502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8651502 NON-EXPEDITED N US-BAYER-2012-064848 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8660619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8660619 NON-EXPEDITED Y OT US-BAYER-2012-068634 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 96 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8667573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8667573 NON-EXPEDITED N US-BAYER-2012-069923 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER

8673757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8673757 NON-EXPEDITED N US-TEVA-349112USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8679521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8679521 NON-EXPEDITED N US-TEVA-349677USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8683494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8683494 NON-EXPEDITED Y US-BAYER-2012-073785 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8693878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8693878 NON-EXPEDITED N US-TEVA-350950USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  

8693900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8693900 NON-EXPEDITED N OT PR-BAYER-2012-076372 Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE EXPULSION  

8693978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8693978 NON-EXPEDITED N US-TEVA-350959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694084 NON-EXPEDITED Y US-BAYER-2012-075887 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8694086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694086 NON-EXPEDITED Y US-BAYER-2012-074502 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 94 DAY BAYER
NO ADVERSE EVENT  

8694088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694088 NON-EXPEDITED N US-BAYER-2012-074460 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN  

8694089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694089 NON-EXPEDITED Y US-BAYER-2012-074225 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER

8694093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694093 NON-EXPEDITED N US-BAYER-2012-075043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8694095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694095 NON-EXPEDITED N US-BAYER-2012-074612 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8694096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694096 NON-EXPEDITED Y US-BAYER-2012-075529 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER
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Detailed Report
8694097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694097 NON-EXPEDITED Y US-BAYER-2012-074213 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 77 DAY BAYER
ABDOMINAL PAIN LOWER  

8694098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694098 NON-EXPEDITED Y US-BAYER-2012-074352 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1928 DAY BAYER

8694102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694102 NON-EXPEDITED N US-BAYER-2012-074468 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8694104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694104 NON-EXPEDITED N US-BAYER-2012-075959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8694105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694105 NON-EXPEDITED Y US-BAYER-2012-073984 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 221 DAY BAYER

8694107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694107 NON-EXPEDITED N US-BAYER-2012-075596 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SKIN INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8694109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694109 NON-EXPEDITED Y US-BAYER-2012-075885 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

8694168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694168 NON-EXPEDITED N US-TEVA-350956USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694236 NON-EXPEDITED N US-TEVA-350944USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694291 NON-EXPEDITED N US-TEVA-350973USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694302 NON-EXPEDITED N US-TEVA-350953USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8694315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694315 NON-EXPEDITED Y DE US-BAYER-2012-073668 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMATURE BABY MIRENA S TRANSPLACENTAL 20 mcg/24hr, CONT 132 DAY BAYER

DEPO-PROVERA S TRANSPLACENTAL UNK 1 DAY

8694321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694321 NON-EXPEDITED N US-TEVA-350941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694339 NON-EXPEDITED N US-TEVA-351053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694349 NON-EXPEDITED N US-BAYER-2012-075136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8694350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694350 NON-EXPEDITED N US-BAYER-2012-075082 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8694351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694351 NON-EXPEDITED N US-BAYER-2012-075080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8694368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694368 NON-EXPEDITED N US-TEVA-350932USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

COPPER S INTRAUTERINE  

8694420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694420 EXPEDITED (15-DAY) N OT US-BAYER-2012-073783 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S UNK UNK, CONT  BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
BREAST TENDERNESS  
DYSPAREUNIA  
IRRITABILITY  
NEURALGIA  
PELVIC PAIN  
PRURITUS  

8694443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694443 NON-EXPEDITED N US-TEVA-350939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694480 NON-EXPEDITED N US-TEVA-350942USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  
VOMITING  
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Detailed Report
8694501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694501 NON-EXPEDITED N US-TEVA-350969USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PARAESTHESIA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
DIARRHOEA  
MENSTRUATION IRREGULAR  

8694665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694665 NON-EXPEDITED N US-TEVA-351071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CYST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FIBROADENOMA OF BREAST PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  

8694739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694739 NON-EXPEDITED Y US-BAYER-2012-074422 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8694841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694841 NON-EXPEDITED N OT US-BAYER-2012-076443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8694851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694851 NON-EXPEDITED N US-TEVA-351147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8694859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694859 NON-EXPEDITED N US-TEVA-351143USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8694943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8694943 NON-EXPEDITED N US-TEVA-351139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8695023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695023 NON-EXPEDITED N US-TEVA-351093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8695030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695030 NON-EXPEDITED N US-TEVA-351098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  

8695055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695055 NON-EXPEDITED N US-TEVA-351080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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8695121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695121 NON-EXPEDITED N US-BAYER-2012-076123 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8695202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695202 NON-EXPEDITED N US-TEVA-351095USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8695228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695228 NON-EXPEDITED N US-TEVA-351099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8695239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695239 NON-EXPEDITED N US-TEVA-351137USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8695254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695254 NON-EXPEDITED N US-TEVA-351144USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8695310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695310 NON-EXPEDITED N US-TEVA-351155USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8695521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695521 NON-EXPEDITED N US-BAYER-2012-074799 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8695522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695522 NON-EXPEDITED Y US-BAYER-2012-075922 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8695525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695525 NON-EXPEDITED N US-BAYER-2012-074830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8695526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695526 NON-EXPEDITED Y US-BAYER-2012-075497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S  BAYER

8695530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695530 NON-EXPEDITED Y US-BAYER-2012-076177 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8695531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2012 8695531 NON-EXPEDITED N US-BAYER-2012-076384 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED MIRENA S  BAYER
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Detailed Report
7613921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7613921 NON-EXPEDITED Y US-
BAYER-201034707NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HUMAN PAPILLOMA VIRUS TEST POSITIVE MIRENA S INTRAUTERINE 20 µg (Daily Dose), ,

intra-uterine
 BAYER

DEVICE DISLOCATION  
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

7792383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7792383 NON-EXPEDITED N US-
BAYER-201034292NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE CONTINUOUS  BAYER
ABDOMINAL DISTENSION  
DEVICE DISLOCATION  
DISCOMFORT  
HAIR GROWTH ABNORMAL  
MENORRHAGIA  
MUSCLE SPASMS  
PAIN  

7792434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7792434 NON-EXPEDITED N US-BAYER-2011-001801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, continuous  BAYER
FATIGUE  
NAUSEA  
PREGNANCY TEST POSITIVE  
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Detailed Report
7792440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7792440 NON-EXPEDITED N US-BAYER-2011-001169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE 20 µg, CONT 61 DAY BAYER
DEVICE EXPULSION  
MENSTRUATION DELAYED  

7792441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7792441 NON-EXPEDITED N US-BAYER-2011-001690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUATION DELAYED  

7792470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 7792470 NON-EXPEDITED N OT US-BAYER-2011-003078 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
ABDOMINAL PAIN  
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Detailed Report
8225246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8225246 EXPEDITED (15-DAY) Y OT US-BAYER-2011-105350 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
HEADACHE DEPO-PROVERA S UNK 1 DAY
DEVICE EXPULSION  
HAEMORRHAGIC ANAEMIA  
MATERNAL EXPOSURE DURING PREGNANCY  
OLIGOHYDRAMNIOS  
PREGNANCY WITH INJECTABLE
CONTRACEPTIVE

 

PREMATURE DELIVERY  
PREMATURE LABOUR  
PREMATURE RUPTURE OF MEMBRANES  
PREMATURE SEPARATION OF PLACENTA  
SUBSTANCE ABUSE  
TOBACCO ABUSE  

8571063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8571063 NON-EXPEDITED N OT US-BAYER-2012-046873 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8575608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8575608 NON-EXPEDITED Y OT US-BAYER-2012-048723 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
HAEMORRHAGE IN PREGNANCY  
PELVIC PAIN  
PREMATURE LABOUR  
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Detailed Report
8576955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8576955 NON-EXPEDITED Y OT US-BAYER-2012-048735 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE IBUPROFEN C 200 mg, UNK  

8614279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8614279 NON-EXPEDITED N US-TEVA-342831USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8614348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8614348 NON-EXPEDITED Y US-BAYER-2012-058652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8639308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8639308 NON-EXPEDITED Y OT US-BAYER-2012-062575 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
PAIN  
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Detailed Report
8660620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8660620 NON-EXPEDITED N OT US-BAYER-2012-068063 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DEVICE DEPLOYMENT ISSUE  
GENITAL INFECTION FUNGAL  
OVARIAN CYST  

8668593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8668593 EXPEDITED (15-DAY) Y HO CH-BAYER-2012-069315 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA LEVOTHYROXINE SODIUM C 25 mg, QD  
TACHYCARDIA METOPROLOL TARTRATE C 50 mg, BID  

8683888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8683888 NON-EXPEDITED N US-TEVA-350056USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696174 NON-EXPEDITED N US-TEVA-351186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8696175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696175 NON-EXPEDITED Y OT US-BAYER-2012-076387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696176 NON-EXPEDITED N OT US-BAYER-2012-074808 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696177 NON-EXPEDITED Y HO,OT US-BAYER-2012-075853 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
ANAEMIA  
DEVICE DISLOCATION  
DEVICE EXPULSION  

8696178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696178 NON-EXPEDITED N OT US-BAYER-2012-075096 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION MIRENA S  BAYER

8696179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696179 NON-EXPEDITED Y OT US-BAYER-2012-075424 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8696216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696216 NON-EXPEDITED N US-TEVA-351180USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696217 NON-EXPEDITED N OT US-BAYER-2012-076601 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MUSCLE SPASMS  

8696256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696256 NON-EXPEDITED N US-TEVA-351189USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696258 NON-EXPEDITED Y US-BAYER-2012-075466 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

8696260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696260 NON-EXPEDITED Y US-BAYER-2012-074970 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8696266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696266 NON-EXPEDITED Y US-BAYER-2012-075840 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8696267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696267 NON-EXPEDITED N US-BAYER-2012-076864 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696268 NON-EXPEDITED N US-BAYER-2012-076804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696293 NON-EXPEDITED N US-TEVA-351200USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIARRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696472 NON-EXPEDITED N US-TEVA-351211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696495 NON-EXPEDITED Y US-BAYER-2012-075151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8696496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696496 NON-EXPEDITED Y US-BAYER-2012-075859 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8696508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696508 NON-EXPEDITED N US-TEVA-351194USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MUSCLE SPASMS  

8696553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696553 NON-EXPEDITED N US-TEVA-351191USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8696646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696646 NON-EXPEDITED Y OT US-BAYER-2012-076617 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696647 EXPEDITED (15-DAY) N OT US-BAYER-2012-075901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SINUSITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696648 NON-EXPEDITED Y US-BAYER-2012-074981 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER
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Detailed Report
8696650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696650 NON-EXPEDITED N HO,OT US-BAYER-2012-076445 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  

8696651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696651 EXPEDITED (15-DAY) Y OT US-BAYER-2012-075914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  
GONORRHOEA  
MEDICAL DEVICE DISCOMFORT  
PELVIC PAIN  
SYPHILIS  

8696652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696652 EXPEDITED (15-DAY) Y OT US-BAYER-2012-077001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BENIGN INTRACRANIAL HYPERTENSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8696736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696736 NON-EXPEDITED Y US-BAYER-2012-076122 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 273 DAY BAYER

8696737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696737 NON-EXPEDITED N US-BAYER-2012-075101 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8696738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696738 NON-EXPEDITED N OT US-BAYER-2012-076590 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 132 DAY BAYER
PAIN  

8696761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696761 NON-EXPEDITED Y OT US-BAYER-2012-076135 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 23 DAY BAYER

MIRENA S  BAYER

8696788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696788 NON-EXPEDITED N US-TEVA-351187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8696866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8696866 NON-EXPEDITED Y US-BAYER-2012-074955 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8697026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697026 NON-EXPEDITED N US-TEVA-351178USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8697034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697034 EXPEDITED (15-DAY) Y HO,OT NO-PFIZER
INC-2012180957

25 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL 1 DF, 1x/day 2920 DAY PFIZER

GASTROENTERITIS  

8697068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697068 NON-EXPEDITED N US-TEVA-351156USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8697263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697263 NON-EXPEDITED N US-BAYER-2012-076034 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MALAISE  

8697517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697517 NON-EXPEDITED N US-BAYER-2012-074396 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE CLIMARA PRO S TOPICAL UNK  BAYER
DIZZINESS  
MOOD ALTERED  
NAUSEA  
NO ADVERSE EVENT  
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Detailed Report
8697518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697518 NON-EXPEDITED N US-BAYER-2012-075626 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ARTHRALGIA  
HYPERTENSION  
LIBIDO DECREASED  
NERVOUSNESS  
OEDEMA PERIPHERAL  
WEIGHT INCREASED  

8697521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697521 NON-EXPEDITED N US-TEVA-351424USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
PREGNANCY  

8697558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697558 NON-EXPEDITED N US-TEVA-351318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8697591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697591 NON-EXPEDITED N US-TEVA-351339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8697633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697633 NON-EXPEDITED Y US-BAYER-2012-076796 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 21 DAY BAYER

8697645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8697645 NON-EXPEDITED N US-TEVA-351363USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
PELVIC PAIN  

8721226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8721226 DIRECT N HO,DS,LT,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM SEASONIQUE S ORAL ONCE A DAY PO  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8723796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2012 8723796 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S 1 CONTINUOUS USE  BAYER
ABDOMINAL PAIN  
ARTHRALGIA  
DYSPAREUNIA  
GAIT DISTURBANCE  
HEADACHE  
HYPERACUSIS  
INSOMNIA  
IRRITABILITY  
LOSS OF LIBIDO  
MUSCULOSKELETAL STIFFNESS  
PELVIC PAIN  
PHOTOPHOBIA  
PRURITUS  
SKIN DISORDER  

7774256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 7774256 EXPEDITED (15-DAY) N OT US-BAYER-2011-006408 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1197 DAY BAYER
CONVULSION LEVETIRACETAM C ORAL 250 mg, BID  
SOMNOLENCE LEVONORGESTREL C 0.75 mg, UNK  
ROAD TRAFFIC ACCIDENT CONCEPTROL C 4 %, UNK  
ACNE  
HAIR DISORDER  
HIRSUTISM  
VAGINAL DISORDER  
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Detailed Report
8635121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8635121 NON-EXPEDITED Y OT US-BAYER-2012-061312 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 342 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER
PAIN HYPNOTICS AND SEDATIVES C UNK 1 DAY
HEADACHE  
NAUSEA  

8640683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8640683 NON-EXPEDITED Y US-BAYER-2012-061848 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8667821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8667821 NON-EXPEDITED Y US-BAYER-2012-068951 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8667881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8667881 NON-EXPEDITED N HO,OT US-BAYER-2012-070032 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC INFLAMMATORY DISEASE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 176 DAY BAYER
DEVICE DISLOCATION  
PELVIC PAIN  
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Detailed Report
8674100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8674100 NON-EXPEDITED N OT US-BAYER-2012-070312 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION MIRENA S INTRAUTERINE 20 µg/d, CONT 516 DAY BAYER
ABDOMINAL PAIN LOWER  
PRURITUS  
VAGINAL HAEMORRHAGE  
VAGINAL ODOUR  

8678487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8678487 NON-EXPEDITED Y OT US-BAYER-2012-071960 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 408 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN LOWER  
ADVERSE DRUG REACTION  
GENITAL HAEMORRHAGE  
WEIGHT INCREASED  

8681145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8681145 NON-EXPEDITED N US-TEVA-349814USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

LEVONORGESTREL S  
NORGESTIMATE AND ETHINYL
ESTRADIOL

C  
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Detailed Report
8684894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8684894 NON-EXPEDITED N OT US-BAYER-2012-074513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
THERAPEUTIC PRODUCT INEFFECTIVE  

8698247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698247 NON-EXPEDITED Y OT US-BAYER-2012-076872 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698248 EXPEDITED (15-DAY) N OT US-BAYER-2012-076735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698265 NON-EXPEDITED N US-TEVA-351406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8698288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698288 NON-EXPEDITED N US-TEVA-351411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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Detailed Report
8698329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698329 NON-EXPEDITED N US-TEVA-351335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8698366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698366 NON-EXPEDITED N US-TEVA-351412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8698388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698388 NON-EXPEDITED Y US-BAYER-2012-075496 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER

8698389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698389 NON-EXPEDITED Y US-BAYER-2012-076870 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8698390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698390 NON-EXPEDITED N US-BAYER-2012-077367 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698391 NON-EXPEDITED N US-BAYER-2012-075552 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8698393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698393 NON-EXPEDITED N US-BAYER-2012-075103 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698394 NON-EXPEDITED Y US-BAYER-2012-076645 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 61 DAY BAYER

MIRENA S  BAYER

8698395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698395 NON-EXPEDITED N US-BAYER-2012-077239 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S 20 mcg/24hr, CONT 17 DAY BAYER
ABDOMINAL PAIN  
MEDICAL DEVICE COMPLICATION  
PELVIC PAIN  

8698445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698445 NON-EXPEDITED N OT US-BAYER-2012-075401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEPRESSION  
MENORRHAGIA  

8698450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698450 NON-EXPEDITED N US-TEVA-351338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
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Detailed Report
8698468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698468 NON-EXPEDITED Y US-BAYER-2012-075417 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 339 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698469 NON-EXPEDITED N US-BAYER-2012-075749 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8698476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698476 NON-EXPEDITED N US-TEVA-351441USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
NAUSEA  

8698692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698692 NON-EXPEDITED Y US-BAYER-2012-075733 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

8698730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698730 NON-EXPEDITED Y OT US-BAYER-2012-077419 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8698837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698837 NON-EXPEDITED Y US-BAYER-2012-074512 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8698981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8698981 NON-EXPEDITED Y OT US-BAYER-2012-076745 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 396 DAY BAYER
DEVICE EXPULSION  

8699061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8699061 NON-EXPEDITED Y US-BAYER-2012-076596 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8699601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8699601 NON-EXPEDITED Y US-BAYER-2012-076777 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER

8699739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8699739 NON-EXPEDITED Y US-BAYER-2012-076640 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 130 DAY BAYER
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Detailed Report
8699741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8699741 NON-EXPEDITED Y US-BAYER-2012-075542 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8699812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8699812 NON-EXPEDITED Y US-BAYER-2012-077066 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8722688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2012 8722688 DIRECT N HO,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S  
ENDOMETRIOSIS  
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Detailed Report
7200029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 7200029 EXPEDITED (15-DAY) N OT US-
BAYER-200941467NA

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTITIS CHRONIC YAZ S ORAL 182 DAY BAYER
CHOLELITHIASIS YASMIN S  BAYER
GASTROINTESTINAL INJURY MIRENA S INTRAUTERINE 14 DAY BAYER
NAUSEA LAMICTAL C  
CONSTIPATION LAMICTAL C  
ABDOMINAL TENDERNESS WELLBUTRIN XL C  
ABDOMINAL PAIN UPPER TRAZODONE HYDROCHLORIDE C 731 DAY
BILIARY DYSKINESIA NAVANE C  
PAIN VITAMINS NOS C  
GALLBLADDER DISORDER EFFEXOR XR C ORAL 03-NOV-2005  
DEPRESSION RANITIDINE HYDROCHLORIDE C ORAL 14-DEC-2004  
SUICIDAL IDEATION MYCOLOG C UNKNOWN 11100000-0.1 U/GM-%

CREA. 14-DEC-2004
 

WEIGHT DECREASED MICROGESTIN 1.5/30 C UNKNOWN 1.5-30 MG  
MESTRANOL C UNKNOWN 1/35  
THIOTHIXENE C  
M.V.I. ADULT C  
ASCORBIC ACID\BIOTIN\RETINOL
\TOCOPHEROL

C  

PERCOCET C  
CALCIUM C  
IRON C  
VITAMIN D C  
LAMICTAL C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8587930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8587930 NON-EXPEDITED Y US-BAYER-2012-053376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8607729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8607729 NON-EXPEDITED Y US-BAYER-2012-056823 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8650413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8650413 NON-EXPEDITED Y US-BAYER-2012-066675 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8659533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8659533 NON-EXPEDITED Y US-BAYER-2012-067693 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8660870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8660870 NON-EXPEDITED Y US-BAYER-2012-068939 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8670427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8670427 NON-EXPEDITED N OT US-BAYER-2012-071364 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER
DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8681744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8681744 NON-EXPEDITED N US-TEVA-349813USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR NAPROXEN C  

8681880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8681880 NON-EXPEDITED N US-TEVA-349874USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8682053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8682053 EXPEDITED (15-DAY) Y OT US-BAYER-2012-073732 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8687432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8687432 NON-EXPEDITED N US-TEVA-350403USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL RIGIDITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
BREAST TENDERNESS  
FATIGUE  
HEADACHE  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8688419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8688419 NON-EXPEDITED N US-TEVA-350571USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION DELAYED  
PELVIC PAIN  
VAGINAL DISCHARGE  

8691430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8691430 NON-EXPEDITED N OT US-BAYER-2012-073912 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN UPPER  
ANAEMIA  
BACK PAIN  
DISCOMFORT  
FEELING ABNORMAL  
INJURY  
PAIN  
PELVIC PAIN  
POST PROCEDURAL HAEMORRHAGE  
UTERINE CERVIX STENOSIS  

8694449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8694449 NON-EXPEDITED N US-TEVA-351064USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8701730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8701730 EXPEDITED (15-DAY) Y OT AR-BAYER-2011-122053 41 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HAEMORRHAGE IN PREGNANCY  
PLACENTA ACCRETA  

8701737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8701737 NON-EXPEDITED Y OT US-BAYER-2012-077957 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8701738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8701738 NON-EXPEDITED N OT US-BAYER-2012-077617 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 226 DAY BAYER
DEVICE EXPULSION  
PAIN  

8701864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8701864 NON-EXPEDITED N US-BAYER-2012-076257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BURNING SENSATION  
MUSCLE SPASMS  

8701865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8701865 NON-EXPEDITED Y US-BAYER-2012-075386 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702307 NON-EXPEDITED N US-TEVA-351649USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
ABDOMINAL PAIN  
NAUSEA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702311 EXPEDITED (15-DAY) N HO,DS,OT US-BAYER-2012-076813 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ANXIETY  
BACK PAIN  
BREAST PAIN  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DYSPAREUNIA  
DYSPNOEA  
FEELING ABNORMAL  
FUNGAL INFECTION  
GENITAL LESION  
HEART RATE INCREASED  
NAUSEA  
PAIN  
PELVIC PAIN  
PURULENT DISCHARGE  
SENSATION OF PRESSURE  
VAGINAL LESION  
VISION BLURRED  
VOMITING  
WOUND HAEMORRHAGE  

8702333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702333 NON-EXPEDITED N US-BAYER-2012-075683 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702338 NON-EXPEDITED N US-BAYER-2012-077153 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8702339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702339 NON-EXPEDITED Y US-BAYER-2012-075980 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8702340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702340 NON-EXPEDITED Y US-BAYER-2012-077589 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER

8702343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702343 NON-EXPEDITED Y OT US-BAYER-2012-076451 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8702362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702362 NON-EXPEDITED N US-TEVA-351568USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702423 NON-EXPEDITED N US-TEVA-351567USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
FATIGUE  
NAUSEA  

8702431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702431 NON-EXPEDITED N US-TEVA-351557USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RENAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8702437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702437 NON-EXPEDITED N US-BAYER-2012-077151 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8702478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702478 NON-EXPEDITED N US-TEVA-351535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8702482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702482 NON-EXPEDITED N US-TEVA-351625USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

MULTI-VITAMIN C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702611 NON-EXPEDITED N OT US-BAYER-2012-077611 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
ABDOMINAL PAIN  

8702676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702676 NON-EXPEDITED N US-TEVA-351536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PELVIC PAIN  

8702700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702700 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-078335 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLESTASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4015 DAY BAYER
BLOOD ALKALINE PHOSPHATASE INCREASED  

8702720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702720 NON-EXPEDITED N US-TEVA-351530USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMOXICILLIN C  

8702825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702825 NON-EXPEDITED N US-TEVA-351660USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONTUSION PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702844 NON-EXPEDITED N US-TEVA-351597USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
MENORRHAGIA TINESTA C  

8702858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702858 NON-EXPEDITED N US-TEVA-351533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IRRITABILITY PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8702859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702859 NON-EXPEDITED Y US-BAYER-2012-077623 31 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8702860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702860 NON-EXPEDITED Y US-BAYER-2012-077662 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 177 DAY BAYER

8702883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702883 NON-EXPEDITED N US-BAYER-2012-077288 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,415 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8702888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8702888 NON-EXPEDITED N US-TEVA-351588USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

AMITRIPTYLINE
HYDROCHLORIDE

C  

ABILIFY C  

8704119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8704119 EXPEDITED (15-DAY) N OT US-BAYER-2012-077639 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASCITES MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISCOMFORT  

8704771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8704771 NON-EXPEDITED Y US-BAYER-2012-077933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8704814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8704814 NON-EXPEDITED N US-BAYER-2012-078467 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8704846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8704846 NON-EXPEDITED N US-BAYER-2012-077925 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8704898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8704898 NON-EXPEDITED N US-TEVA-351592USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SECRETION DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8707162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2012 8707162 NON-EXPEDITED N US-TEVA-351935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

7679687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 7679687 NON-EXPEDITED N OT US-
BAYER-201041921NA

40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 17 DAY BAYER
ABDOMINAL PAIN  
PELVIC PAIN  
UTERINE PERFORATION  

7690540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 7690540 NON-EXPEDITED N US-
BAYER-201042005NA

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
44 DAY BAYER

VAGINAL ODOUR MIRENA S INTRAUTERINE FREQUENCY:
CONTINUOUS

 BAYER

DEVICE EXPULSION  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
7792478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 7792478 NON-EXPEDITED Y OT US-
BAYER-201042004NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
253 DAY BAYER

MENORRHAGIA  
MUSCLE SPASMS  
POST PROCEDURAL DISCOMFORT  

8032896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8032896 NON-EXPEDITED Y US-BAYER-2011-057721 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 815 DAY BAYER

8094828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8094828 NON-EXPEDITED Y OT US-BAYER-2011-071650 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 62 DAY BAYER
VAGINAL HAEMORRHAGE ZITHROMAX C ORAL 1 mg, UNK  
ABORTION SPONTANEOUS  

8475892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8475892 NON-EXPEDITED N OT US-BAYER-2012-028100 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ASTHENIA  
DEVICE DISLOCATION  
FATIGUE  
FEELING ABNORMAL  
HYPERSOMNIA  
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Detailed Report
8601606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8601606 NON-EXPEDITED Y OT US-BAYER-2012-055536 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 µg/d, CONT  BAYER
DEVICE DISLOCATION  

8629450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8629450 NON-EXPEDITED Y OT US-BAYER-2012-060317 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA METRONIDAZOLE C VAGINAL UNK UNK, Q1HR 6 DAY
ABDOMINAL PAIN LOWER  
DEVICE DISLOCATION  
IRRITABLE BOWEL SYNDROME  
OVARIAN CYST  

8666953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8666953 EXPEDITED (15-DAY) Y OT US-BAYER-2012-070054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL DISORDER LEVONORGESTREL S INTRAUTERINE  BAYER

8674621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8674621 NON-EXPEDITED N US-BAYER-2012-071118 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE EXPULSION  

8707953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8707953 NON-EXPEDITED N US-BAYER-2012-078587 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S UNK  BAYER
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Detailed Report
8707954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8707954 NON-EXPEDITED N US-BAYER-2012-076263 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 219 DAY BAYER

8707955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8707955 NON-EXPEDITED Y US-BAYER-2012-076091 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 40 DAY BAYER

8707956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8707956 NON-EXPEDITED N US-BAYER-2012-078515 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
MEDICAL DEVICE COMPLICATION  

8708000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708000 NON-EXPEDITED N US-TEVA-351882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram;  DURAMED

8708036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708036 NON-EXPEDITED Y US-BAYER-2012-078377 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8708037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708037 NON-EXPEDITED N US-BAYER-2012-075113 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8708281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708281 NON-EXPEDITED N US-TEVA-351860USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DEPRESSED MOOD TOPAMAX C  

8708341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708341 NON-EXPEDITED N US-TEVA-351793USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8708410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708410 NON-EXPEDITED Y OT US-BAYER-2012-076141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8708411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708411 NON-EXPEDITED Y OT US-BAYER-2012-078378 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8708480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708480 NON-EXPEDITED N US-TEVA-351889USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8708542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708542 NON-EXPEDITED N US-TEVA-351759USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ADIPEX-P C  

8708663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708663 NON-EXPEDITED N US-TEVA-351895USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8708723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708723 NON-EXPEDITED N US-TEVA-351738USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN UNSPECIFIED

ANTIHYPERTENSIVE
C  

MENSTRUATION IRREGULAR  

8708724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708724 NON-EXPEDITED N US-TEVA-351900USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8708737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708737 NON-EXPEDITED N US-TEVA-351931USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8708749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708749 NON-EXPEDITED N US-TEVA-351911USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8708840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708840 NON-EXPEDITED N OT US-BAYER-2012-075745 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 563 DAY BAYER
ANHEDONIA  
EMOTIONAL DISTRESS  
INJURY  
PAIN  
QUALITY OF LIFE DECREASED  

8708871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708871 NON-EXPEDITED Y US-BAYER-2012-076084 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 55 DAY BAYER

8708872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708872 NON-EXPEDITED Y US-BAYER-2012-078418 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8708873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708873 NON-EXPEDITED Y US-BAYER-2012-077566 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8708874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708874 NON-EXPEDITED N US-BAYER-2012-078499 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8708875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708875 NON-EXPEDITED Y US-BAYER-2012-078354 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8708878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708878 NON-EXPEDITED Y US-BAYER-2012-078636 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 77 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8708893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8708893 NON-EXPEDITED N US-TEVA-351924USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  
PELVIC PAIN  

8709028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709028 NON-EXPEDITED N US-TEVA-351920USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE  
HEADACHE  
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8709060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709060 NON-EXPEDITED N US-TEVA-351914USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN  

8709173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709173 NON-EXPEDITED N OT US-BAYER-2012-078331 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

8709175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709175 EXPEDITED (15-DAY) N OT US-BAYER-2012-076183 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 942 DAY BAYER
EMOTIONAL DISTRESS  
HYSTERECTOMY  
INJURY  
MENSTRUATION IRREGULAR  
PAIN  
PELVIC ADHESIONS  

8709212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709212 NON-EXPEDITED Y OT US-BAYER-2012-078547 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 78 DAY BAYER
ABDOMINAL PAIN  
GENITAL HAEMORRHAGE  
SENSATION OF PRESSURE  
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Detailed Report
8709213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709213 NON-EXPEDITED N OT US-BAYER-2012-078334 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK 26 DAY BAYER
DEVICE EXPULSION  

8709280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709280 NON-EXPEDITED N US-TEVA-352087USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8709316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709316 NON-EXPEDITED N OT US-BAYER-2012-076198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 711 DAY BAYER
ABDOMINAL PAIN  
COMPLICATION OF DEVICE REMOVAL  
DEVICE BREAKAGE  
DISCOMFORT  
EMOTIONAL DISTRESS  
INJURY  
MENSTRUATION IRREGULAR  
PAIN  
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Detailed Report
8709317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709317 NON-EXPEDITED N OT US-BAYER-2012-078347 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
ALOPECIA  
URTICARIA  
VAGINITIS BACTERIAL  

8709338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709338 NON-EXPEDITED N US-TEVA-352112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8709376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709376 NON-EXPEDITED N US-TEVA-352139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8709397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709397 NON-EXPEDITED N US-BAYER-2012-075183 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPLICATION SITE URTICARIA CLIMARA PRO S TRANSDERMAL UNK  BAYER
APPLICATION SITE RASH  
PRODUCT ADHESION ISSUE  
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Detailed Report
8709405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709405 NON-EXPEDITED N US-TEVA-352081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8709491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709491 NON-EXPEDITED N OT US-BAYER-2012-076161 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 483 DAY BAYER
EMOTIONAL DISTRESS  
INJURY  
PAIN  
POST PROCEDURAL DISCOMFORT  

8709493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709493 EXPEDITED (15-DAY) N OT US-BAYER-2012-076097 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IMMUNOSUPPRESSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
ALOPECIA  
ANXIETY  
DERMAL CYST  
FUNGAL INFECTION  
PRESYNCOPE  
SCAR  
SUICIDAL IDEATION  
VAGINITIS BACTERIAL  
WEIGHT DECREASED  
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Detailed Report
8709494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709494 NON-EXPEDITED N OT US-BAYER-2012-079099 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE EXPULSION  
PAIN  

8709495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709495 NON-EXPEDITED Y OT US-BAYER-2012-078122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER
DEVICE EXPULSION  
PAIN  
VAGINAL DISCHARGE  

8709516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709516 NON-EXPEDITED N US-TEVA-352172USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8709565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709565 NON-EXPEDITED N US-TEVA-352150USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

BIRTH CONTROL PILL C  
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Detailed Report
8709571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709571 NON-EXPEDITED N US-TEVA-352157USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN LOWER  

8709760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709760 NON-EXPEDITED N US-TEVA-352159USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE  
HEADACHE  

8709767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709767 NON-EXPEDITED N US-TEVA-352166USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8709793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709793 NON-EXPEDITED N US-TEVA-352164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8709832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709832 NON-EXPEDITED N US-TEVA-352182USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8709888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8709888 NON-EXPEDITED N US-TEVA-352152USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY  

8727880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8727880 DIRECT N LT,OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 1,   5 YRS  
DEVICE DISLOCATION  

8730244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2012 8730244 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  
ACNE  
DEPRESSION  
LOSS OF LIBIDO  
PELVIC PAIN  
VAGINAL DISCHARGE  
WEIGHT INCREASED  

8328555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8328555 EXPEDITED (15-DAY) CA,OT FR-BAYER-2012-002331 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trisomy 21 Mirena S TRANSPLACENTAL UNK  BAYER

Mirena S TRANSPLACENTAL UNK  BAYER
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Detailed Report
8340889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8340889 NON-EXPEDITED N US-BAYER-2012-004908 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MOTRIN C  
HEADACHE  
NAUSEA  
PAIN  
VOMITING  

8475524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8475524 NON-EXPEDITED Y US-BAYER-2012-027691 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INJURY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8559971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8559971 NON-EXPEDITED N OT US-BAYER-2012-045241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8638044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8638044 NON-EXPEDITED Y OT US-BAYER-2012-062551 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8641697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8641697 EXPEDITED (15-DAY) Y OT CA-BAYER-2012-063301 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEEP VEIN THROMBOSIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8709496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8709496 NON-EXPEDITED N OT US-BAYER-2012-077109 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S  BAYER
ABDOMINAL PAIN MIRENA S  BAYER
ORGASM ABNORMAL MIRENA S  BAYER
ANXIETY  
EMOTIONAL DISTRESS  
PAIN  
PROCEDURAL PAIN  
STRESS  

8710360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710360 EXPEDITED (15-DAY) N OT BR-BAYER-2012-076742 45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 µg/d, CONT 155 DAY BAYER
BREAST ENLARGEMENT CALCIUM CARBONATE C ORAL 2 DF, QD  
BLOOD TESTOSTERONE DECREASED  
C-REACTIVE PROTEIN INCREASED  
OESTRADIOL INCREASED  

8710367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710367 NON-EXPEDITED N OT US-BAYER-2012-079156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1395 DAY BAYER
DEVICE EXPULSION  
EMOTIONAL DISTRESS  
INJURY  
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Detailed Report
8710368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710368 NON-EXPEDITED Y OT US-BAYER-2012-076799 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8710369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710369 EXPEDITED (15-DAY) N OT US-BAYER-2012-077901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 650 DAY BAYER
ABDOMINAL PAIN LOWER  
EMOTIONAL DISTRESS  
HYSTERECTOMY  
INJURY  
OOPHORECTOMY BILATERAL  
OVARIAN CYST  
PAIN  
PELVIC ADHESIONS  

8710376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710376 NON-EXPEDITED N US-TEVA-352131USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8710409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710409 NON-EXPEDITED N US-TEVA-352141USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8710460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710460 NON-EXPEDITED N OT US-BAYER-2012-077307 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8710488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710488 NON-EXPEDITED N US-TEVA-352162USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FATIGUE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8710534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710534 NON-EXPEDITED N US-BAYER-2012-077580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8710535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710535 NON-EXPEDITED N US-TEVA-352088USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
INSOMNIA LOESTRIN 1.5/30 21 DAY C  
BREAST TENDERNESS  
NIPPLE DISORDER  
PELVIC PAIN  

8710603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710603 EXPEDITED (15-DAY) N OT BR-BAYER-2012-079163 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8710610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710610 NON-EXPEDITED N OT US-BAYER-2012-078620 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, UNK 42 DAY BAYER
ABDOMINAL PAIN  

8710757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710757 NON-EXPEDITED N US-TEVA-352165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8710827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710827 NON-EXPEDITED N US-TEVA-352169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8710954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710954 NON-EXPEDITED N OT US-BAYER-2012-079435 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 512 DAY BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
EMOTIONAL DISORDER  
INJURY  
MENSTRUATION IRREGULAR  
PAIN  
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8710955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710955 NON-EXPEDITED N OT US-BAYER-2012-079345 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1079 DAY BAYER
ABDOMINAL PAIN  
EMOTIONAL DISORDER  
INJURY  
MENSTRUATION IRREGULAR  
PAIN  
PELVIC PAIN  

8710956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8710956 NON-EXPEDITED N US-TEVA-352200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8711079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711079 NON-EXPEDITED N US-TEVA-352305USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

BIRTH CONTROL PILL C  

8711099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711099 NON-EXPEDITED N US-TEVA-352189USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8711106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711106 NON-EXPEDITED N US-TEVA-352311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  

8711120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711120 NON-EXPEDITED N US-TEVA-352185USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  
VOMITING  

8711151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711151 NON-EXPEDITED N US-TEVA-352183USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8711245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711245 NON-EXPEDITED N OT US-BAYER-2012-078542 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8711246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711246 NON-EXPEDITED N OT US-BAYER-2012-079394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 801 DAY BAYER
EMOTIONAL DISORDER  
INJURY  
PAIN  
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8711252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711252 NON-EXPEDITED N US-TEVA-352333USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8711406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711406 NON-EXPEDITED Y US-BAYER-2012-077631 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8711485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711485 NON-EXPEDITED N US-TEVA-352286USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

UNSPECIFIED INGREDIENT S  

8711677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711677 NON-EXPEDITED N US-TEVA-352402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8711724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711724 NON-EXPEDITED N US-TEVA-352401USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8711742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711742 NON-EXPEDITED N US-BAYER-2012-078524 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8711756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711756 EXPEDITED (15-DAY) Y HO US-
WATSON-2012-13621

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PORTAL VEIN THROMBOSIS LEVONORGESTREL S UNKNOWN UNK  WATSON
HEPATIC ISCHAEMIA  

8711762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711762 NON-EXPEDITED Y US-BAYER-2012-075591 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8711790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711790 NON-EXPEDITED N US-TEVA-352397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

BIRTH CONTROL PILLS C  

8711806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711806 NON-EXPEDITED N US-TEVA-352371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  
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8711810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711810 EXPEDITED (15-DAY) Y OT DE-BAYER-2011-105242 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
DEVICE EXPULSION  
POSTPARTUM HAEMORRHAGE  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8711811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711811 NON-EXPEDITED N OT US-BAYER-2012-077592 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
DEVICE EXPULSION  
MENSTRUATION DELAYED  
WEIGHT INCREASED  

8711881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8711881 NON-EXPEDITED N US-TEVA-352323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN  

8712093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8712093 NON-EXPEDITED Y US-BAYER-2012-076800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8712094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2012 8712094 NON-EXPEDITED Y US-BAYER-2012-075857 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTENTIONAL MEDICAL DEVICE REMOVAL BY
PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER

DEVICE EXPULSION  

8484608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8484608 NON-EXPEDITED Y US-BAYER-2012-027103 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 µg/d, CONT 1 DAY BAYER

8557422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8557422 NON-EXPEDITED Y OT US-BAYER-2012-043591 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  

8568706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8568706 NON-EXPEDITED Y OT US-BAYER-2012-046302 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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8582753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8582753 NON-EXPEDITED Y OT US-BAYER-2012-052052 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT 10 DAY BAYER
BACK PAIN  
DEVICE EXPULSION  
PELVIC PAIN  

8589220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8589220 NON-EXPEDITED Y OT US-BAYER-2012-053784 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 21 DAY BAYER

8638029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8638029 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2012-060903 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S UNK  BAYER
HEMIPLEGIA SINGULAIR C  
AMENORRHOEA ATARAX C  

THEOPHYLLINE C  
ESOMEPRAZOLE C  
FLUTICASONE PROPIONATE
\SALMETEROL XINAFOATE

C  

8645298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8645298 NON-EXPEDITED Y US-BAYER-2012-064295 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER

MULTI-VITAMIN C UNK UNK, PRN  
IBUPROFEN C 20 mg, PRN  BAYER
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8647932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8647932 NON-EXPEDITED N OT US-BAYER-2012-064829 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
ABDOMINAL PAIN LOWER  
DEVICE COMPONENT ISSUE  

8657567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8657567 NON-EXPEDITED Y OT US-BAYER-2012-066581 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8671808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8671808 EXPEDITED (15-DAY) N OT US-TEVA-348763USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST PAIN  
DRUG INEFFECTIVE  
HUMAN CHORIONIC GONADOTROPIN
DECREASED

 

MENSTRUATION DELAYED  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

VAGINAL HAEMORRHAGE  
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8686864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8686864 EXPEDITED (15-DAY) Y DS FR-BAYER-2012-074900 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
EYE MOVEMENT DISORDER MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DIPLOPIA  
STRABISMUS  

8692620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8692620 NON-EXPEDITED N US-TEVA-350569USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  

8712514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712514 NON-EXPEDITED N OT US-BAYER-2012-079830 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 197 DAY BAYER

8712648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712648 NON-EXPEDITED N US-TEVA-352463USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VENTOLIN C  
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Detailed Report
8712755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712755 NON-EXPEDITED N OT SE-BAYER-2012-079783 45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST DISCOMFORT  
HYPOAESTHESIA  
SYNCOPE  
VAGINAL HAEMORRHAGE  

8712765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712765 NON-EXPEDITED N US-TEVA-352440USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8712784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712784 NON-EXPEDITED N US-BAYER-2012-078506 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8712785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712785 NON-EXPEDITED Y US-BAYER-2012-076130 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 148 DAY BAYER

MIRENA S  BAYER

8712787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712787 NON-EXPEDITED Y US-BAYER-2012-078507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL SWELLING MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
POLLAKIURIA  
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Detailed Report
8712788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712788 NON-EXPEDITED N US-BAYER-2012-079622 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
ADVERSE EVENT  
BREAST TENDERNESS  
HEADACHE  

8712789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712789 NON-EXPEDITED Y US-BAYER-2012-078814 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 164 DAY BAYER
MEDICAL DEVICE DISCOMFORT  

8712790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712790 NON-EXPEDITED Y US-BAYER-2012-079926 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 283 DAY BAYER

8712791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712791 NON-EXPEDITED Y US-BAYER-2012-078797 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 46 DAY BAYER

8712793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712793 NON-EXPEDITED Y US-BAYER-2012-079859 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8712794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712794 NON-EXPEDITED Y US-BAYER-2012-077681 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8712796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712796 NON-EXPEDITED Y US-BAYER-2012-079929 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S 20 mcg/24hr, CONT 37 DAY BAYER
DEVICE EXPULSION  

8712798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712798 NON-EXPEDITED Y US-BAYER-2012-078443 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8712807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712807 NON-EXPEDITED Y US-BAYER-2012-079638 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 18 DAY BAYER

8712809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712809 NON-EXPEDITED Y US-BAYER-2012-079958 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8712811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712811 NON-EXPEDITED Y US-BAYER-2012-079846 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER
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Detailed Report
8712813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712813 NON-EXPEDITED Y US-BAYER-2012-076374 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 17 DAY BAYER

8712814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712814 NON-EXPEDITED Y US-BAYER-2012-078610 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 105 DAY BAYER
COITAL BLEEDING  

8712941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712941 NON-EXPEDITED N US-TEVA-352412USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8712992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8712992 NON-EXPEDITED N US-TEVA-352410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS  

8713065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713065 NON-EXPEDITED N US-TEVA-352394USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED ADDERALL C  
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Detailed Report
8713141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713141 NON-EXPEDITED N US-TEVA-352374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713233 NON-EXPEDITED N US-TEVA-352627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8713297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713297 NON-EXPEDITED Y US-BAYER-2012-077706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8713302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713302 NON-EXPEDITED Y US-BAYER-2012-077684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8713344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713344 EXPEDITED (15-DAY) Y OT US-BAYER-2012-078550 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

Page: 11,450 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8713345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713345 NON-EXPEDITED N US-TEVA-352589USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8713360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713360 NON-EXPEDITED N US-TEVA-352604USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713461 NON-EXPEDITED Y US-BAYER-2012-079220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8713462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713462 NON-EXPEDITED Y US-BAYER-2012-078120 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S INTRAUTERINE UNK  BAYER

8713463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713463 NON-EXPEDITED Y US-BAYER-2012-078569 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 64 DAY BAYER

8713464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713464 NON-EXPEDITED N US-BAYER-2012-079153 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 182 DAY BAYER
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8713478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713478 NON-EXPEDITED Y US-BAYER-2012-079088 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8713502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713502 EXPEDITED (15-DAY) Y HO PHHY2012FR065872 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROOESOPHAGEAL REFLUX DISEASE LEVONORGESTREL S ORAL  
FUNGAL INFECTION OXAZEPAM C  
ANGIOEDEMA ESCITALOPRAM OXALATE C  
PYREXIA PYOSTACINE C ORAL 4 DAY
ORAL PAIN BRONCHOKOD C ORAL UNK 4 DAY
DYSPHONIA PREDNISOLONE C  
PARAESTHESIA VESICARE C ORAL 4 DAY
EYELID OEDEMA FENTICONAZOLE NITRATE C  
FACE OEDEMA  

8713513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713513 NON-EXPEDITED N US-TEVA-352611USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
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Detailed Report
8713543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713543 NON-EXPEDITED N US-TEVA-352450USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  
DIZZINESS  
FATIGUE  
NAUSEA  

8713574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713574 NON-EXPEDITED Y US-BAYER-2012-079030 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8713583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713583 NON-EXPEDITED N US-TEVA-352441USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713744 NON-EXPEDITED N US-TEVA-352464USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713768 NON-EXPEDITED N US-TEVA-352467USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL PRURITUS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8713818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713818 NON-EXPEDITED N US-TEVA-352668USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PHENAZOPYRIDINE
HYDROCHLORIDE

C  

8713845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713845 NON-EXPEDITED N US-TEVA-352643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713846 NON-EXPEDITED N US-BAYER-2012-078880 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8713847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713847 NON-EXPEDITED N US-BAYER-2012-078815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S  BAYER
FATIGUE  
LIBIDO DECREASED  
MOOD ALTERED  

8713848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713848 NON-EXPEDITED Y OT US-BAYER-2012-078879 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
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Detailed Report
8713850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713850 NON-EXPEDITED N US-BAYER-2012-078932 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 113 DAY BAYER

8713851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713851 NON-EXPEDITED N US-BAYER-2012-079768 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8713853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713853 NON-EXPEDITED Y US-BAYER-2012-079879 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 240 DAY BAYER

MIRENA S  BAYER

8713938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713938 NON-EXPEDITED N US-TEVA-352666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713961 NON-EXPEDITED N US-TEVA-352705USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  
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Detailed Report
8713997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8713997 NON-EXPEDITED N US-TEVA-352600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GASTROENTERITIS VIRAL PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  

8714085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2012 8714085 NON-EXPEDITED N OT US-BAYER-2012-077867 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER

8085406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8085406 EXPEDITED (15-DAY) N OT US-BAYER-2011-062860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION SUICIDAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HORMONE LEVEL ABNORMAL  
PROCEDURAL PAIN  

8587554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8587554 NON-EXPEDITED Y US-BAYER-2012-053413 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8665155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8665155 NON-EXPEDITED Y OT US-BAYER-2012-068989 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 21 DAY BAYER
DEVICE EXPULSION METFORMIN HYDROCHLORIDE C 500 mg, UNK  

SIMVASTATIN C 10 mg, UNK  
XANAX C 25 mg, PRN  
ZOLOFT C 100 mg, UNK  
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8692936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8692936 NON-EXPEDITED N US-BAYER-2012-075141 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8693459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8693459 NON-EXPEDITED N US-TEVA-350817USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8714385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714385 NON-EXPEDITED N OT US-BAYER-2012-078882 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, UNK  BAYER
MENORRHAGIA  
PALLOR  
PRESYNCOPE  
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8714386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714386 NON-EXPEDITED Y OT US-BAYER-2012-078566 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8714388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714388 EXPEDITED (15-DAY) N OT US-TEVA-351824USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PANIC ATTACK XANAX C  
ANXIETY  
HYPERHIDROSIS  
MENSTRUATION IRREGULAR  
TREMOR  

8714513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714513 NON-EXPEDITED N US-BAYER-2012-080344 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8714514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714514 NON-EXPEDITED Y US-BAYER-2012-079900 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 166 DAY BAYER

8714515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714515 NON-EXPEDITED Y US-BAYER-2012-079304 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8714516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714516 NON-EXPEDITED Y US-BAYER-2012-077604 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S  BAYER
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Detailed Report
8714517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714517 NON-EXPEDITED Y US-BAYER-2012-080332 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8714518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714518 NON-EXPEDITED Y US-BAYER-2012-079850 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8714519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714519 NON-EXPEDITED Y US-BAYER-2012-079608 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8714520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714520 NON-EXPEDITED N US-BAYER-2012-080402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 448 DAY BAYER

8714521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714521 NON-EXPEDITED Y US-BAYER-2012-080407 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 1 DAY BAYER

8714522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714522 NON-EXPEDITED N US-BAYER-2012-080322 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 122 DAY BAYER
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Detailed Report
8714548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714548 NON-EXPEDITED N US-TEVA-352729USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ASTHENIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
HEADACHE  
NAUSEA  
VAGINAL DISCHARGE  

8714693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714693 NON-EXPEDITED N US-TEVA-352734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8714734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714734 NON-EXPEDITED Y US-BAYER-2012-075666 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 35 DAY BAYER

8714735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714735 NON-EXPEDITED N US-BAYER-2012-079236 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8714737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714737 NON-EXPEDITED Y US-BAYER-2012-076026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
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Detailed Report
8714787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714787 NON-EXPEDITED N OT US-BAYER-2012-078489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8714788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714788 EXPEDITED (15-DAY) N OT US-BAYER-2012-078388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENTAL DISORDER MIRENA S 20 µg/d, CONT  BAYER

8714789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714789 NON-EXPEDITED N OT US-BAYER-2012-078887 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
PRURITUS  

8714790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714790 NON-EXPEDITED N OT US-BAYER-2012-079276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIGRAINE  

8714816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714816 EXPEDITED (15-DAY) Y OT FI-BAYER-2012-080052 29 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRITIS MIRENA S INTRAUTERINE 20 µg, CONT 67 DAY BAYER
CERVICITIS STREPTOCOCCAL  
VAGINAL INFECTION  
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Detailed Report
8714817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714817 EXPEDITED (15-DAY) N OT BR-BAYER-2012-077339 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
HYPERTHYROIDISM MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
THYROID NEOPLASM ATORVASTATIN CALCIUM C ORAL 1 DF, HS 30 DAY

8714855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714855 NON-EXPEDITED N US-TEVA-352605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8714888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714888 NON-EXPEDITED Y OT US-BAYER-2012-080071 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
DEVICE EXPULSION  

8714904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714904 NON-EXPEDITED Y US-BAYER-2012-075965 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 95 DAY BAYER

8714918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714918 NON-EXPEDITED N OT US-BAYER-2012-079807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
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8714919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8714919 NON-EXPEDITED N OT US-BAYER-2012-079692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  

8715231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715231 NON-EXPEDITED N US-TEVA-352713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8715261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715261 NON-EXPEDITED N US-TEVA-352608USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8715272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715272 NON-EXPEDITED N US-TEVA-352732USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN CLARITIN C  

8715294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715294 NON-EXPEDITED N US-TEVA-352745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8715412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715412 NON-EXPEDITED N OT US-BAYER-2012-078577 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER

8715443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715443 NON-EXPEDITED N US-TEVA-352758USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8715604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715604 NON-EXPEDITED Y US-BAYER-2012-079027 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8715612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715612 NON-EXPEDITED N US-BAYER-2012-077640 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  

8715613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715613 NON-EXPEDITED Y US-BAYER-2012-078326 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 211 DAY BAYER
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8715665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715665 NON-EXPEDITED N OT US-BAYER-2012-080625 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE DISLOCATION  
EMOTIONAL DISTRESS  
INFECTIOUS PERITONITIS  
INJURY  
PAIN  

8715708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715708 NON-EXPEDITED N US-BAYER-2012-079753 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8715709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715709 NON-EXPEDITED N US-BAYER-2012-080072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
DYSPEPSIA  
WEIGHT INCREASED  

8715710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715710 NON-EXPEDITED N US-BAYER-2012-079743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
MUSCULOSKELETAL PAIN  
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8715781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715781 NON-EXPEDITED N US-TEVA-352974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INFLUENZA LIKE ILLNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8715842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715842 NON-EXPEDITED Y US-BAYER-2012-080287 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8715843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8715843 NON-EXPEDITED N US-BAYER-2012-080345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8716078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716078 NON-EXPEDITED N OT US-BAYER-2012-079206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1845 DAY BAYER
EMOTIONAL DISORDER  
INJURY  
PAIN  

8716079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716079 EXPEDITED (15-DAY) N HO US-BAYER-2012-078483 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC CONGESTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BACK PAIN  
DYSPAREUNIA  
PELVIC PAIN  
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8716080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716080 EXPEDITED (15-DAY) N OT US-BAYER-2012-078612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
STAPHYLOCOCCAL INFECTION MIRENA S 20 mcg/24hr, CONT  BAYER
PITUITARY TUMOUR MIRENA S  BAYER
AUTOIMMUNE THYROIDITIS  
COELIAC DISEASE  
FATIGUE  
INTERVERTEBRAL DISC PROTRUSION  
MENOPAUSE  
NERVE INJURY  
PAIN  
POLYMENORRHOEA  
UMBILICAL HERNIA  
WEIGHT DECREASED  

8716098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716098 NON-EXPEDITED N OT US-BAYER-2012-080068 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DIZZINESS  

8716101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716101 NON-EXPEDITED N OT US-BAYER-2012-079808 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
DIARRHOEA MIRENA S  BAYER
ABDOMINAL PAIN  
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8716102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8716102 NON-EXPEDITED N OT US-BAYER-2012-080385 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE Daily dose 20 µg 67 DAY BAYER
VAGINAL HAEMORRHAGE MIRENA S  BAYER

8739067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2012 8739067 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S  
MENORRHAGIA  

8590550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8590550 NON-EXPEDITED Y OT US-BAYER-2012-053677 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1901 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  
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8670972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8670972 NON-EXPEDITED N OT US-BAYER-2012-070025 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 98 DAY BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
ACNE  
BACK PAIN  
BREAST TENDERNESS  
DISCOMFORT  
HIRSUTISM  
INFECTION  
MEDICAL DEVICE DISCOMFORT  
OEDEMA PERIPHERAL  
PATIENT-DEVICE INCOMPATIBILITY  
POLYMENORRHAGIA  

8716761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716761 NON-EXPEDITED N OT US-BAYER-2012-080825 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE UNK 70 DAY BAYER

8716783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716783 NON-EXPEDITED Y US-BAYER-2012-077371 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8716784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716784 NON-EXPEDITED N US-BAYER-2012-077274 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 68 DAY BAYER
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8716786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716786 NON-EXPEDITED Y US-BAYER-2012-076058 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 13 DAY BAYER

8716787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716787 NON-EXPEDITED Y US-BAYER-2012-079254 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 150 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8716789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716789 NON-EXPEDITED Y US-BAYER-2012-079911 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8716793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716793 NON-EXPEDITED Y US-BAYER-2012-080343 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 38 DAY BAYER

8716890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8716890 NON-EXPEDITED Y US-BAYER-2012-080362 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1112 DAY BAYER
ABDOMINAL PAIN LOWER  
PAIN  
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8717251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717251 EXPEDITED (15-DAY) N OT US-BAYER-2012-078971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PULMONARY EMBOLISM MIRENA S 20 µg/d, UNK  BAYER

8717299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717299 NON-EXPEDITED N US-TEVA-352847USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LEXAPRO C  

8717301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717301 NON-EXPEDITED Y OT US-BAYER-2012-080264 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING MIRENA S  BAYER

8717363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717363 NON-EXPEDITED N US-BAYER-2012-079651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OEDEMA PERIPHERAL MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8717364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717364 NON-EXPEDITED N US-BAYER-2012-080064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECZEMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8717366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717366 NON-EXPEDITED Y US-BAYER-2012-080833 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S CUTANEOUS  BAYER
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8717549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717549 NON-EXPEDITED N US-TEVA-352954USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8717554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717554 NON-EXPEDITED Y US-BAYER-2012-075015 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8717556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717556 NON-EXPEDITED N US-BAYER-2012-077612 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK  BAYER

8717560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717560 NON-EXPEDITED N US-TEVA-352925USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE  
PELVIC PAIN  

8717563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717563 NON-EXPEDITED N US-TEVA-352911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
HEADACHE  
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8717564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717564 NON-EXPEDITED N US-TEVA-352836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8717597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717597 NON-EXPEDITED N US-BAYER-2012-080267 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST PAIN  
DIZZINESS  
FATIGUE  
PRURITUS GENERALISED  
RASH PAPULAR  
URTICARIA  

8717641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717641 NON-EXPEDITED Y US-BAYER-2012-076776 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 29 DAY BAYER

8717642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717642 NON-EXPEDITED Y US-BAYER-2012-077207 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8717643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717643 NON-EXPEDITED Y US-BAYER-2012-077053 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

Page: 11,473 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8717845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717845 NON-EXPEDITED Y US-BAYER-2012-080641 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 213 DAY BAYER

8717866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717866 NON-EXPEDITED N US-TEVA-353108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8717913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717913 NON-EXPEDITED N US-TEVA-352842USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8717936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8717936 NON-EXPEDITED N US-BAYER-2012-077084 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8718001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718001 NON-EXPEDITED N US-TEVA-352994USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8718035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718035 NON-EXPEDITED N US-TEVA-352857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LEVONORGESTREL S  
ORAL CONTRACEPTIVE C  
ANTIBIOTIC C  

8718036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718036 NON-EXPEDITED N US-TEVA-352946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  

8718067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718067 NON-EXPEDITED N US-TEVA-352922USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  

8718106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718106 NON-EXPEDITED N US-TEVA-352895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8718148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718148 NON-EXPEDITED Y US-BAYER-2012-077402 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 200 DAY BAYER
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8718150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718150 NON-EXPEDITED N US-TEVA-352855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8718199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718199 NON-EXPEDITED N US-TEVA-353165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8718224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718224 NON-EXPEDITED Y US-BAYER-2012-081366 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8718225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718225 NON-EXPEDITED Y US-BAYER-2012-079126 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 253 DAY BAYER

8718305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718305 NON-EXPEDITED Y US-BAYER-2012-079932 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, Daily 75 DAY BAYER
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8718383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718383 NON-EXPEDITED N US-TEVA-353159USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY LABETALOL HCL C  

8718507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8718507 NON-EXPEDITED N US-TEVA-352832USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
DIZZINESS  
INTENTIONAL OVERDOSE  
PELVIC PAIN  

8739560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8739560 DIRECT N DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
QUALITY OF LIFE DECREASED MIRENA S  BAYER
ANXIETY  
ARTHRALGIA  
FATIGUE  
FEELING ABNORMAL  
GASTROOESOPHAGEAL REFLUX DISEASE  
HORMONE LEVEL ABNORMAL  
LOSS OF EMPLOYMENT  
MYALGIA  
PALPITATIONS  
SJOGREN'S SYNDROME  
THYROID NEOPLASM  
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8739840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8739840 DIRECT N RI 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S  
UTERINE PERFORATION  

8741830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2012 8741830 DIRECT Y 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MALAISE MIRENA S  BAYER
ABDOMINAL DISTENSION  
BACK PAIN  
BREAST SWELLING  
MENSTRUATION IRREGULAR  
MIGRAINE  
PAIN  

8194207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8194207 EXPEDITED (15-DAY) Y HO,OT US-BAYER-2011-099490 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
MENSTRUATION DELAYED LABETALOL HCL C ORAL 400 mg, BID  
DEVICE DISLOCATION VITAMINS NOS C  
DEVICE BREAKAGE  
UTERINE ATONY  

8416598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8416598 NON-EXPEDITED N US-BAYER-2012-015220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S 20 mcg/24hr, CONT  BAYER
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8447041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8447041 NON-EXPEDITED Y OT US-BAYER-2012-020969 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1099 DAY BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8484094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8484094 NON-EXPEDITED Y OT US-BAYER-2012-029124 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  
DYSPAREUNIA  
MENSTRUAL DISORDER  
PAIN  

8553259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8553259 NON-EXPEDITED Y OT US-BAYER-2012-044794 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 253 DAY BAYER
DEPRESSION  
DEVICE DISLOCATION  
DEVICE INTOLERANCE  
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

 

NAUSEA  
NERVOUSNESS  
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8570568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8570568 NON-EXPEDITED N HO US-BAYER-2012-046451 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE Daily dose 20 µg 1231 DAY BAYER

8587562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8587562 NON-EXPEDITED N US-BAYER-2012-053351 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8594685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8594685 NON-EXPEDITED N OT US-BAYER-2012-054832 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8628129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8628129 NON-EXPEDITED N OT US-BAYER-2012-059545 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

FLAGYL C  

8635359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8635359 NON-EXPEDITED N OT US-BAYER-2012-062375 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

CYTOTEC C 200 mg, QID  
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8639837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8639837 NON-EXPEDITED N HO US-BAYER-2012-059908 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 183 DAY BAYER
PELVIC PAIN MIRENA S  BAYER
BACK PAIN PROTONIX C  
ADVERSE EVENT AZELEX C  

FLUTICASONE PROPIONATE C  
RHINOCORT C  
PROPYLENE GLYCOL C  

8645016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8645016 NON-EXPEDITED Y US-BAYER-2012-064372 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
MEDICAL DEVICE COMPLICATION  

8649290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8649290 NON-EXPEDITED N OT US-BAYER-2012-065586 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8658724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8658724 NON-EXPEDITED N OT US-BAYER-2012-067635 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 47 DAY BAYER
ABDOMINAL PAIN MIRENA S  BAYER
DEVICE DISLOCATION  
MUSCLE SPASMS  
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8680323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8680323 NON-EXPEDITED N US-TEVA-349775USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VAGINAL DISCHARGE NUVARING C  
DIARRHOEA  
NAUSEA  
PELVIC PAIN  
VOMITING  

8681913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8681913 NON-EXPEDITED N US-TEVA-349906USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8693383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8693383 NON-EXPEDITED N US-TEVA-350934USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8695271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8695271 NON-EXPEDITED N US-TEVA-351153USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8708455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8708455 NON-EXPEDITED N US-TEVA-351771USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEPRESSION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ANXIETY  
MENSTRUATION DELAYED  
STRESS  

8719398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719398 NON-EXPEDITED Y US-BAYER-2012-079159 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8719399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719399 NON-EXPEDITED Y US-BAYER-2012-075091 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 253 DAY BAYER

8719401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719401 NON-EXPEDITED Y US-BAYER-2012-076884 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8719402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719402 NON-EXPEDITED N US-BAYER-2012-077659 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 5 DAY BAYER
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8719406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719406 NON-EXPEDITED N US-TEVA-353168USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8719410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719410 NON-EXPEDITED N US-BAYER-2012-081427 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8719411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719411 NON-EXPEDITED Y US-BAYER-2012-081284 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 72 DAY BAYER

8719412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719412 NON-EXPEDITED Y US-BAYER-2012-081118 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE Daily dose 20 µg 7 DAY BAYER

MIRENA S  BAYER

8719413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719413 NON-EXPEDITED N US-BAYER-2012-081138 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 62 DAY BAYER
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8719415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719415 NON-EXPEDITED Y US-BAYER-2012-081424 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 101 DAY BAYER
DEVICE EXPULSION  

8719435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719435 NON-EXPEDITED N US-TEVA-353181USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENORRHAGIA LISINOPRIL C  

AMLODIPINE BESYLATE C  

8719530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719530 NON-EXPEDITED N US-TEVA-353122USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PHENTERMINE C  

8719583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719583 NON-EXPEDITED N US-TEVA-353372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  

8719589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719589 NON-EXPEDITED N US-BAYER-2012-081108 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8719590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719590 NON-EXPEDITED Y US-BAYER-2012-080663 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 246 DAY BAYER
DEVICE DEPLOYMENT ISSUE  

8719591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719591 NON-EXPEDITED Y US-BAYER-2012-080255 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S 20 mcg/24hr, UNK  BAYER
DEVICE DIFFICULT TO USE  

8719620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719620 NON-EXPEDITED N US-TEVA-353384USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8719651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719651 NON-EXPEDITED N US-TEVA-353149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8719828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719828 NON-EXPEDITED N US-TEVA-353170USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8719934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719934 NON-EXPEDITED N US-TEVA-353161USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8719980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8719980 EXPEDITED (15-DAY) Y OT AU-BAYER-2012-080949 48 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEAFNESS MIRENA S INTRAUTERINE UNK  BAYER

MIRENA S  BAYER

8720001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720001 NON-EXPEDITED N US-TEVA-353146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VULVOVAGINAL BURNING SENSATION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR BIRTH CONTROL C  

8720038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720038 NON-EXPEDITED N OT US-BAYER-2012-081523 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8720046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720046 NON-EXPEDITED N OT US-BAYER-2012-080586 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN MIRENA S 20 µg/d, UNK 3 DAY BAYER

8720089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720089 NON-EXPEDITED N US-TEVA-353148USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8720114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720114 NON-EXPEDITED Y US-BAYER-2012-081246 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8720115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720115 NON-EXPEDITED N US-BAYER-2012-075743 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8720116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720116 NON-EXPEDITED N US-BAYER-2012-077910 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL COMPLICATION MIRENA S UNK  BAYER
DEVICE DIFFICULT TO USE  

8720118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720118 NON-EXPEDITED N US-BAYER-2012-077932 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPERHIDROSIS CLIMARA PRO S  BAYER
APPLICATION SITE DRYNESS  
APPLICATION SITE ERYTHEMA  
INSOMNIA  
SKIN IRRITATION  

8720124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720124 NON-EXPEDITED Y US-BAYER-2012-078375 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 82 DAY BAYER
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8720146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720146 NON-EXPEDITED N US-TEVA-353166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8720147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720147 NON-EXPEDITED N US-TEVA-353215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
INCORRECT STORAGE OF DRUG  

8720184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720184 NON-EXPEDITED Y US-BAYER-2012-080297 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8720234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720234 NON-EXPEDITED US-TEVA-353173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8720347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720347 EXPEDITED (15-DAY) N OT PL-TEVA-352767ISR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION LEVONORGESTREL S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN LOWER  
FATIGUE  
MOOD DISORDER DUE TO A GENERAL
MEDICAL CONDITION

 

MUSCLE SPASMS  
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Detailed Report
8720348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720348 NON-EXPEDITED N US-TEVA-353175USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST ENLARGEMENT CLONAZEPAM C ORAL .5 Milligram Daily;  
BREAST DISCOMFORT  
BREAST PAIN  
BREAST TENDERNESS  
FATIGUE  
MENSTRUATION IRREGULAR  
NIPPLE PAIN  

8720408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720408 NON-EXPEDITED N US-BAYER-2012-078560 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE UNK 55 DAY BAYER

8720409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720409 NON-EXPEDITED Y US-BAYER-2012-079161 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

8720410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720410 NON-EXPEDITED Y US-BAYER-2012-081508 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 15 DAY BAYER
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8720411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720411 NON-EXPEDITED N US-BAYER-2012-081721 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8720412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720412 NON-EXPEDITED Y US-BAYER-2012-081690 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8720478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720478 NON-EXPEDITED N US-BAYER-2012-080356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S  BAYER
ANXIETY  
BACK PAIN  
CONSTIPATION  
HEADACHE  
IRRITABILITY  
OCULAR ICTERUS  
PAIN IN EXTREMITY  
PALPITATIONS  
WEIGHT INCREASED  

8720555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720555 NON-EXPEDITED Y US-BAYER-2012-081504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8720557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720557 NON-EXPEDITED Y OT US-BAYER-2012-081120 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER

8720558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720558 NON-EXPEDITED Y US-BAYER-2012-081515 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER

MIRENA S  BAYER

8720597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720597 NON-EXPEDITED N US-TEVA-353457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8720692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720692 NON-EXPEDITED N US-BAYER-2012-080582 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 50 DAY BAYER

MIRENA S  BAYER

8720694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720694 NON-EXPEDITED Y US-BAYER-2012-081681 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH PRURITIC CLIMARA PRO S TRANSDERMAL 0.045mg/0.015mg/day  BAYER
ANGER  
MOOD ALTERED  
UNEVALUABLE EVENT  
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8720695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720695 NON-EXPEDITED N US-BAYER-2012-081144 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER

MIRENA S UNK  BAYER

8720735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720735 NON-EXPEDITED Y US-BAYER-2012-081146 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 155 DAY BAYER

8720736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720736 NON-EXPEDITED N US-BAYER-2012-076051 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8720738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720738 EXPEDITED (15-DAY) Y OT FR-BAYER-2012-079603 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S UNK 4 DAY BAYER
PRESYNCOPE LEVONORGESTREL C ORAL 1 DF, QD 60 DAY
ALLERGIC OEDEMA  
ANGIOEDEMA  
PARAESTHESIA OF GENITAL FEMALE  
PRURITUS  
URTICARIA  
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8720742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720742 NON-EXPEDITED N US-TEVA-353434USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8720942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720942 NON-EXPEDITED N US-TEVA-353462USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8720960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720960 EXPEDITED (15-DAY) N OT CA-BAYER-2012-077884 32 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
BLOOD URINE PRESENT  
OVARIAN CYST  
RENAL CYST  
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Detailed Report
8720982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8720982 NON-EXPEDITED N OT US-BAYER-2012-080066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
POST PROCEDURAL HAEMORRHAGE LORAZEPAM C  
BACK PAIN LORAZEPAM C  
HEADACHE KERAZAMATIN C  
PAIN IN EXTREMITY KERAZAMATIN C  
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
DEPRESSED MOOD  
FATIGUE  
HYPERSOMNIA  
LIBIDO DECREASED  
MENSTRUATION DELAYED  
NAUSEA  
NO ADVERSE EVENT  
PRURITUS  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  

8721041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721041 NON-EXPEDITED Y US-BAYER-2012-080606 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
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8721098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721098 NON-EXPEDITED N US-TEVA-353406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHILLS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN LOWER  
HEADACHE  
NAUSEA  
OFF LABEL USE  

8721115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721115 NON-EXPEDITED Y US-BAYER-2012-079814 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 15 DAY BAYER

8721176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721176 NON-EXPEDITED N US-BAYER-2012-081531 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 236 DAY BAYER

8721177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721177 NON-EXPEDITED Y US-BAYER-2012-080317 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER

8721178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721178 NON-EXPEDITED N US-BAYER-2012-075855 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
NAUSEA MIRENA S  BAYER
VOMITING  
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Detailed Report
8721190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721190 NON-EXPEDITED N US-BAYER-2012-075166 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8721203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721203 NON-EXPEDITED N US-TEVA-353495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8721241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721241 NON-EXPEDITED N US-TEVA-353458USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LOESTRIN 1.5/30 21 DAY C  

8721257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721257 NON-EXPEDITED N US-TEVA-353436USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8721300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721300 NON-EXPEDITED N US-TEVA-353407USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  
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Detailed Report
8721482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721482 EXPEDITED (15-DAY) N OT DK-BAYER-2012-080095 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BETA HAEMOLYTIC STREPTOCOCCAL
INFECTION

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8721495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721495 NON-EXPEDITED Y OT US-BAYER-2012-082011 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
ABDOMINAL PAIN LOWER  
VAGINAL HAEMORRHAGE  

8721496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721496 NON-EXPEDITED Y OT US-BAYER-2012-081521 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 143 DAY BAYER
DEVICE EXPULSION  
VULVOVAGINAL PAIN  
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Detailed Report
8721497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721497 EXPEDITED (15-DAY) N OT US-BAYER-2012-080337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CEREBROVASCULAR ACCIDENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSARTHRIA FLEXERIL S ORAL UNK  
AGEUSIA  
DISTURBANCE IN ATTENTION  
DIZZINESS  
DYSGEUSIA  
DYSKINESIA  
EYELID FUNCTION DISORDER  
HYPOAESTHESIA  
SWELLING FACE  

8721500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721500 NON-EXPEDITED N US-BAYER-2012-081838 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S UNK  BAYER

8721501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721501 NON-EXPEDITED Y US-BAYER-2012-081963 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 200 DAY BAYER

8721502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721502 NON-EXPEDITED N US-BAYER-2012-075436 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8721504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721504 NON-EXPEDITED N US-BAYER-2012-081383 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 8 DAY BAYER

8721505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721505 NON-EXPEDITED N US-BAYER-2012-082029 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8721506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721506 NON-EXPEDITED N US-BAYER-2012-077871 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 93 DAY BAYER

8721507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721507 NON-EXPEDITED Y US-BAYER-2012-079267 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT SHAPE ISSUE MIRENA S INTRAUTERINE UNK 1 DAY BAYER

MIRENA S  BAYER

8721512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2012 8721512 NON-EXPEDITED N US-BAYER-2012-077692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S UNK  BAYER
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7620510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 7620510 NON-EXPEDITED N US-
BAYER-201035223NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
593 DAY BAYER

7792867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 7792867 NON-EXPEDITED Y US-BAYER-2011-008454 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S  BAYER

7879566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 7879566 NON-EXPEDITED N US-BAYER-2011-021114 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER

8116855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8116855 NON-EXPEDITED Y OT US-BAYER-2011-077806 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  
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8155829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8155829 EXPEDITED (15-DAY) N OT US-BAYER-2011-086292 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 1134 DAY BAYER
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
HYDROMETRA  
MICTURITION URGENCY  
PAIN  
PELVIC DISCOMFORT  
PELVIC PAIN  
URINARY TRACT INFECTION  

8161255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8161255 NON-EXPEDITED Y HO,OT US-BAYER-2011-088948 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1240 DAY BAYER

PELVIC PAIN  

8170961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8170961 NON-EXPEDITED N US-BAYER-2011-091495 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 322 DAY BAYER
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8481350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8481350 NON-EXPEDITED N OT US-BAYER-2012-028057 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VULVOVAGINAL MYCOTIC INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
BURNING SENSATION  
DYSFUNCTIONAL UTERINE BLEEDING  
GENITAL HAEMORRHAGE  
PELVIC PAIN  
PRURITUS  

8555528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8555528 NON-EXPEDITED N US-TEVA-337313USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8571569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8571569 EXPEDITED (15-DAY) N OT US-BAYER-2012-046828 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 410 DAY BAYER
ABDOMINAL PAIN LOWER  
IRRITABILITY  
MOOD ALTERED  
SEXUAL DYSFUNCTION  
VAGINAL DISCHARGE  
WEIGHT INCREASED  
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8604223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8604223 NON-EXPEDITED N US-BAYER-2012-056019 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S UNK  BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUATION DELAYED  

8631876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8631876 NON-EXPEDITED Y OT US-BAYER-2012-060362 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 43 DAY BAYER

8641616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8641616 NON-EXPEDITED N US-BAYER-2012-063083 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER
ADVERSE DRUG REACTION MIRENA S  BAYER

MIRENA S  BAYER
MIRENA S  BAYER
LORATADINE C ORAL 1 DF, QD  

8643233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8643233 NON-EXPEDITED Y OT US-BAYER-2012-063957 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
DEVICE DIFFICULT TO USE  
DEVICE DISLOCATION  
PROCEDURAL PAIN  
UTERINE CERVIX STENOSIS  
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8650620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8650620 NON-EXPEDITED N OT US-BAYER-2012-064810 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8660584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8660584 NON-EXPEDITED N US-BAYER-2012-068821 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8668060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8668060 NON-EXPEDITED Y OT US-BAYER-2012-070299 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8671812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8671812 EXPEDITED (15-DAY) Y OT US-TEVA-348812USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENDED PREGNANCY CLARAVIS S ORAL 60 Milligram Daily;  BARR
PREGNANCY AFTER POST COITAL
CONTRACEPTION

LEVONORGESTREL S  

DRUG INEFFECTIVE ORAL CONTRACEPTIVE NOS C  
INAPPROPRIATE SCHEDULE OF DRUG
ADMINISTRATION
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Detailed Report
8674259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8674259 NON-EXPEDITED N OT US-BAYER-2012-071969 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 399 DAY BAYER
DEVICE EXPULSION  

8677020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8677020 NON-EXPEDITED N US-BAYER-2012-072016 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8702587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8702587 NON-EXPEDITED N US-TEVA-351669USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8721660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721660 EXPEDITED (15-DAY) N OT US-BAYER-2012-081117 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENIS INJURY MIRENA S  BAYER
PENILE PAIN  

8721680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721680 NON-EXPEDITED Y US-BAYER-2012-079959 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
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Detailed Report
8721682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721682 NON-EXPEDITED Y US-BAYER-2012-075447 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER

8721683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721683 NON-EXPEDITED Y US-BAYER-2012-081533 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 80 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8721687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721687 NON-EXPEDITED N US-BAYER-2012-081143 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE UNK  BAYER

8721807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721807 NON-EXPEDITED N US-TEVA-353535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FUNGAL INFECTION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8721813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721813 NON-EXPEDITED Y US-BAYER-2012-081092 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 70 DAY BAYER
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Detailed Report
8721840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721840 NON-EXPEDITED N US-BAYER-2012-081121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NERVOUSNESS MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HEART RATE INCREASED UNKNOWN DRUG C  

8721842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721842 NON-EXPEDITED Y HO,OT US-BAYER-2012-080262 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
GENITAL HAEMORRHAGE  

8721843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721843 NON-EXPEDITED N OT US-BAYER-2012-080224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 37 DAY BAYER

8721844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721844 NON-EXPEDITED N US-BAYER-2012-080222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8721846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721846 NON-EXPEDITED Y US-BAYER-2012-080389 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 39 DAY BAYER
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Detailed Report
8721847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721847 NON-EXPEDITED Y HO US-BAYER-2012-080329 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 63 DAY BAYER
GENITAL HAEMORRHAGE  
PELVIC PAIN  

8721848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8721848 NON-EXPEDITED N OT US-BAYER-2012-080548 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN LOWER  
PELVIC PAIN  

8722000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722000 NON-EXPEDITED N US-TEVA-353511USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLOOD GLUCOSE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

INSULIN NOS C  

8722007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722007 NON-EXPEDITED Y US-BAYER-2012-080278 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

8722048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722048 NON-EXPEDITED N US-TEVA-353507USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8722095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722095 NON-EXPEDITED N US-TEVA-353537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8722097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722097 NON-EXPEDITED N OT US-BAYER-2012-081450 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8722178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722178 NON-EXPEDITED N US-BAYER-2012-082279 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

8722179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722179 NON-EXPEDITED Y US-BAYER-2012-081133 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HERPES VIRUS INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PROCEDURAL PAIN  

8722180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722180 NON-EXPEDITED N US-BAYER-2012-081828 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 97 DAY BAYER
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Detailed Report
8722181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722181 NON-EXPEDITED N US-BAYER-2012-080309 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 38 DAY BAYER

8722182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722182 NON-EXPEDITED N US-BAYER-2012-078638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE UNK  BAYER

8722183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722183 NON-EXPEDITED Y US-BAYER-2012-079146 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg, UNK 48 DAY BAYER

8722184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722184 NON-EXPEDITED Y US-BAYER-2012-081945 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20mcg CONT 43 DAY BAYER

8722185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722185 NON-EXPEDITED N US-BAYER-2012-081822 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8722194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722194 NON-EXPEDITED N US-TEVA-353517USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8722196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722196 NON-EXPEDITED N US-TEVA-353533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONSTIPATION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  
MENSTRUATION IRREGULAR  

8722229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722229 NON-EXPEDITED N US-BAYER-2012-076737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT ADHESION ISSUE CLIMARA PRO S  BAYER
IRRITABILITY  
TOOTHACHE  

8722230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722230 NON-EXPEDITED Y US-BAYER-2012-076110 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8722287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722287 NON-EXPEDITED N OT US-BAYER-2012-082276 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 76 DAY BAYER

8722290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722290 NON-EXPEDITED Y OT US-BAYER-2012-081412 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8722316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722316 NON-EXPEDITED Y US-BAYER-2012-082019 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 29 DAY BAYER

8722471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722471 NON-EXPEDITED N US-TEVA-353509USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8722581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722581 NON-EXPEDITED N US-BAYER-2012-082044 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 29 DAY BAYER

8722582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722582 NON-EXPEDITED N US-BAYER-2012-081356 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8722583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722583 NON-EXPEDITED N US-BAYER-2012-079407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S  BAYER
DEVICE DIFFICULT TO USE  

8722588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722588 NON-EXPEDITED N US-BAYER-2012-081422 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8722631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722631 NON-EXPEDITED N OT US-BAYER-2012-081830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOOD SWINGS  
SKIN EXFOLIATION  

8722633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722633 NON-EXPEDITED Y OT US-BAYER-2012-081831 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 195 DAY BAYER
DEVICE EXPULSION  

8722692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722692 NON-EXPEDITED N US-TEVA-353599USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8722741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722741 NON-EXPEDITED Y US-BAYER-2012-082388 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8722743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722743 NON-EXPEDITED N US-BAYER-2012-079918 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 52 mg, QOD 33 DAY BAYER
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Detailed Report
8722744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722744 NON-EXPEDITED Y US-BAYER-2012-081829 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 57 DAY BAYER

8722745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722745 NON-EXPEDITED N OT US-BAYER-2012-081518 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
DIZZINESS  

8722746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722746 NON-EXPEDITED N US-BAYER-2012-081935 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S 20mcg QD  BAYER

8722747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722747 NON-EXPEDITED N US-BAYER-2012-081554 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8722748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722748 NON-EXPEDITED Y US-BAYER-2012-080845 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8722892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722892 NON-EXPEDITED N US-BAYER-2012-081535 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 77 DAY BAYER
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Detailed Report
8722895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8722895 NON-EXPEDITED N US-BAYER-2012-082461 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 155 DAY BAYER

8723017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723017 NON-EXPEDITED N US-BAYER-2012-079085 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 9 DAY BAYER

8723018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723018 NON-EXPEDITED Y US-BAYER-2012-080652 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8723021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723021 NON-EXPEDITED Y US-BAYER-2012-081537 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8723047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723047 NON-EXPEDITED N US-TEVA-353595USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
HEADACHE  
MENSTRUATION IRREGULAR  
PELVIC PAIN  
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Detailed Report
8723051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723051 NON-EXPEDITED N US-TEVA-353609USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST ENLARGEMENT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR DIETARY SUPPLEMENT C  
BREAST PAIN  
NAUSEA  

8723055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723055 NON-EXPEDITED Y US-BAYER-2012-082495 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8723068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723068 NON-EXPEDITED N US-TEVA-353591USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS  
MUSCLE SPASMS  
NAUSEA  

8723104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723104 NON-EXPEDITED Y OT US-BAYER-2012-081777 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 41 DAY BAYER
PAIN  
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Detailed Report
8723128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723128 NON-EXPEDITED Y US-BAYER-2012-078951 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8723130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723130 NON-EXPEDITED Y OT US-BAYER-2012-081836 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 44 DAY BAYER
ABDOMINAL PAIN  
PAIN  

8723132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723132 NON-EXPEDITED Y US-BAYER-2012-078799 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 1 DAY BAYER

8723154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723154 NON-EXPEDITED N US-BAYER-2012-082517 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 63 DAY BAYER

8723155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723155 NON-EXPEDITED N US-BAYER-2012-082542 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 16 DAY BAYER

8723156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723156 NON-EXPEDITED Y US-BAYER-2012-082469 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 44 DAY BAYER
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Detailed Report
8723157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723157 NON-EXPEDITED N US-BAYER-2012-077630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8723158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723158 NON-EXPEDITED Y US-BAYER-2012-081532 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8723159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723159 NON-EXPEDITED Y US-BAYER-2012-082523 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 139 DAY BAYER

8723160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723160 NON-EXPEDITED Y US-BAYER-2012-081514 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8723161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723161 NON-EXPEDITED Y US-BAYER-2012-082508 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8723162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723162 NON-EXPEDITED Y US-BAYER-2012-082568 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 232 DAY BAYER
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Detailed Report
8723164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723164 NON-EXPEDITED Y US-BAYER-2012-082481 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8723381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723381 NON-EXPEDITED Y US-BAYER-2012-082537 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 1 DAY BAYER

8723382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723382 NON-EXPEDITED Y US-BAYER-2012-082436 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER

8723384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723384 NON-EXPEDITED N US-BAYER-2012-077597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE COMPONENT ISSUE  

8723385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723385 NON-EXPEDITED Y US-BAYER-2012-080133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg/d, UNK 1 DAY BAYER

8723387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723387 NON-EXPEDITED Y US-BAYER-2012-082438 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 1 DAY BAYER
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Detailed Report
8723450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723450 EXPEDITED (15-DAY) N HO NO-BAYER-2012-071316 23 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GYNAECOLOGICAL CHLAMYDIA INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 19 DAY BAYER
PERIHEPATITIS  

8723459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723459 NON-EXPEDITED Y OT GU-BAYER-2011-055208 23 YR Female GUM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MENSTRUATION IRREGULAR  

8723555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723555 NON-EXPEDITED N US-BAYER-2012-081841 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 43 DAY BAYER

8723556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723556 NON-EXPEDITED N US-BAYER-2012-081957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENSTRUAL DISORDER  

8723557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723557 NON-EXPEDITED N US-BAYER-2012-081191 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, Inserted 2

months ago
 BAYER
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Detailed Report
8723559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723559 NON-EXPEDITED Y US-BAYER-2012-079738 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1274 DAY BAYER

8723560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2012 8723560 NON-EXPEDITED Y US-BAYER-2012-075891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7918288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 7918288 NON-EXPEDITED N US-BAYER-2011-034345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
MEDICAL DEVICE COMPLICATION  

7924186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 7924186 NON-EXPEDITED N OT US-BAYER-2011-034588 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE DISLOCATION  

8280293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8280293 NON-EXPEDITED Y US-BAYER-2011-115494 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK 1765 DAY BAYER
COMPLICATION OF DEVICE REMOVAL  
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Detailed Report
8311117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8311117 EXPEDITED (15-DAY) Y OT CA-BAYER-2011-105690 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 493 DAY BAYER
ABDOMINAL PAIN  
BRADYCARDIA FOETAL  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
SUBCHORIONIC HAEMORRHAGE  

8579660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8579660 NON-EXPEDITED Y OT US-BAYER-2012-051502 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8649288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8649288 NON-EXPEDITED Y OT US-BAYER-2012-063906 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 225 DAY BAYER

8666954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8666954 EXPEDITED (15-DAY) N HO,DS,OT CA-BAYER-2012-068087 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
APHAGIA  
INSOMNIA  
RENAL PAIN  
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Detailed Report
8668984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8668984 NON-EXPEDITED Y US-BAYER-2012-071092 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 45 DAY BAYER
MEDICAL DEVICE COMPLICATION  

8678118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8678118 NON-EXPEDITED Y OT US-BAYER-2012-073070 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION  
PELVIC PAIN  

8678716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8678716 NON-EXPEDITED N US-BAYER-2012-071523 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 206 DAY BAYER
MALAISE  

8698836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8698836 NON-EXPEDITED N US-BAYER-2012-074445 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 5 DAY BAYER

8712795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8712795 NON-EXPEDITED Y US-BAYER-2012-077853 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PRESYNCOPE  
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Detailed Report
8716847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8716847 NON-EXPEDITED Y OT US-BAYER-2012-080615 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8723792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723792 NON-EXPEDITED N US-BAYER-2012-082810 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 139 DAY BAYER

8723793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723793 NON-EXPEDITED N US-BAYER-2012-081141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  

8723794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723794 NON-EXPEDITED N US-BAYER-2012-082286 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 11 DAY BAYER

8723795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723795 NON-EXPEDITED N OT US-BAYER-2012-079811 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  

8723805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723805 NON-EXPEDITED N US-TEVA-353600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8723949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8723949 NON-EXPEDITED N US-TEVA-353696USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN  

8724056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724056 NON-EXPEDITED N US-TEVA-353590USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL DISCOMFORT  
NAUSEA  
VOMITING  

8724077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724077 NON-EXPEDITED N OT US-BAYER-2012-080597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ADNEXA UTERI PAIN  
FEELING HOT  
FREQUENT BOWEL MOVEMENTS  
HYPERHIDROSIS  
MALAISE  
PALPITATIONS  
PARAESTHESIA  
VAGINAL HAEMORRHAGE  
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Detailed Report
8724117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724117 NON-EXPEDITED N US-BAYER-2012-077180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POOR QUALITY SLEEP MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
INSOMNIA  

8724239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724239 NON-EXPEDITED N US-TEVA-353670USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724282 NON-EXPEDITED N US-TEVA-353632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
IRON C  

8724283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724283 NON-EXPEDITED N US-TEVA-353706USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD ALTERED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  

8724300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724300 NON-EXPEDITED Y OT US-BAYER-2012-082445 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
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Detailed Report
8724328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724328 NON-EXPEDITED N US-BAYER-2012-082494 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8724331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724331 NON-EXPEDITED N US-TEVA-353806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8724385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724385 EXPEDITED (15-DAY) Y OT PL-BAYER-2012-080501 39 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER
MENORRHAGIA MIRENA S  BAYER
BLEEDING TIME ABNORMAL YASMIN S  BAYER

8724449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724449 NON-EXPEDITED N US-TEVA-353719USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724524 NON-EXPEDITED Y US-BAYER-2012-083056 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8724525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724525 NON-EXPEDITED Y US-BAYER-2012-079730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADVERSE DRUG REACTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 957 DAY BAYER

8724536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724536 NON-EXPEDITED Y US-BAYER-2012-082938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8724538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724538 NON-EXPEDITED Y US-BAYER-2012-082390 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 149 DAY BAYER

8724539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724539 NON-EXPEDITED N OT US-BAYER-2012-082485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
PAIN  

8724541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724541 NON-EXPEDITED Y US-BAYER-2012-082628 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 248 DAY BAYER
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Detailed Report
8724598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724598 EXPEDITED (15-DAY) N OT US-BAYER-2012-081100 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSPNOEA  
NAUSEA  
PANIC ATTACK  
VOMITING  

8724609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724609 NON-EXPEDITED N US-TEVA-353676USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724637 NON-EXPEDITED N US-TEVA-353721USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724642 NON-EXPEDITED N US-TEVA-353672USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8724658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724658 EXPEDITED (15-DAY) N OT US-BAYER-2012-080871 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  
LYMPHADENITIS  
NODULE  

8724662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724662 NON-EXPEDITED N US-TEVA-353727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN UPPER  

8724673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724673 NON-EXPEDITED N US-TEVA-353666USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS  
HEADACHE  
MENSTRUATION IRREGULAR  
NAUSEA  
VOMITING  

8724734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724734 NON-EXPEDITED N US-TEVA-353637USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL DISCOMFORT BIRTH CONTROL PILLS C  
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Detailed Report
8724816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724816 NON-EXPEDITED N US-TEVA-353631USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8724844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724844 NON-EXPEDITED N US-TEVA-353628USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724868 NON-EXPEDITED N US-TEVA-353625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8724935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724935 NON-EXPEDITED N US-BAYER-2012-083089 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S UNK  BAYER

8724936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724936 NON-EXPEDITED N US-BAYER-2012-082477 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 279 DAY BAYER

8724937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724937 NON-EXPEDITED Y US-BAYER-2012-082738 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER
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8724999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8724999 NON-EXPEDITED N US-TEVA-353734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  

8725142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725142 NON-EXPEDITED N US-TEVA-353847USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MATERNAL EXPOSURE DURING PREGNANCY PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY  

8725155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725155 NON-EXPEDITED N US-TEVA-353611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

YAZ C  

8725161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725161 NON-EXPEDITED N OT US-BAYER-2012-082985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
VAGINAL HAEMORRHAGE  
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8725170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725170 NON-EXPEDITED N US-TEVA-353602USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
CONSTIPATION  
HAEMORRHAGE  
NAUSEA  
VOMITING  

8725171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725171 NON-EXPEDITED Y US-BAYER-2012-081126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIGHT SWEATS CLIMARA PRO S TRANSDERMAL  BAYER
INSOMNIA  
MENOPAUSAL SYMPTOMS  

8725290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725290 NON-EXPEDITED N US-BAYER-2012-083065 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
NO ADVERSE EVENT  

8725291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725291 NON-EXPEDITED N US-BAYER-2012-083157 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 190 DAY BAYER
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8725293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725293 NON-EXPEDITED N US-BAYER-2012-083228 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S UNK  BAYER
MEDICAL DEVICE PAIN  

8725294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725294 NON-EXPEDITED N US-BAYER-2012-083184 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8725295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725295 NON-EXPEDITED Y US-BAYER-2012-083171 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 32 DAY BAYER

8725314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725314 NON-EXPEDITED US-BAYER-2012-080599 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Acne cystic  
Pain of skin  

8725369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725369 NON-EXPEDITED N OT US-BAYER-2012-082791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S  BAYER
ABDOMINAL PAIN UPPER  
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8725387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725387 NON-EXPEDITED N US-BAYER-2012-083146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, UNK  BAYER
AMENORRHOEA  

8725388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725388 NON-EXPEDITED Y US-BAYER-2012-083139 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8725513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725513 NON-EXPEDITED Y US-BAYER-2012-083325 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE SPASM MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8725658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725658 EXPEDITED (15-DAY) N HO,OT BR-BAYER-2012-080517 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
URINARY INCONTINENCE SYNTHROID C ORAL 225 µg, QD  
ABDOMINAL DISTENSION  
PROCEDURAL PAIN  
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8725676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725676 EXPEDITED (15-DAY) N OT US-BAYER-2012-081946 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
HYPOPNOEA  
MEMORY IMPAIRMENT  
MENTAL IMPAIRMENT  
MUSCLE SPASMS  
PALPITATIONS  
PARAESTHESIA  
WEIGHT INCREASED  

8725689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725689 NON-EXPEDITED N OT US-BAYER-2012-082677 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8725711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725711 NON-EXPEDITED N US-BAYER-2012-083375 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8725712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8725712 NON-EXPEDITED Y US-BAYER-2012-083455 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8746549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2012 8746549 DIRECT N HO,DS,LT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S  BAYER

AMENORRHOEA  
ANGER  
DEPRESSION  
FALLOPIAN TUBE PERFORATION  
FEELING GUILTY  
MATERNAL EXPOSURE BEFORE PREGNANCY  
MATERNAL EXPOSURE DURING PREGNANCY  
PLACENTA PRAEVIA  
PREGNANCY  

7653062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 7653062 NON-EXPEDITED Y US-
BAYER-201036727NA

29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE FREQUENCY

CONTINUOS
 BAYER

VAGINAL HAEMORRHAGE  
VOMITING  

8325045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8325045 EXPEDITED (15-DAY) N OT US-BAYER-2012-000775 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST CANCER STAGE II MIRENA S INTRAUTERINE 20 µg/d, CONT 302 DAY BAYER
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8575610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8575610 NON-EXPEDITED N OT US-BAYER-2012-049630 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
AMENORRHOEA  
ASTHENIA  
BREAST TENDERNESS  
COITAL BLEEDING  
DECREASED APPETITE  
DEPRESSION  
DEVICE COMPONENT ISSUE  
DIZZINESS  
DYSPAREUNIA  
EMOTIONAL DISTRESS  
FATIGUE  
FEELING ABNORMAL  
IRRITABILITY  
MENOMETRORRHAGIA  
MENSTRUATION IRREGULAR  
PERSONALITY DISORDER  
PROCEDURAL PAIN  
QUALITY OF LIFE DECREASED  
VOMITING IN PREGNANCY  
WEIGHT INCREASED  
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8600855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8600855 NON-EXPEDITED N HO US-BAYER-2012-054577 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DISCOMFORT EFFEXOR XR C  
PANIC ATTACK CELEBREX C  

8612242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8612242 NON-EXPEDITED Y OT US-BAYER-2012-055792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8618602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8618602 EXPEDITED (15-DAY) N HO US-BAYER-2012-057446 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
KIDNEY INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL TENDERNESS  
CHEST PAIN  
MEDICAL DEVICE DISCOMFORT  

8658654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8658654 NON-EXPEDITED Y HO US-BAYER-2012-066799 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABORTION SPONTANEOUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 924 DAY BAYER
MEDICAL DEVICE COMPLICATION  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
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8667910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8667910 NON-EXPEDITED N US-TEVA-348456USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
MENSTRUATION DELAYED  
NAUSEA  

8695523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8695523 NON-EXPEDITED N US-BAYER-2012-075461 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

MIRENA S  BAYER

8712594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8712594 NON-EXPEDITED N US-TEVA-352462USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING COLD PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8713532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8713532 NON-EXPEDITED N US-TEVA-352460USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

AMOXICILLIN C  

8714512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8714512 NON-EXPEDITED N US-TEVA-352740USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8715659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8715659 NON-EXPEDITED N US-TEVA-352644USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

HAIR, SKIN AND NAIL VITAMINS C  

8716788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8716788 NON-EXPEDITED N US-BAYER-2012-080851 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
MENSTRUAL DISORDER  

8721845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8721845 NON-EXPEDITED N OT US-BAYER-2012-080603 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8722153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8722153 NON-EXPEDITED N US-TEVA-353536USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PROAIR HFA C  

8726029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726029 NON-EXPEDITED N US-BAYER-2012-083493 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

Page: 11,542 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8726030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726030 NON-EXPEDITED N US-BAYER-2012-083450 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  
RASH  

8726031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726031 NON-EXPEDITED N US-BAYER-2012-083494 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER

8726075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726075 NON-EXPEDITED N US-TEVA-353875USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENORRHAGIA  

8726155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726155 NON-EXPEDITED N US-TEVA-353880USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8726175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726175 NON-EXPEDITED N US-BAYER-2012-076108 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8726194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726194 NON-EXPEDITED N US-BAYER-2012-081524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRESYNCOPE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DIZZINESS  
HYPERHIDROSIS  
NAUSEA  
PROCEDURAL PAIN  

8726316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726316 NON-EXPEDITED N US-TEVA-353882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FEELING HOT  
HYPERHIDROSIS  

8726400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726400 NON-EXPEDITED N US-BAYER-2012-083427 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER
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8726402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726402 EXPEDITED (15-DAY) N OT US-BAYER-2012-081517 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN CYST MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE LEIOMYOMA MIRENA S  BAYER
ACNE  
ALOPECIA  
ANXIETY  
BACK PAIN  
DEPRESSION  
FUNGAL INFECTION  
MIGRAINE  
PRURITUS GENERALISED  
VAGINAL DISCHARGE  
VAGINITIS BACTERIAL  

8726424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726424 NON-EXPEDITED Y US-BAYER-2012-083657 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8726425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726425 NON-EXPEDITED N US-BAYER-2012-083496 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 25 DAY BAYER

8726426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726426 NON-EXPEDITED N US-TEVA-353852USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN  
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8726455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726455 NON-EXPEDITED N US-BAYER-2012-083487 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 57 DAY BAYER

8726456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726456 NON-EXPEDITED N OT US-BAYER-2012-083170 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 8 DAY BAYER

8726461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726461 NON-EXPEDITED Y US-BAYER-2012-083681 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 553 DAY BAYER
PELVIC PAIN  

8726462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726462 NON-EXPEDITED N US-BAYER-2012-083490 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8726467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726467 NON-EXPEDITED N US-TEVA-353849USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE VITAMIN C  
HEADACHE  
MENSTRUATION IRREGULAR  
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8726514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726514 NON-EXPEDITED Y US-BAYER-2012-083714 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 228 DAY BAYER
PAIN  

8726515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726515 NON-EXPEDITED Y US-BAYER-2012-083492 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 101 DAY BAYER

8726571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726571 NON-EXPEDITED N US-TEVA-353815USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ADNEXA UTERI PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE DIET PILL C ORAL  

DIET PILL C ORAL  

8726609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726609 NON-EXPEDITED N US-BAYER-2012-083363 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COAGULATION TIME SHORTENED MIRENA S UNK  BAYER

8726610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726610 NON-EXPEDITED Y US-BAYER-2012-083746 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
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Detailed Report
8726611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726611 NON-EXPEDITED Y US-BAYER-2012-083408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8726612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726612 NON-EXPEDITED Y US-BAYER-2012-083691 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8726674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726674 NON-EXPEDITED N US-TEVA-353845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ACYCLOVIR C  

8726793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726793 NON-EXPEDITED N US-BAYER-2012-083456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S  BAYER

8726794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726794 NON-EXPEDITED Y US-BAYER-2012-083730 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 125 DAY BAYER

8726800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726800 NON-EXPEDITED N US-BAYER-2012-083495 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 297 DAY BAYER
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8726842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726842 NON-EXPEDITED N US-BAYER-2012-083011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S TRANSDERMAL UNK 14 DAY BAYER

8726852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726852 NON-EXPEDITED N US-TEVA-354129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8726923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726923 NON-EXPEDITED N US-TEVA-354124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
EMOTIONAL DISORDER  

8726976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8726976 NON-EXPEDITED N US-TEVA-354147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727114 NON-EXPEDITED N US-TEVA-354151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8727164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727164 NON-EXPEDITED Y OT US-BAYER-2012-083022 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 26 DAY BAYER

Page: 11,549 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8727189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727189 NON-EXPEDITED N US-TEVA-354148USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727228 NON-EXPEDITED N US-TEVA-354154USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8727254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727254 NON-EXPEDITED N OT US-BAYER-2012-083152 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
DEVICE DISLOCATION  

8727257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727257 NON-EXPEDITED Y US-BAYER-2012-083935 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 12 DAY BAYER

MIRENA S  BAYER

8727449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727449 NON-EXPEDITED N US-TEVA-354205USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8727479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727479 NON-EXPEDITED Y US-BAYER-2012-083985 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER

8727480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727480 EXPEDITED (15-DAY) N OT US-BAYER-2012-083053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PANIC ATTACK MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ALOPECIA  
ANXIETY  
BACK PAIN  
CHEST PAIN  
DEPRESSION  
FATIGUE  
FEELING ABNORMAL  
IRRITABILITY  
PALPITATIONS  
WEIGHT DECREASED  

8727549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727549 NON-EXPEDITED N US-TEVA-354098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727609 NON-EXPEDITED Y US-BAYER-2012-084001 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 165 DAY BAYER
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Detailed Report
8727610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727610 NON-EXPEDITED Y US-BAYER-2012-084014 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 292 DAY BAYER

8727619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727619 NON-EXPEDITED N US-TEVA-354090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727638 NON-EXPEDITED N US-TEVA-354078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727639 NON-EXPEDITED N US-BAYER-2012-084002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S 20 mcg/24hr, UNK  BAYER

8727744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727744 NON-EXPEDITED N US-TEVA-354196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727750 NON-EXPEDITED N US-TEVA-354188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8727765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727765 NON-EXPEDITED N US-TEVA-354236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  

8727800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727800 NON-EXPEDITED Y US-BAYER-2012-084057 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 17 DAY BAYER

8727867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727867 NON-EXPEDITED Y US-BAYER-2012-084090 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8727868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8727868 NON-EXPEDITED Y US-BAYER-2012-084093 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 62 DAY BAYER

8746586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8746586 DIRECT N 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS LYBREL S ORAL 1 TABLET PER DAY

DAILY PO
 WYETH

APPETITE DISORDER  
METRORRHAGIA  
VAGINAL HAEMORRHAGE  
WEIGHT INCREASED  
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8748763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2012 8748763 DIRECT N DS,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FOETAL DEATH MIRENA S FULL TIME/ INSERTED

BY DR
 BAYER

PROGESTERONE DECREASED  

7230600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 7230600 NON-EXPEDITED N OT US-
BAYER-200941068NA

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 674 DAY BAYER
NAUSEA TEGRETOL C  
AMENORRHOEA ACYCLOVIR C  
DEVICE DISLOCATION  
EMOTIONAL DISTRESS  
INJURY  
MEDICAL DEVICE COMPLICATION  
PAIN  

7637237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 7637237 NON-EXPEDITED N OT US-
BAYER-201037200NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

7839940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 7839940 NON-EXPEDITED N US-BAYER-2011-016875 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
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7928906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 7928906 NON-EXPEDITED N OT US-BAYER-2011-035954 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT 296 DAY BAYER
ABDOMINAL PAIN  
ABORTION SPONTANEOUS  
DEVICE BREAKAGE  
DEVICE DIFFICULT TO USE  
EMOTIONAL DISTRESS  
INJURY  
NAUSEA  
PAIN  
PREGNANCY WITH CONTRACEPTIVE DEVICE  
VOMITING  

8096802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8096802 NON-EXPEDITED Y OT US-BAYER-2011-059198 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA  
HEADACHE  
MALAISE  
MENSTRUAL DISORDER  
PELVIC PAIN  
VAGINAL HAEMORRHAGE  
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8129084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8129084 NON-EXPEDITED N OT US-BAYER-2011-080660 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE RELATED INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
DEVICE COMPONENT ISSUE  

8235696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8235696 NON-EXPEDITED N US-TEVA-307957USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MATERNAL EXPOSURE DURING PREGNANCY  
MENSTRUATION IRREGULAR  
PREGNANCY  

8455171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8455171 EXPEDITED (15-DAY) Y OT US-BAYER-2012-022185 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S 20 mcg/24hr, CONT  BAYER

OVARIAN CYST RUPTURED  
OVARIAN GERM CELL TERATOMA BENIGN  

8633103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8633103 NON-EXPEDITED N OT US-BAYER-2012-060965 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1890 DAY BAYER
AMENORRHOEA  
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8633107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8633107 NON-EXPEDITED Y OT US-BAYER-2012-061000 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 526 DAY BAYER
ABDOMINAL DISTENSION  
ADVERSE DRUG REACTION  
DEVICE DEPLOYMENT ISSUE  
MENORRHAGIA  
PROCEDURAL PAIN  

8634090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8634090 NON-EXPEDITED Y OT US-BAYER-2012-060321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  
PELVIC PAIN  

8641180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8641180 NON-EXPEDITED N HO US-BAYER-2012-062374 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 10 DAY BAYER
BACK PAIN MIRENA S  BAYER
ABDOMINAL DISCOMFORT  
ABDOMINAL DISTENSION  
ABDOMINAL PAIN  
HOT FLUSH  
MEDICAL DEVICE DISCOMFORT  
PELVIC PAIN  
VAGINAL DISCHARGE  
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8679520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8679520 NON-EXPEDITED Y OT US-BAYER-2012-073297 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 254 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN  

8696756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8696756 NON-EXPEDITED N US-TEVA-351325USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FLATULENCE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN NUVARING C  

8710452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8710452 NON-EXPEDITED N US-TEVA-352158USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8713685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8713685 NON-EXPEDITED N US-TEVA-352461USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR SYNTHROID C  

8715611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8715611 NON-EXPEDITED Y US-BAYER-2012-078883 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
DEVICE EXPULSION  
MEDICAL DEVICE DISCOMFORT  
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Detailed Report
8721032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8721032 NON-EXPEDITED N US-TEVA-353392USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8722347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8722347 NON-EXPEDITED N US-TEVA-353527USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BODY TEMPERATURE INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8728432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8728432 NON-EXPEDITED N US-BAYER-2012-083812 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OVARIAN ENLARGEMENT MIRENA S INTRAUTERINE 20mcg QD  BAYER
ABDOMINAL PAIN UPPER  
VAGINAL DISCHARGE  

8728589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8728589 NON-EXPEDITED Y US-BAYER-2012-084403 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 235 DAY BAYER

8728781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8728781 NON-EXPEDITED N US-BAYER-2012-084196 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK 100 DAY BAYER
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Detailed Report
8728782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8728782 NON-EXPEDITED N US-BAYER-2012-084390 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST TENDERNESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LACTATION PUERPERAL INCREASED  

8728783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8728783 NON-EXPEDITED Y OT US-BAYER-2012-082972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1825 DAY BAYER
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8729139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729139 NON-EXPEDITED Y US-BAYER-2012-084410 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 134 DAY BAYER

8729367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729367 NON-EXPEDITED N US-TEVA-354309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8729435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729435 NON-EXPEDITED N US-BAYER-2012-084520 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABNORMAL WEIGHT GAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ACNE  
HYPOAESTHESIA  
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8729581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729581 NON-EXPEDITED Y US-BAYER-2012-084383 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8729690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729690 NON-EXPEDITED N US-BAYER-2012-084580 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8729846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729846 NON-EXPEDITED Y US-BAYER-2012-084527 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

MIRENA S  BAYER

8729847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729847 NON-EXPEDITED N US-TEVA-354333USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS  
FATIGUE  
HEADACHE  
NAUSEA  

8729860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729860 NON-EXPEDITED Y US-BAYER-2012-083680 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER
MIRENA S  BAYER
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8729942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8729942 NON-EXPEDITED N US-TEVA-354410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8730119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730119 NON-EXPEDITED N US-TEVA-354397USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ADDERALL C  
ZOLOFT C  
CAMPRAL C  

8730137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730137 NON-EXPEDITED Y US-BAYER-2012-084649 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 23 DAY BAYER

8730139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730139 NON-EXPEDITED N US-BAYER-2012-084652 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8730141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730141 NON-EXPEDITED N US-BAYER-2012-084668 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
DEVICE EXPULSION  
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8730185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730185 NON-EXPEDITED N US-BAYER-2012-084393 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 58 DAY BAYER
COITAL BLEEDING PLAN B C  

PROGESTERONE C  

8730224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730224 NON-EXPEDITED Y US-BAYER-2012-084748 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 63 DAY BAYER

8730443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2012 8730443 NON-EXPEDITED Y US-BAYER-2012-084788 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 184 DAY BAYER

8713827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2012 8713827 NON-EXPEDITED N HO US-TEVA-350115USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
INSOMNIA  
MENSTRUATION IRREGULAR  
MUSCLE SPASMS  
MUSCULOSKELETAL STIFFNESS  
NECK PAIN  
NUCHAL RIGIDITY  
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7778810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 7778810 NON-EXPEDITED Y US-BAYER-2010-006068 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER

8391986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8391986 NON-EXPEDITED N OT US-BAYER-2012-009724 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

MIRENA S INTRAUTERINE UNK 785 DAY BAYER

GENITAL HAEMORRHAGE  

8486229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8486229 NON-EXPEDITED N US-PFIZER
INC-2012079492

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA LYBREL S ORAL 90/20 ug, 1x/day  PFIZER
METRORRHAGIA ADVIL C UNK  
WEIGHT INCREASED VITAMINS NOS C UNK  
DIZZINESS CALCIUM C UNK  
INCREASED APPETITE  

8543772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8543772 NON-EXPEDITED N OT US-BAYER-2012-039831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE REMOVAL MIRENA S INTRAUTERINE UNK  BAYER
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8651507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8651507 NON-EXPEDITED N OT US-BAYER-2012-064978 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DEPLOYMENT ISSUE  

8679697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8679697 NON-EXPEDITED N US-TEVA-349700USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MUSCULOSKELETAL DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
FATIGUE  
HEADACHE  
PELVIC PAIN  

8687055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8687055 EXPEDITED (15-DAY) N OT US-BAYER-2012-074532 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ENDOMETRIAL CANCER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

MIRENA S  BAYER

8731214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731214 NON-EXPEDITED Y US-BAYER-2012-084781 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8731215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731215 NON-EXPEDITED Y US-BAYER-2012-084839 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8731216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731216 NON-EXPEDITED N US-BAYER-2012-084700 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8731217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731217 NON-EXPEDITED Y US-BAYER-2012-084511 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  

8731424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731424 NON-EXPEDITED Y US-BAYER-2012-084905 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 122 DAY BAYER

8731433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731433 NON-EXPEDITED Y US-BAYER-2012-084782 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 7 DAY BAYER

8731438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731438 NON-EXPEDITED N OT US-BAYER-2012-084671 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER
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8731439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731439 NON-EXPEDITED Y OT US-BAYER-2012-084404 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 20 DAY BAYER
DEVICE EXPULSION  

8731531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731531 NON-EXPEDITED N US-BAYER-2012-085093 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S UNK  BAYER
MIGRAINE  

8731532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731532 NON-EXPEDITED Y US-BAYER-2012-085072 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8731533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731533 NON-EXPEDITED Y OT US-BAYER-2012-084514 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 µg/d, UNK 1 DAY BAYER
DEVICE EXPULSION  

8731863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731863 NON-EXPEDITED N US-TEVA-354398USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8731873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731873 NON-EXPEDITED Y US-BAYER-2012-080244 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HOT FLUSH CLIMARA PRO S  BAYER
PRODUCT ADHESION ISSUE  

8731875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731875 NON-EXPEDITED N US-BAYER-2012-084910 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 71 DAY BAYER

8731896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731896 NON-EXPEDITED N US-TEVA-354403USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8731936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8731936 NON-EXPEDITED Y US-BAYER-2012-084806 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE DIFFICULT TO USE  

8732000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732000 NON-EXPEDITED N US-TEVA-354416USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
OFF LABEL USE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
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8732022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732022 NON-EXPEDITED N US-TEVA-354361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732040 NON-EXPEDITED Y US-BAYER-2012-085155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RASH GENERALISED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PRURITUS  

8732041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732041 NON-EXPEDITED Y US-BAYER-2012-084884 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 26 DAY BAYER

8732067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732067 NON-EXPEDITED Y US-BAYER-2012-084628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN MIRENA S  BAYER

8732096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732096 NON-EXPEDITED N US-TEVA-354319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 11,569 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8732124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732124 NON-EXPEDITED N US-TEVA-354313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732152 NON-EXPEDITED Y US-BAYER-2012-085064 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
ABDOMINAL PAIN  
VOMITING  

8732185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732185 NON-EXPEDITED Y US-BAYER-2012-085216 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8732190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732190 NON-EXPEDITED N US-TEVA-354567USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR PAMPRIN C ORAL  

ADVIL C ORAL  

8732211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732211 NON-EXPEDITED N US-TEVA-354578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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8732230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732230 NON-EXPEDITED N US-TEVA-354420USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8732240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732240 EXPEDITED (15-DAY) Y HO RU-BAYER-2012-083540 41 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ULCERATIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8732458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732458 NON-EXPEDITED Y US-BAYER-2012-085280 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 30 DAY BAYER

8732520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732520 NON-EXPEDITED N US-BAYER-2012-085332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BREAST TENDERNESS  
NAUSEA  

8732632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732632 NON-EXPEDITED N US-TEVA-354448USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8732688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732688 NON-EXPEDITED N US-TEVA-354451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732756 NON-EXPEDITED N US-TEVA-354455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  
MENSTRUATION DELAYED  

8732799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732799 NON-EXPEDITED N US-BAYER-2012-085328 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8732820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732820 NON-EXPEDITED N US-TEVA-354441USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING HOT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN LOWER  
BREAST TENDERNESS  
DIZZINESS  
FATIGUE  
HEADACHE  
MENORRHAGIA  
MENSTRUATION IRREGULAR  
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8732840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732840 NON-EXPEDITED N US-TEVA-354444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732910 NON-EXPEDITED N US-TEVA-354629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732938 NON-EXPEDITED N US-TEVA-354625USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732968 EXPEDITED (15-DAY) N OT US-BAYER-2012-083113 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PALPITATIONS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ASTHENIA  
DIZZINESS  
HEART RATE IRREGULAR  

8732973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732973 NON-EXPEDITED N US-TEVA-354587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

BIRTH CONTROL PILL C ORAL  

Page: 11,573 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8732982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732982 NON-EXPEDITED Y US-BAYER-2012-085329 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8732985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732985 NON-EXPEDITED N US-TEVA-354580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732987 NON-EXPEDITED N US-TEVA-354414USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8732993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8732993 NON-EXPEDITED N US-BAYER-2012-085484 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK  BAYER

8749246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2012 8749246 DIRECT Y 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1.5-,03-,01 QD PO  

MENORRHAGIA  
PRODUCT SUBSTITUTION ISSUE  
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Freedom of Information Act (FOIA) 

Detailed Report
8575001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8575001 EXPEDITED (15-DAY) Y OT US-BAYER-2012-047675 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S UNK 1671 DAY BAYER
MASTITIS POSTPARTUM  
MEDICAL DEVICE COMPLICATION  

8657566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8657566 NON-EXPEDITED Y OT US-BAYER-2012-066748 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 µg/d, CONT 12 DAY BAYER
PROCEDURAL PAIN  

8662437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8662437 NON-EXPEDITED N OT US-BAYER-2012-067521 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg 115 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8662491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8662491 EXPEDITED (15-DAY) Y HO,OT SE-BAYER-2012-068815 32 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
UTERINE PERFORATION COPPER S INTRAUTERINE UNK 38 DAY
ABDOMINAL PAIN  
ABSCESS  
DIARRHOEA  
DIZZINESS  
FATIGUE  
INFLUENZA LIKE ILLNESS  
NAUSEA  
OROPHARYNGEAL PAIN  
OVARIAN CYST  
PAIN  
PALLOR  
PELVIC INFLAMMATORY DISEASE  
PERITONITIS  
POST PROCEDURAL HAEMORRHAGE  
PRESYNCOPE  
PYREXIA  
STREPTOCOCCUS TEST POSITIVE  
SYNCOPE  
VAGINAL DISCHARGE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8692089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8692089 NON-EXPEDITED Y OT US-BAYER-2012-073935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 71 DAY BAYER
ABDOMINAL PAIN  
PAIN  
POST PROCEDURAL HAEMORRHAGE  

8733394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733394 EXPEDITED (15-DAY) N OT US-BAYER-2012-083430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
GENITAL INJURY  

8733489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733489 NON-EXPEDITED Y US-BAYER-2012-085391 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8733490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733490 NON-EXPEDITED Y US-BAYER-2012-085334 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8733492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733492 NON-EXPEDITED Y US-BAYER-2012-085223 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8733493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733493 NON-EXPEDITED Y US-BAYER-2012-085284 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8733497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733497 NON-EXPEDITED Y US-BAYER-2012-085321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8733500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733500 NON-EXPEDITED N US-BAYER-2012-085497 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8733505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733505 NON-EXPEDITED N US-BAYER-2012-085509 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 189 DAY BAYER
ABDOMINAL PAIN LOWER  

8733509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733509 NON-EXPEDITED N US-BAYER-2012-085514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8733536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733536 NON-EXPEDITED Y US-BAYER-2012-085527 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DRUG INEFFECTIVE MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8733790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733790 EXPEDITED (15-DAY) N OT US-BAYER-2012-083234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BRONCHITIS MIRENA S INTRAUTERINE  BAYER

8733800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733800 NON-EXPEDITED N US-BAYER-2012-085757 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8733812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733812 NON-EXPEDITED Y OT US-BAYER-2012-085166 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK  BAYER
PELVIC PAIN  

8733813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733813 NON-EXPEDITED N OT US-BAYER-2012-083419 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
COITAL BLEEDING  
DEVICE COMPONENT ISSUE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8733814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733814 NON-EXPEDITED Y US-BAYER-2012-085805 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 7 DAY BAYER

8733815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733815 NON-EXPEDITED Y OT US-BAYER-2012-085142 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 23 DAY BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8733818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733818 NON-EXPEDITED N OT US-BAYER-2012-085095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER

8733828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733828 NON-EXPEDITED N US-TEVA-354636USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8733887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733887 NON-EXPEDITED N US-TEVA-354661USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8733916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733916 NON-EXPEDITED N US-TEVA-354719USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
HEADACHE EXCEDRIN MIGRAINE C  
FATIGUE  

8733940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733940 NON-EXPEDITED N US-TEVA-354699USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8733969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8733969 NON-EXPEDITED N US-TEVA-354709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734009 NON-EXPEDITED N US-TEVA-354704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734010 NON-EXPEDITED N US-TEVA-354713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8734023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734023 EXPEDITED (15-DAY) Y OT GB-BAYER-2012-083848 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHEMICAL POISONING MIRENA S  BAYER

8734034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734034 NON-EXPEDITED Y OT US-BAYER-2012-085212 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 69 DAY BAYER

8734080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734080 NON-EXPEDITED N US-TEVA-354688USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734103 NON-EXPEDITED N US-TEVA-354658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  
MENSTRUATION IRREGULAR  

8734113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734113 NON-EXPEDITED N US-TEVA-354816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8734310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734310 NON-EXPEDITED N OT US-BAYER-2012-085128 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S  BAYER

8734311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734311 NON-EXPEDITED N OT US-BAYER-2012-084554 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
DEVICE EXPULSION  

8734313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734313 NON-EXPEDITED N OT US-BAYER-2012-085178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8734314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734314 NON-EXPEDITED N OT US-BAYER-2012-084660 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
ABDOMINAL PAIN  

8734315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734315 NON-EXPEDITED Y OT US-BAYER-2012-084579 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8734507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734507 NON-EXPEDITED N US-TEVA-354804USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734564 EXPEDITED (15-DAY) Y OT US-BAYER-2012-084487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CONVULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8734617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734617 NON-EXPEDITED N US-BAYER-2012-085830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 73 DAY BAYER

8734651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734651 NON-EXPEDITED N US-TEVA-354845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734735 NON-EXPEDITED Y OT US-BAYER-2012-084666 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8734736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734736 NON-EXPEDITED Y OT US-BAYER-2012-084886 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 34 DAY BAYER

MIRENA S  BAYER
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8734754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734754 NON-EXPEDITED N US-TEVA-354826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734773 NON-EXPEDITED N US-TEVA-354848USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734782 NON-EXPEDITED Y US-BAYER-2012-085976 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PROCEDURAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 6 DAY BAYER

8734801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734801 NON-EXPEDITED N US-TEVA-354840USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8734858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734858 NON-EXPEDITED N US-TEVA-354834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  
PELVIC PAIN  

8734895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8734895 NON-EXPEDITED N US-TEVA-354830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN LOWER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8749167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8749167 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PRODUCT QUALITY ISSUE MIRENA S INTRAUTERINE 20 MCG, PER DAY,

INTRA-UTERINE
 

ALOPECIA  
BACTERIAL INFECTION  
DEPRESSION  
INSOMNIA  
UNEVALUABLE EVENT  

8749365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8749365 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE MIRENA S  
ANXIETY  
BACK PAIN  
BREAST TENDERNESS  
DEPRESSION  
HYPOAESTHESIA  
MEMORY IMPAIRMENT  
NAUSEA  
PANIC ATTACK  
PARAESTHESIA  
PHOTOPSIA  
VISION BLURRED  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8749371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2012 8749371 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
THROMBOSIS SEASONALE S  
ABDOMINAL DISTENSION  
HAEMORRHAGE  
MUSCLE SPASMS  

8333970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8333970 EXPEDITED (15-DAY) N OT RU-BAYER-2012-003058 33 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DUODENAL ULCER DROSPIRENONE\ETHINYL

ESTRADIOL
S UNK  BAYER

DYSPEPSIA CYPROTERONE ACETATE S UNK 183 DAY
DYSGEUSIA DROSPIRENONE\ETHINYL

ESTRADIOL
S UNK  BAYER

ABDOMINAL PAIN UPPER DIENOGEST S  
LIPOMATOSIS YAZ S  BAYER
ABNORMAL WITHDRAWAL BLEEDING LEVONORGESTREL S  
GASTROINTESTINAL PAIN  
MALAISE  
NAUSEA  

8630015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8630015 NON-EXPEDITED Y OT US-BAYER-2012-060143 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COMPLICATION OF DEVICE INSERTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
DEVICE DIFFICULT TO USE  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8635050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8635050 EXPEDITED (15-DAY) N OT US-BAYER-2012-060375 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BLADDER PROLAPSE CLIMARA PRO S TRANSDERMAL UNK  BAYER
APPLICATION SITE REACTION  
CRYING  
DEPRESSION  
HOT FLUSH  
INSOMNIA  
PRODUCT ADHESION ISSUE  
SKIN IRRITATION  

8668590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8668590 NON-EXPEDITED Y OT US-BAYER-2012-070281 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT 1 DAY BAYER

8681148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8681148 NON-EXPEDITED N US-TEVA-349864USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NIPPLE PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL DISCOMFORT  
ABDOMINAL PAIN  
DIZZINESS  
HEADACHE  
INCREASED APPETITE  
MENSTRUATION IRREGULAR  
NAUSEA  
POLLAKIURIA  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8708073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8708073 NON-EXPEDITED N US-TEVA-351872USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR NUVARING C  
DYSMENORRHOEA  

8722315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8722315 NON-EXPEDITED N US-TEVA-353521USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8722472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8722472 NON-EXPEDITED N US-TEVA-353513USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8723092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8723092 NON-EXPEDITED N US-TEVA-353585USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LEXAPRO C  
ORAL CONTRACEPTION C  

8735686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735686 NON-EXPEDITED N US-TEVA-354930USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BACK PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

EFFEXOR C  
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8735694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735694 NON-EXPEDITED Y US-BAYER-2012-085800 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S UNK 40 DAY BAYER
DEVICE EXPULSION  

8735701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735701 NON-EXPEDITED Y US-BAYER-2012-086144 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1242 DAY BAYER

8735706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735706 NON-EXPEDITED Y US-BAYER-2012-085975 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, UNK 3 DAY BAYER

8735707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735707 NON-EXPEDITED Y US-BAYER-2012-085949 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 93 DAY BAYER

8735710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735710 NON-EXPEDITED Y US-BAYER-2012-086043 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 1 DAY BAYER

8735711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735711 NON-EXPEDITED Y US-BAYER-2012-085796 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1 DAY BAYER
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Detailed Report
8735713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735713 NON-EXPEDITED N US-BAYER-2012-084532 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 25 DAY BAYER

8735720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735720 NON-EXPEDITED Y US-BAYER-2012-086026 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 110 DAY BAYER

MIRENA S  BAYER

8735726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735726 NON-EXPEDITED N US-TEVA-354934USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8735780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735780 NON-EXPEDITED Y US-BAYER-2012-086161 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 344 DAY BAYER

8735781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735781 NON-EXPEDITED N US-BAYER-2012-085423 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 33 DAY BAYER

MIRENA S  BAYER
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8735804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735804 NON-EXPEDITED N US-TEVA-354936USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8735858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735858 NON-EXPEDITED N US-TEVA-355045USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MOOD SWINGS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8735897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8735897 NON-EXPEDITED N US-TEVA-355064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8736003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736003 NON-EXPEDITED N US-TEVA-355046USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST DISCOMFORT PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR PAIN MEDICATION C  

8736044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736044 NON-EXPEDITED N US-TEVA-355070USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  
MENSTRUATION IRREGULAR  
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8736047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736047 NON-EXPEDITED N US-TEVA-354904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST TENDERNESS  

8736138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736138 NON-EXPEDITED N US-TEVA-354906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PELVIC PAIN  

8736168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736168 NON-EXPEDITED N US-TEVA-354902USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

CONCERTA C  
ZOLOFT C  
RISPERIDONE C  
BIRTH CONTROL ARM IMPLANT C  

8736208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736208 NON-EXPEDITED N US-TEVA-354901USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8736271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736271 EXPEDITED (15-DAY) N HO,OT US-BAYER-2012-084138 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GRAND MAL CONVULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
AFFECTIVE DISORDER  
AMENORRHOEA  
ANXIETY  
BACK PAIN  
BACTERIAL INFECTION  
GASTRITIS  
MAJOR DEPRESSION  
PANIC REACTION  
POST-TRAUMATIC STRESS DISORDER  
PROCEDURAL PAIN  

8736315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736315 NON-EXPEDITED N US-TEVA-354864USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

SPRINTEC C  

8736317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736317 NON-EXPEDITED Y US-BAYER-2012-085876 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736318 NON-EXPEDITED Y US-BAYER-2012-085966 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 4 DAY BAYER
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Detailed Report
8736319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736319 NON-EXPEDITED Y US-BAYER-2012-086410 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 45 DAY BAYER

8736320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736320 NON-EXPEDITED Y OT US-BAYER-2012-084893 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736321 EXPEDITED (15-DAY) N OT US-BAYER-2012-084454 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PARANASAL SINUS HYPERSECRETION  
SINUSITIS  

8736323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736323 NON-EXPEDITED N US-BAYER-2012-086362 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ALOPECIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736325 NON-EXPEDITED Y OT US-BAYER-2012-084499 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 366 DAY BAYER
DEVICE DISLOCATION  
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Detailed Report
8736326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736326 NON-EXPEDITED Y US-BAYER-2012-086071 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 357 DAY BAYER

MIRENA S  BAYER

8736395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736395 NON-EXPEDITED Y OT US-BAYER-2012-083158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8736430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736430 EXPEDITED (15-DAY) N OT ZA-BAYER-2012-079592 37 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MYOMECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736463 NON-EXPEDITED N US-TEVA-355071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8736500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736500 NON-EXPEDITED N US-TEVA-354842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8736751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736751 NON-EXPEDITED N US-BAYER-2012-086092 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 54 DAY BAYER

8736754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736754 NON-EXPEDITED N US-BAYER-2012-086522 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 88 DAY BAYER
DISCOMFORT  

8736788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736788 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079733 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BACTERIAL TEST POSITIVE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736811 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079014 26 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVICAL DYSPLASIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 14 DAY BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MISOPROSTOL C  
VOLTAREN C  

8736857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736857 NON-EXPEDITED Y US-BAYER-2012-086687 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, QD 113 DAY BAYER
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Detailed Report
8736893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736893 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-083887 32 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INTRA-UTERINE CONTRACEPTIVE DEVICE
REMOVAL

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736894 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079702 31 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE POLYP MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MENORRHAGIA  
METRORRHAGIA  

8736895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736895 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079275 48 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE LEIOMYOMA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
TUMOUR HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
METRORRHAGIA  

8736901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736901 NON-EXPEDITED N US-TEVA-355178USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8736911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736911 NON-EXPEDITED N US-TEVA-355092USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA  
PELVIC PAIN  

8736926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736926 NON-EXPEDITED N US-TEVA-355129USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST SWELLING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL DISTENSION BACTRIM C ORAL  
MENSTRUATION IRREGULAR  

8736931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736931 NON-EXPEDITED N US-TEVA-355150USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  

8736936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736936 NON-EXPEDITED N US-TEVA-355073USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8736939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736939 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079799 36 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL MASS  
PAIN  
VAGINAL DISCHARGE  

8736941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8736941 EXPEDITED (15-DAY) N OT ZA-BAYER-2012-079395 47 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
UTERINE POLYPECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION  
MENSTRUAL DISORDER  
MENSTRUATION IRREGULAR  
METRORRHAGIA  

8737260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8737260 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-079650 24 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLYP MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8750228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8750228 DIRECT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
FEELING ABNORMAL MIRENA S  
HAEMORRHAGE  
MUSCLE SPASMS  
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Detailed Report
8791156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2012 8791156 DIRECT Y DE 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism LUTERA S 1 tab daily po 5 YRS

8575851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8575851 NON-EXPEDITED N US-BAYER-2012-050686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 µg/d, CONT 345 DAY BAYER
ABDOMINAL PAIN LOWER  
MENORRHAGIA  
PAIN  
UTERINE PAIN  

8651509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8651509 EXPEDITED (15-DAY) N OT US-BAYER-2012-066700 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CERVIX DISORDER  
DEVICE DISLOCATION  
HAEMORRHAGE IN PREGNANCY  
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8668589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8668589 NON-EXPEDITED N OT US-BAYER-2012-070872 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
METFORMIN HYDROCHLORIDE C 500 mg, BID  
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Detailed Report
8675875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8675875 NON-EXPEDITED N OT US-BAYER-2012-072704 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 107 DAY BAYER
PELVIC DISCOMFORT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 22 DAY BAYER

8682434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8682434 NON-EXPEDITED N US-BAYER-2012-072888 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CERVIX DISORDER MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8699060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8699060 NON-EXPEDITED N US-BAYER-2012-076378 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN IN EXTREMITY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
MOBILITY DECREASED  
MUSCLE SPASMS  
OEDEMA PERIPHERAL  
PELVIC PAIN  

8709492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8709492 NON-EXPEDITED N OT US-BAYER-2012-078916 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL PAIN  
VAGINAL HAEMORRHAGE  
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Detailed Report
8717557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8717557 NON-EXPEDITED N US-BAYER-2012-077403 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 37 DAY BAYER
MIGRAINE MIRENA S  BAYER
HYPERACUSIS  
NAUSEA  
PAIN  
PHOTOPHOBIA  
VOMITING  

8723561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8723561 NON-EXPEDITED N US-BAYER-2012-078693 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE BREAKAGE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 23 DAY BAYER
NO ADVERSE EVENT MIRENA S  BAYER

8726523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8726523 NON-EXPEDITED N US-TEVA-353814USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BREAST PAIN  

8726817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8726817 NON-EXPEDITED N US-TEVA-354064USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8738327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738327 NON-EXPEDITED N US-BAYER-2012-086029 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HYPOAESTHESIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8738328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738328 NON-EXPEDITED N OT US-BAYER-2012-084430 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8738329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738329 NON-EXPEDITED Y US-BAYER-2012-085969 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 22 DAY BAYER

8738330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738330 NON-EXPEDITED Y US-BAYER-2012-086142 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS UNK  BAYER

8738331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738331 NON-EXPEDITED Y US-BAYER-2012-085895 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8738332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738332 NON-EXPEDITED Y US-BAYER-2012-086105 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER
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Detailed Report
8738333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738333 NON-EXPEDITED N OT US-BAYER-2012-083999 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
PROCEDURAL PAIN  
VAGINAL HAEMORRHAGE  

8738340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738340 NON-EXPEDITED Y US-BAYER-2012-086046 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 179 DAY BAYER

8738341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738341 NON-EXPEDITED Y US-BAYER-2012-086761 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 350 DAY BAYER

8738342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738342 NON-EXPEDITED N US-BAYER-2012-086053 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 29 DAY BAYER

8738343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738343 NON-EXPEDITED N US-BAYER-2012-086663 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8738344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738344 NON-EXPEDITED Y US-BAYER-2012-086500 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 18 DAY BAYER
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Detailed Report
8738345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738345 NON-EXPEDITED Y US-BAYER-2012-086104 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8738357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738357 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20120810250

25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
RECTAL HAEMORRHAGE TRAMADOL HYDROCHLORIDE S ORAL  
COLITIS ISCHAEMIC KETOPROFEN S ORAL  

ACETAMINOPHEN S ORAL  
TETRAZEPAM S ORAL  
TRIPHASIL-21 S ORAL  

8738360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738360 EXPEDITED (15-DAY) Y HO,OT FR-BAYER-2012-083749 28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE 20 µg, CONT  BAYER
DEVICE EXPULSION  
ENDOMETRITIS  
GESTATIONAL DIABETES  
LOCHIAL INFECTION  
MATERNAL EXPOSURE DURING PREGNANCY  
PELVIC PAIN  

8738507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738507 NON-EXPEDITED N US-TEVA-355173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  

Page: 11,606 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8738626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738626 EXPEDITED (15-DAY) N HO CO-BAYER-2012-079121 Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMOGLOBIN DECREASED MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
VAGINAL HAEMORRHAGE  

8738715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738715 EXPEDITED (15-DAY) N OT BR-PFIZER
INC-2012202063

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION NORDETTE S ORAL [levonorgestrel 0,15 mg]/

[ethinyl estradiol 0.03
mg] per day

 PFIZER

8738750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738750 EXPEDITED (15-DAY) N OT ZA-BAYER-2012-079359 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
METRORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE  
RENAL FAILURE  

8738782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8738782 NON-EXPEDITED US-BAYER-2012-086701 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8739090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739090 NON-EXPEDITED N US-BAYER-2012-085834 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 227 DAY BAYER

8739092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739092 NON-EXPEDITED N US-BAYER-2012-086957 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIGRAINE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

TOPAMAX C  

8739129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739129 NON-EXPEDITED N OT US-BAYER-2012-086129 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 50 DAY BAYER

8739130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739130 NON-EXPEDITED Y OT US-BAYER-2012-086493 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8739132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739132 NON-EXPEDITED N OT US-BAYER-2012-085186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA MIRENA S 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION  
AMENORRHOEA  
BREAST PAIN  
HEADACHE  
PALLOR  
VAGINAL HAEMORRHAGE  

8739249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739249 NON-EXPEDITED N OT US-BAYER-2012-086248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN LOWER  
HYPERCHLORHYDRIA  

8739315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739315 EXPEDITED (15-DAY) N OT SE-BAYER-2012-076412 48 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 25 DAY BAYER
CERVICAL DISCHARGE  
PYREXIA  
STREPTOCOCCAL INFECTION  

8739325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739325 NON-EXPEDITED Y US-BAYER-2012-085934 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 27 DAY BAYER
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Detailed Report
8739326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739326 NON-EXPEDITED N OT US-BAYER-2012-086083 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  

8739327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739327 NON-EXPEDITED Y US-BAYER-2012-085972 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 97 DAY BAYER

8739329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739329 NON-EXPEDITED N US-BAYER-2012-086173 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PENILE PAIN MIRENA S CUTANEOUS  BAYER

8739330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739330 NON-EXPEDITED N US-BAYER-2012-087089 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 352 DAY BAYER

8739331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739331 NON-EXPEDITED N OT US-BAYER-2012-086718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8739426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739426 NON-EXPEDITED Y US-BAYER-2012-081671 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8739665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739665 NON-EXPEDITED N US-BAYER-2012-086729 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 42 DAY BAYER

8739666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739666 NON-EXPEDITED Y US-BAYER-2012-085893 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 122 DAY BAYER

8739667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739667 NON-EXPEDITED N US-BAYER-2012-087149 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8739668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739668 NON-EXPEDITED Y US-BAYER-2012-086451 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 166 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8739669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739669 NON-EXPEDITED N US-BAYER-2012-086726 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
SMEAR CERVIX ABNORMAL MIRENA S UNK  BAYER

8739767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739767 NON-EXPEDITED Y US-BAYER-2012-086997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DEVICE EXPULSION MIRENA S  BAYER
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Detailed Report
8739798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8739798 NON-EXPEDITED Y OT US-BAYER-2012-087192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S UNK 1 DAY BAYER

8740119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740119 NON-EXPEDITED N US-TEVA-355082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8740124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740124 NON-EXPEDITED N US-TEVA-355303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8740125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740125 NON-EXPEDITED N US-TEVA-355312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DECREASED APPETITE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  
NAUSEA  

8740131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740131 NON-EXPEDITED N US-TEVA-355347USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8740132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740132 NON-EXPEDITED N US-TEVA-355374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8740133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740133 NON-EXPEDITED N US-TEVA-355410USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMINS NOS C  

8740140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740140 NON-EXPEDITED N US-TEVA-355133USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8740141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740141 NON-EXPEDITED N US-TEVA-355158USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENORRHAGIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
NAUSEA LOESTRIN 1.5/30 21 DAY C  
VOMITING  

8740292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740292 EXPEDITED (15-DAY) Y OT ZA-BAYER-2012-085016 21 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
APPENDICITIS MIRENA S INTRAUTERINE UNK 24 DAY BAYER
PAIN MIRENA S  BAYER

8740373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8740373 EXPEDITED (15-DAY) N OT US-BAYER-2012-085808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIABETES MELLITUS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
BLOOD GLUCOSE INCREASED  
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Detailed Report
8749984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8749984 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSPAREUNIA MIRENA S VAGINAL 5YRS VAG  
HYSTERECTOMY  
PAIN  

8750429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2012 8750429 DIRECT N HO,DS,LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ANXIETY MIRENA S  BAYER
ALOPECIA  
CHEST PAIN  
DIZZINESS  
HEART RATE ABNORMAL  
HYPOAESTHESIA  
NIGHT SWEATS  
PANIC ATTACK  
PARAESTHESIA  
PERSONALITY CHANGE  
PHOTOPHOBIA  
PYREXIA  
SYSTEMIC LUPUS ERYTHEMATOSUS  
VISION BLURRED  

7868083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 7868083 NON-EXPEDITED Y US-BAYER-2011-022297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY MIRENA S INTRAUTERINE UNK, CONT 1631 DAY BAYER
AMENORRHOEA  
DEVICE DISLOCATION  
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Detailed Report
8194326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8194326 EXPEDITED (15-DAY) N OT US-BAYER-2011-099210 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 332 DAY BAYER
AMENORRHOEA ZOLOFT C  
PREGNANCY WITH CONTRACEPTIVE DEVICE SYNTHROID C  
NAUSEA METFORMIN HYDROCHLORIDE C  
PLACENTA PRAEVIA HAEMORRHAGE FESOTERODINE C  

FERROUS SULFATE C  
CALCIUM CARBONATE C  

8573095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8573095 NON-EXPEDITED N OT US-BAYER-2012-048665 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8590447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8590447 EXPEDITED (15-DAY) N OT US-BAYER-2012-053491 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
DYSURIA PITUITARY HORMONE,

ANTERIOR LOBE
C 10 mg, UNK  

AMENORRHOEA  
BREAST TENDERNESS  
CERVICITIS  
FATIGUE  
FEELING ABNORMAL  
MEDICAL DEVICE DISCOMFORT  
MENORRHAGIA  
MUSCLE SPASMS  
PAIN IN EXTREMITY  
PELVIC PAIN  
VAGINAL DISCHARGE  
VAGINAL ODOUR  
VAGINITIS BACTERIAL  
VULVOVAGINAL CANDIDIASIS  
VULVOVAGINAL PRURITUS  

8643275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8643275 NON-EXPEDITED Y HO US-BAYER-2012-062972 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER
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Detailed Report
8717550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8717550 NON-EXPEDITED N US-TEVA-353004USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VOMITING PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  

8722171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8722171 NON-EXPEDITED N US-TEVA-353534USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8722215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8722215 NON-EXPEDITED N US-TEVA-353529USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  

8724368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8724368 NON-EXPEDITED N US-TEVA-353797USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8727756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8727756 NON-EXPEDITED N US-TEVA-354222USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
FATIGUE  
MENSTRUATION DELAYED  
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8731802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8731802 NON-EXPEDITED N US-TEVA-354369USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LOESTRIN 24 FE C  
ANTIBIOTICS C  

8732175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8732175 NON-EXPEDITED N US-TEVA-354564USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORTHO TRI CYCLEN C  

8742005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742005 NON-EXPEDITED N US-TEVA-355365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742075 NON-EXPEDITED N US-TEVA-355409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742124 NON-EXPEDITED N US-TEVA-355403USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
WEIGHT INCREASED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8742184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742184 NON-EXPEDITED Y US-BAYER-2012-086728 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 549 DAY BAYER

8742188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742188 NON-EXPEDITED N US-BAYER-2012-086643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE COMPONENT ISSUE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8742189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742189 NON-EXPEDITED N US-BAYER-2012-087030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE  BAYER
PAIN  

8742193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742193 NON-EXPEDITED Y US-BAYER-2012-087197 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 15 DAY BAYER

8742195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742195 NON-EXPEDITED Y US-BAYER-2012-086947 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 3 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8742196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742196 NON-EXPEDITED Y US-BAYER-2012-086132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8742199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742199 NON-EXPEDITED N OT US-BAYER-2012-086062 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 8 DAY BAYER

8742200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742200 NON-EXPEDITED N US-BAYER-2012-087279 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 9 DAY BAYER

8742203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742203 NON-EXPEDITED Y OT US-BAYER-2012-087186 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 131 DAY BAYER
DEVICE EXPULSION  

8742204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742204 NON-EXPEDITED Y OT US-BAYER-2012-085997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENITAL HAEMORRHAGE MIRENA S  BAYER
AMENORRHOEA  

8742208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742208 NON-EXPEDITED Y US-BAYER-2012-086711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8742210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742210 NON-EXPEDITED N US-BAYER-2012-087245 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT 24 DAY BAYER

8742261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742261 NON-EXPEDITED N US-TEVA-355373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PELVIC PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742313 NON-EXPEDITED N US-TEVA-355370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742360 NON-EXPEDITED N OT US-BAYER-2012-085443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8742627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742627 NON-EXPEDITED N US-TEVA-355364USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742638 NON-EXPEDITED N US-BAYER-2012-087716 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MEDICAL DEVICE COMPLICATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE EXPULSION  
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Detailed Report
8742640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742640 NON-EXPEDITED N OT US-BAYER-2012-086033 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 31 DAY BAYER
DEVICE EXPULSION  

8742838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742838 EXPEDITED (15-DAY) N HO US-BAYER-2012-085453 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CHOLECYSTECTOMY MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LYMPHADENOPATHY  
PAIN  

8742901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742901 NON-EXPEDITED N US-TEVA-355349USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742911 NON-EXPEDITED N US-TEVA-355322USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION DELAYED  
WEIGHT INCREASED  
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Detailed Report
8742976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742976 NON-EXPEDITED N US-TEVA-355316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8742990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8742990 NON-EXPEDITED N US-TEVA-355314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8743013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743013 NON-EXPEDITED N US-TEVA-355310USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8743041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743041 NON-EXPEDITED N US-BAYER-2012-087678 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
INSOMNIA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 262 DAY BAYER
MOOD ALTERED  

8743066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743066 NON-EXPEDITED N US-TEVA-355570USA 12 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PREGNANCY AFTER POST COITAL
CONTRACEPTION
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Detailed Report
8743117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743117 NON-EXPEDITED N US-BAYER-2012-087246 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S  BAYER

8743313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743313 NON-EXPEDITED N US-BAYER-2012-086152 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 55 DAY BAYER

8743314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743314 NON-EXPEDITED N US-BAYER-2012-086641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL DISCHARGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
CHILLS  
MEDICAL DEVICE COMPLICATION  

8743362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743362 NON-EXPEDITED N US-TEVA-355553USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DYSURIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
POLLAKIURIA  

8743406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743406 NON-EXPEDITED Y US-BAYER-2012-086630 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 317 DAY BAYER
MENORRHAGIA  

Page: 11,624 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8743440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743440 NON-EXPEDITED N US-TEVA-355548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8743451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743451 NON-EXPEDITED N US-TEVA-355546USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8743495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743495 NON-EXPEDITED Y US-BAYER-2012-087011 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8743585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8743585 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2012201586

25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
COLITIS ISCHAEMIC TRIPHASIL-21 S ORAL 1 DF, 1x/day  PFIZER
RECTAL HAEMORRHAGE KETOPROFEN S ORAL 100 mg, 1x/day 2 DAY

TETRAZEPAM S ORAL UNK 2 DAY
TRAMADOL HYDROCHLORIDE S ORAL UNK 2 DAY
ACETAMINOPHEN S ORAL UNK 2 DAY

8756764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2012 8756764 DIRECT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension LOSEASONIQUE S ORAL  
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Detailed Report
7890737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 7890737 NON-EXPEDITED N US-BAYER-2011-027500 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREGNANCY WITH CONTRACEPTIVE DEVICE MIRENA S INTRAUTERINE UNK  BAYER
ABDOMINAL PAIN  

7959514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 7959514 NON-EXPEDITED N US-BAYER-2011-042481 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
PREGNANCY WITH CONTRACEPTIVE DEVICE  

8710922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8710922 NON-EXPEDITED N US-TEVA-352190USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PREMENSTRUAL SYNDROME PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR ZOLOFT C  
PELVIC PAIN  

8717628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8717628 EXPEDITED (15-DAY) N OT NO-BAYER-2012-081063 47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CANDIDIASIS MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 304 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8727498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8727498 NON-EXPEDITED N US-TEVA-354120USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8729242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8729242 NON-EXPEDITED N US-TEVA-354239USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL DISTENSION PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BACK PAIN  
HEADACHE  
NAUSEA  
PAIN IN EXTREMITY  

8732082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8732082 NON-EXPEDITED N US-TEVA-354335USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZOLOFT C  

8732880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8732880 NON-EXPEDITED N US-TEVA-354644USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  

8732944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8732944 NON-EXPEDITED N US-TEVA-354620USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ABDOMINAL PAIN UPPER PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8746081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746081 NON-EXPEDITED N US-TEVA-355586USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8746085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746085 NON-EXPEDITED N US-BAYER-2012-086340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UNINTENTIONAL MEDICAL DEVICE REMOVAL
BY PATIENT

MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 8 DAY BAYER

8746086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746086 NON-EXPEDITED N OT US-BAYER-2012-085209 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8746087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746087 NON-EXPEDITED Y US-BAYER-2012-086126 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DIFFICULT TO USE MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 1 DAY BAYER
DEVICE EXPULSION MIRENA S  BAYER

8746088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746088 NON-EXPEDITED N OT US-BAYER-2012-086128 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S UNK  BAYER
ABDOMINAL PAIN  
ABDOMINAL PAIN LOWER  
MEDICAL DEVICE COMPLICATION  
NAUSEA  
PYREXIA  

8746099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746099 NON-EXPEDITED Y US-BAYER-2012-087145 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8746100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746100 NON-EXPEDITED N US-BAYER-2012-086557 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
PAIN MIRENA S 20 mcg/24hr, CONT  BAYER

8746101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746101 NON-EXPEDITED N US-BAYER-2012-086562 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8746102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746102 NON-EXPEDITED N US-BAYER-2012-086990 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8746103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746103 NON-EXPEDITED N US-BAYER-2012-086955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S 20 mcg/24hr, CONT  BAYER

8746105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746105 NON-EXPEDITED Y US-BAYER-2012-087614 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8746113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746113 NON-EXPEDITED N US-TEVA-355564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DIZZINESS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8746207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746207 NON-EXPEDITED N US-TEVA-355551USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POLLAKIURIA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
BLOOD URINE PRESENT  
DYSURIA  

8746211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746211 NON-EXPEDITED Y US-BAYER-2012-087494 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8746248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746248 NON-EXPEDITED Y US-BAYER-2012-086680 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT 96 DAY BAYER

MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER

8746398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746398 NON-EXPEDITED N US-BAYER-2012-087689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
AMENORRHOEA MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8746417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746417 NON-EXPEDITED N US-TEVA-355522USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NAUSEA PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VOMITING  
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8746462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746462 NON-EXPEDITED N OT US-BAYER-2012-086993 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE Daily dose 20 µg  BAYER
ABDOMINAL PAIN UPPER  
AMENORRHOEA  
ASTHENIA  
HEADACHE  
HYPOAESTHESIA  

8746493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746493 NON-EXPEDITED N US-BAYER-2012-085862 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8746501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746501 NON-EXPEDITED N US-TEVA-355585USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION DELAYED PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN  

8746602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746602 NON-EXPEDITED N US-BAYER-2012-086433 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
NO ADVERSE EVENT MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8746603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746603 NON-EXPEDITED N US-BAYER-2012-088262 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 µg/d, CONT  BAYER
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8746604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746604 NON-EXPEDITED N OT US-BAYER-2012-085829 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 43 DAY BAYER

8746613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746613 NON-EXPEDITED N US-TEVA-355597USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DRUG INEFFECTIVE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
PELVIC PAIN  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

8746686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746686 NON-EXPEDITED N OT US-BAYER-2012-087256 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
ABDOMINAL DISTENSION MIRENA S  BAYER
ABDOMINAL PAIN  

8746760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746760 NON-EXPEDITED N US-TEVA-355773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8746855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746855 NON-EXPEDITED N US-BAYER-2012-088273 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S UNK 126 DAY BAYER
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Detailed Report
8746856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746856 NON-EXPEDITED N OT US-BAYER-2012-085242 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POST PROCEDURAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
PROCEDURAL PAIN  

8746870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746870 NON-EXPEDITED N US-TEVA-355781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8746885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746885 EXPEDITED (15-DAY) N OT BR-BAYER-2012-085883 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
URINARY TRACT INFECTION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
AMENORRHOEA  
MENORRHAGIA  
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Detailed Report
8746888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8746888 EXPEDITED (15-DAY) N OT AT-BAYER-2012-085761 51 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 1977 DAY BAYER
AMENORRHOEA  
ANHEDONIA  
BURNOUT SYNDROME  
CERVIX CARCINOMA STAGE 0  
DEPRESSION  
DEVICE EXPULSION  
HYPOMENORRHOEA  
MENTAL DISORDER  
MOOD ALTERED  
NO ADVERSE EVENT  
OVARIAN CYST  
POST PROCEDURAL HAEMORRHAGE  
PROCEDURAL PAIN  
SUICIDAL IDEATION  
WEIGHT INCREASED  

8747034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747034 NON-EXPEDITED N US-TEVA-355811USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
BREAST PAIN PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8747192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747192 NON-EXPEDITED Y US-BAYER-2012-087178 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 81 DAY BAYER
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8747327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747327 EXPEDITED (15-DAY) N OT AT-BAYER-2012-085754 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
POISONING MIRENA S  BAYER
MALAISE  

8747328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747328 EXPEDITED (15-DAY) N OT AT-BAYER-2012-085758 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
LOSS OF CONSCIOUSNESS MIRENA S  BAYER

8747344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747344 NON-EXPEDITED Y OT US-BAYER-2012-085944 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 128 DAY BAYER
MEDICAL DEVICE COMPLICATION  
MENSTRUAL DISORDER  

8747345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747345 NON-EXPEDITED Y HO US-BAYER-2012-087400 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
UTERINE PERFORATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 2 DAY BAYER

8747380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747380 NON-EXPEDITED N US-TEVA-355810USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8747398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747398 NON-EXPEDITED N US-TEVA-355778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8747413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747413 NON-EXPEDITED N US-TEVA-355847USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
ACNE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8747430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747430 NON-EXPEDITED Y US-BAYER-2012-085327 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
DEVICE DIFFICULT TO USE  

8747432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747432 NON-EXPEDITED Y OT US-BAYER-2012-085406 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 11 DAY BAYER

8747446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747446 NON-EXPEDITED N US-TEVA-355845USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ABDOMINAL PAIN UPPER  
NAUSEA  

Page: 11,636 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8747762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747762 NON-EXPEDITED Y US-BAYER-2012-086727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8747777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747777 NON-EXPEDITED Y OT US-BAYER-2012-086722 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE DISLOCATION MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 36 DAY BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8747910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8747910 NON-EXPEDITED Y US-BAYER-2012-088467 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUAL DISORDER MIRENA S ORAL 20 mcg/24hr 269 DAY BAYER
DEVICE EXPULSION  

8748123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748123 NON-EXPEDITED Y OT US-BAYER-2012-085457 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
GENITAL HAEMORRHAGE MIRENA S 20 mcg/24hr, CONT  BAYER
BACK PAIN  
ECTOPIC PREGNANCY WITH INTRAUTERINE
DEVICE

 

8748141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748141 NON-EXPEDITED N US-TEVA-355850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MUSCLE SPASMS PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
MENSTRUATION IRREGULAR  
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Detailed Report
8748222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748222 NON-EXPEDITED N US-TEVA-355888USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DIZZINESS  
HEADACHE  
PELVIC PAIN  

8748232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748232 NON-EXPEDITED N OT US-BAYER-2012-085434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 202 DAY BAYER
ABDOMINAL DISTENSION  
BREAST PAIN  
FOOD CRAVING  
HEADACHE  
WEIGHT INCREASED  

8748233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748233 NON-EXPEDITED N OT US-BAYER-2012-088341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VAGINAL HAEMORRHAGE MIRENA S INTRAUTERINE 20 mcg/24hr, CONT 74 DAY BAYER
DEVICE DISLOCATION  

8748247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748247 NON-EXPEDITED N US-TEVA-355866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
HEADACHE PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8748258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748258 NON-EXPEDITED N US-BAYER-2012-087282 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE 20 mcg/24hr, UNK 42 DAY BAYER

8748259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748259 NON-EXPEDITED Y US-BAYER-2012-087248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
DEVICE EXPULSION MIRENA S INTRAUTERINE UNK  BAYER

8748505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748505 NON-EXPEDITED N US-TEVA-355876USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8748516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748516 NON-EXPEDITED N US-TEVA-355920USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZOLOFT C  
ZOLOFT C  

8748616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8748616 NON-EXPEDITED N US-TEVA-355885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MENSTRUATION IRREGULAR PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
DRUG INEFFECTIVE  
PREGNANCY AFTER POST COITAL
CONTRACEPTION

 

Page: 11,639 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8755744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755744 NON-EXPEDITED OT US-BAYER-2012-088525 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8755745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755745 NON-EXPEDITED US-BAYER-2012-088249 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8755747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755747 NON-EXPEDITED US-BAYER-2012-088430 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8755748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755748 NON-EXPEDITED US-BAYER-2012-088509 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8755750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755750 NON-EXPEDITED US-BAYER-2012-088502 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8755751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8755751 NON-EXPEDITED OT US-BAYER-2012-086337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
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Detailed Report
8756392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2012 8756392 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA S  
Acne  
Asthenia  
Device related infection  
Feeling abnormal  
Insomnia  
Libido decreased  
Mood swings  
Muscle spasms  
Sexual dysfunction  
Skin odour abnormal  
Weight increased  

8049967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8049967 EXPEDITED (15-DAY) OT US-BAYER-2011-062514 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Climara Pro S UNK  BAYER

8655038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8655038 EXPEDITED (15-DAY) OT CA-BAYER-2012-067285 31 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema nodosum MIRENA S INTRAUTERINE UNK  BAYER
Abdominal pain  
C-reactive protein increased  
Inflammatory bowel disease  
Mucous stools  
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Detailed Report
8756053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756053 NON-EXPEDITED US-BAYER-2012-088514 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756135 NON-EXPEDITED US-BAYER-2012-088257 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

Mirena S  BAYER

8756173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756173 NON-EXPEDITED US-BAYER-2012-088053 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8756174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756174 NON-EXPEDITED US-BAYER-2012-088245 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8756175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756175 NON-EXPEDITED US-BAYER-2012-088229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device component issue  
Feeling abnormal  
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Detailed Report
8756176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756176 NON-EXPEDITED US-BAYER-2012-088381 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756178 NON-EXPEDITED US-BAYER-2012-088244 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756179 NON-EXPEDITED US-BAYER-2012-088052 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8756308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756308 NON-EXPEDITED US-BAYER-2012-087705 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756746 NON-EXPEDITED US-TEVA-355883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8756830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756830 NON-EXPEDITED US-TEVA-355919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8756835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756835 EXPEDITED (15-DAY) OT AT-BAYER-2012-085785 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756851 NON-EXPEDITED US-BAYER-2012-087958 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8756854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756854 NON-EXPEDITED US-BAYER-2012-087297 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8756855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756855 NON-EXPEDITED US-BAYER-2012-088277 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8756957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756957 NON-EXPEDITED US-TEVA-355982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

SERTRALINE C ORAL 25 Milligram Daily;  

8756960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8756960 NON-EXPEDITED US-TEVA-355864USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lactation disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8757228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757228 NON-EXPEDITED US-BAYER-2012-088494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Mood swings  

8757229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757229 NON-EXPEDITED US-BAYER-2012-087063 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8757240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757240 NON-EXPEDITED US-TEVA-355878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8757302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757302 NON-EXPEDITED US-TEVA-355916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8757318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757318 NON-EXPEDITED US-BAYER-2012-088304 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8757319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757319 NON-EXPEDITED US-BAYER-2012-086253 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8757568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757568 EXPEDITED (15-DAY) OT AT-BAYER-2012-085745 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abasia Mirena S  BAYER
Chills  
Gastrooesophageal reflux disease  
Hypoaesthesia  

8757569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757569 NON-EXPEDITED US-BAYER-2012-087771 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8757571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757571 NON-EXPEDITED OT US-BAYER-2012-087964 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  

8757584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757584 EXPEDITED (15-DAY) OT IL-BAYER-2012-082916 43 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8757594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757594 NON-EXPEDITED US-BAYER-2012-087672 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S UNK  BAYER
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Detailed Report
8757646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757646 NON-EXPEDITED US-TEVA-356011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8757678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757678 NON-EXPEDITED OT US-BAYER-2012-088195 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8757745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757745 NON-EXPEDITED US-BAYER-2012-085881 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8757746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757746 NON-EXPEDITED US-BAYER-2012-088894 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8757747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757747 NON-EXPEDITED US-BAYER-2012-088197 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Dizziness  
Feeling abnormal  
Headache  
Nausea  
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8757748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757748 NON-EXPEDITED US-BAYER-2012-088324 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8757769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757769 NON-EXPEDITED US-TEVA-355975USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8757771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8757771 NON-EXPEDITED US-TEVA-355544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S 1.5 mg x 2  DURAMED
Pregnancy after post coital contraception  

8760605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2012 8760605 DIRECT Y DS,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stress fracture MIRENA S INTRAUTERINE 5 YR
Osteopenia  
Skeletal injury  

7877014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 7877014 NON-EXPEDITED US-BAYER-2011-023932 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy test positive Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Amenorrhoea  
Device expulsion  
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Detailed Report
8066561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8066561 NON-EXPEDITED OT US-BAYER-2011-066261 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Amenorrhoea  

8557501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8557501 NON-EXPEDITED OT US-BAYER-2012-043495 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Pregnancy with contraceptive device  

8604420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8604420 NON-EXPEDITED OT US-BAYER-2012-056248 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain FISH OIL C  
Procedural pain PRENATAL VITAMINS C  
Procedural pain  

8659992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8659992 EXPEDITED (15-DAY) OT GB-BAYER-2012-068023 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE  BAYER
Mood swings DULOXETINE HYDROCHLORIDE C  
Palpitations HUMALOG C  
Dyspnoea VENTOLIN C  
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Detailed Report
8661848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8661848 NON-EXPEDITED OT DE-
JNJFOC-20120704627

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia XARELTO S ORAL  
Venous thrombosis limb XARELTO S ORAL  
Abdominal pain lower MIRENA S INTRAUTERINE  
Device expulsion HEPARIN C  

8671924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8671924 NON-EXPEDITED OT US-BAYER-2012-071518 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8677792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8677792 EXPEDITED (15-DAY) HO US-BAYER-2012-071408 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity Mirena S 20 mcg/24hr, CONT  BAYER
Urticaria Mirena S  BAYER
Headache  
Oedema peripheral  
Pruritus generalised  
Vulvovaginal pruritus  
Vulvovaginal swelling  
Weight increased  

8720559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8720559 NON-EXPEDITED US-BAYER-2012-081540 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine spasm  
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Detailed Report
8734625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8734625 NON-EXPEDITED US-TEVA-354820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8736906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8736906 EXPEDITED (15-DAY) DE,HO US-BAYER-2012-084784 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial sepsis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
Gastric cancer  
Gastrooesophageal reflux disease  
Ovarian cyst  
Ovarian disorder  

8739317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8739317 NON-EXPEDITED OT US-BAYER-2012-084829 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8758320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758320 NON-EXPEDITED US-BAYER-2012-089130 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8758702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758702 NON-EXPEDITED US-TEVA-356008USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8758877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758877 NON-EXPEDITED US-TEVA-356160USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Headache  
Joint stiffness  

8758891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758891 NON-EXPEDITED US-BAYER-2012-088995 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8758902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758902 EXPEDITED (15-DAY) OT SE-BAYER-2012-087630 44 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S UNK  BAYER
Device difficult to use  
Procedural pain  

8758903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758903 NON-EXPEDITED US-BAYER-2012-088985 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8758908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758908 NON-EXPEDITED US-BAYER-2012-088255 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8758909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758909 NON-EXPEDITED OT US-BAYER-2012-088285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8758937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8758937 NON-EXPEDITED US-TEVA-356152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759098 NON-EXPEDITED US-TEVA-356149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759134 NON-EXPEDITED US-TEVA-356165USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759148 NON-EXPEDITED US-TEVA-356078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
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Detailed Report
8759156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759156 NON-EXPEDITED US-BAYER-2012-089276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759237 NON-EXPEDITED US-BAYER-2012-089462 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8759242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759242 NON-EXPEDITED US-TEVA-356276USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  

8759295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759295 NON-EXPEDITED US-BAYER-2012-089386 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759307 NON-EXPEDITED US-BAYER-2012-089297 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759308 NON-EXPEDITED OT US-BAYER-2012-089133 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8759309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759309 NON-EXPEDITED US-BAYER-2012-089272 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device issue  

8759327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759327 NON-EXPEDITED OT US-BAYER-2012-087327 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S  BAYER
Penile pain  

8759328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759328 NON-EXPEDITED US-BAYER-2012-089304 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759348 NON-EXPEDITED US-TEVA-356079USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759371 NON-EXPEDITED OT US-BAYER-2012-088983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
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Detailed Report
8759413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759413 NON-EXPEDITED US-BAYER-2012-089578 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759414 NON-EXPEDITED US-BAYER-2012-089602 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8759415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759415 NON-EXPEDITED US-BAYER-2012-089407 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8759424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759424 NON-EXPEDITED US-BAYER-2012-089402 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8759425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759425 NON-EXPEDITED US-BAYER-2012-089522 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Menorrhagia  
Menstruation irregular  
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Detailed Report
8759505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759505 NON-EXPEDITED US-BAYER-2012-087768 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759530 NON-EXPEDITED US-BAYER-2012-089379 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759581 NON-EXPEDITED US-BAYER-2012-088287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Climara Pro S 0.045/0.015 mg  BAYER

8759612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759612 NON-EXPEDITED US-TEVA-356168USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8759613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759613 NON-EXPEDITED US-BAYER-2012-087034 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Climara Pro S TRANSDERMAL UNK  BAYER
Chest pain  
Disturbance in attention  
Dizziness  
Dyspnoea  
Hot flush  
Nausea  
Palpitations  
Poor quality sleep  
Visual impairment  

8759633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759633 NON-EXPEDITED US-TEVA-356264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759640 NON-EXPEDITED US-TEVA-356175USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759787 NON-EXPEDITED US-BAYER-2012-089495 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8759835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759835 NON-EXPEDITED US-BAYER-2012-089586 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8759836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759836 NON-EXPEDITED US-BAYER-2012-089530 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8759896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759896 NON-EXPEDITED US-TEVA-356176USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759909 NON-EXPEDITED US-TEVA-356173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8759923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759923 NON-EXPEDITED US-TEVA-356171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8759993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8759993 NON-EXPEDITED US-TEVA-356296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8760018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760018 NON-EXPEDITED US-BAYER-2012-089494 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8760090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760090 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression MIRENA S  BAYER
Anxiety  
No therapeutic response  

8760111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760111 NON-EXPEDITED US-BAYER-2012-089400 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S  BAYER

8760114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760114 NON-EXPEDITED OT US-BAYER-2012-087317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device pain  

8760153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760153 NON-EXPEDITED US-TEVA-356315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8760198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760198 NON-EXPEDITED US-TEVA-356304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8760815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8760815 NON-EXPEDITED US-BAYER-2012-089467 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8762186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2012 8762186 EXPEDITED (15-DAY) OT KR-PFIZER
INC-2012207795

Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Alesse-21 S ORAL UNK  PFIZER
Metrorrhagia  

7550560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 7550560 EXPEDITED (15-DAY) HO,DS,LT,OT TW-
BAYER-201036008GPV

31 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Shock MIRENA S INTRAUTERINE 20 ?g (Daily Dose),

CONT, intra-uterine
 BAYER

Respiratory arrest ANESTHETICS NOS S  
Cardiac arrest HYPNOTICS AND SEDATIVES S  
Cerebral ischaemia  
Mental impairment  
Personality change  
Tremor  
Vaginal haemorrhage  
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7951230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 7951230 NON-EXPEDITED US-BAYER-2011-040248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S  BAYER

8475777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8475777 NON-EXPEDITED OT US-BAYER-2012-026461 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK UNK, CONT  BAYER

8506444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8506444 EXPEDITED (15-DAY) HO,DS BR-BAYER-2012-033481 35 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Burning sensation  
Monoplegia  
Pain in extremity  

8586850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8586850 EXPEDITED (15-DAY) OT US-BAYER-2012-053357 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S  BAYER
Abdominal pain lower ANTINEOPLASTIC AGENTS C  
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8587447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8587447 NON-EXPEDITED OT US-BAYER-2012-053029 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PROVENTIL C  
ADVAIR C  

8616751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8616751 NON-EXPEDITED OT US-BAYER-2012-057487 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain upper  
Coital bleeding  
Genital haemorrhage  
Headache  
Loss of libido  
Menorrhagia  
Weight increased  

8631881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8631881 NON-EXPEDITED OT US-BAYER-2012-061490 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometritis  
Uterine leiomyoma  
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8644087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8644087 EXPEDITED (15-DAY) OT DE-BAYER-2012-061816 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multiple sclerosis relapse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypoaesthesia AVONEX C  
Hypoaesthesia DACLIZUMAB C  
Hypoaesthesia  
Loss of libido  
Metrorrhagia  
Ovarian cyst  
Paraesthesia  

8647215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8647215 NON-EXPEDITED OT US-BAYER-2012-064370 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Abdominal pain  
Dizziness  
Menstruation delayed  
Nausea  
Pelvic inflammatory disease  
Uterine cervical pain  
Vulvovaginal discomfort  
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8652449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8652449 EXPEDITED (15-DAY) OT NO-BAYER-2012-059263 47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginitis streptococcal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Dysmenorrhoea  
No adverse event  

8670310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8670310 EXPEDITED (15-DAY) OT US-ARROW-2012-11672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective AMETHIA S ORAL 1 tablet daily  WATSON
Drug interaction AMETHIA S  WATSON

PREDNISONE S ORAL UNK  WATSON

8675877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8675877 EXPEDITED (15-DAY) OT US-BAYER-2012-072730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S  BAYER
Device dislocation  
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Detailed Report
8676050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8676050 NON-EXPEDITED OT US-BAYER-2012-072160 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Medical device complication  
Procedural pain  

8682054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8682054 NON-EXPEDITED OT US-BAYER-2012-073721 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower CONCERTA C 54 mg, QD  
Device expulsion ZOLOFT C 50 mg, QD  

VENTOLIN C NASAL 2 puff(s), PRN  
FLOVENT C NASAL 1 puff(s), QD  

8710604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8710604 EXPEDITED (15-DAY) OT DK-BAYER-2012-076312 58 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S 20 mg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
HORMONES NOS C  

8722110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8722110 NON-EXPEDITED US-TEVA-353512USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
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8725258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8725258 NON-EXPEDITED OT US-BAYER-2012-082787 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8728442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8728442 NON-EXPEDITED US-BAYER-2012-081981 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8733810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8733810 NON-EXPEDITED US-TEVA-354655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8736952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8736952 NON-EXPEDITED US-TEVA-355081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain IRON SUPPLEMENT C  

8740126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8740126 NON-EXPEDITED US-TEVA-355319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper Z-PAK C ORAL  
Nausea MUCINEX C ORAL  
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8740143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8740143 NON-EXPEDITED US-TEVA-355168USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8746581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8746581 NON-EXPEDITED US-TEVA-355742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  
Nausea  

8760670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760670 NON-EXPEDITED US-BAYER-2012-088822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8760712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760712 NON-EXPEDITED US-TEVA-356328USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  
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Detailed Report
8760715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760715 EXPEDITED (15-DAY) LT,OT CA-BAYER-2012-086013 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression MIRENA S INTRAUTERINE Daily dose 20 ?g, 1

every 5 years
 BAYER

Agitation  
Irritability  
Medical device removal  
Mood altered  
Suicidal ideation  

8760813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760813 NON-EXPEDITED US-BAYER-2012-089428 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8760814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760814 NON-EXPEDITED US-BAYER-2012-088981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8760816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760816 NON-EXPEDITED US-BAYER-2012-089561 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8760817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760817 NON-EXPEDITED US-BAYER-2012-089314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr,  BAYER
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8760819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760819 NON-EXPEDITED US-BAYER-2012-089680 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal pain  
Amenorrhoea  
Device difficult to use  
Ovarian cyst  
Pain  
Procedural nausea  

8760890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760890 NON-EXPEDITED US-TEVA-356443USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Ortho Evra Patch C  

8760921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8760921 NON-EXPEDITED US-TEVA-356388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8761068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761068 NON-EXPEDITED OT US-BAYER-2012-088202 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Post procedural haemorrhage  
Procedural pain  
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8761071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761071 NON-EXPEDITED OT US-BAYER-2012-089709 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 ?g/d, UNK  BAYER

Mirena S  BAYER

8761201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761201 NON-EXPEDITED US-BAYER-2012-089713 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8761204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761204 NON-EXPEDITED OT US-BAYER-2012-088446 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
Pain  
Vaginal haemorrhage  

8761297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761297 EXPEDITED (15-DAY) HO US-
WATSON-2012-14753

16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastritis NEXT CHOICE S ORAL UNK  WATSON
Abdominal pain  
Drug dispensing error  
Nausea  
Vaginal haemorrhage  
Vomiting  
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8761309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761309 EXPEDITED (15-DAY) OT US-BAYER-2012-087241 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage Mirena S UNK  BAYER
Device expulsion  

8761937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761937 NON-EXPEDITED US-BAYER-2012-090056 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8761971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8761971 NON-EXPEDITED US-BAYER-2012-090066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8762098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8762098 NON-EXPEDITED US-BAYER-2012-090114 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8762348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8762348 NON-EXPEDITED US-BAYER-2012-090071 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8762349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8762349 NON-EXPEDITED US-BAYER-2012-089524 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8762350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8762350 NON-EXPEDITED US-BAYER-2012-090081 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8762360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8762360 NON-EXPEDITED US-BAYER-2012-090079 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8763172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763172 NON-EXPEDITED US-BAYER-2012-090200 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8763175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763175 NON-EXPEDITED US-BAYER-2012-090113 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S UNK  BAYER

8763176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763176 NON-EXPEDITED US-BAYER-2012-090194 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8763197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763197 NON-EXPEDITED US-BAYER-2012-090120 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8763383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763383 NON-EXPEDITED OT US-BAYER-2012-087916 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

8763384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763384 NON-EXPEDITED OT US-BAYER-2012-087651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
Pain  

8763385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763385 EXPEDITED (15-DAY) OT US-BAYER-2012-089354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8763386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763386 NON-EXPEDITED OT US-BAYER-2012-089106 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER
Procedural pain Mirena S INTRAUTERINE UNK  BAYER
Device expulsion  

8763388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763388 NON-EXPEDITED OT US-BAYER-2012-087829 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Hypomenorrhoea  
Oligomenorrhoea  
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Detailed Report
8763415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2012 8763415 EXPEDITED (15-DAY) OT BR-BAYER-2012-089389 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Pelvic congestion  

8011107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8011107 NON-EXPEDITED US-BAYER-2011-051870 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy Mirena S  BAYER

8665634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8665634 NON-EXPEDITED OT US-BAYER-2012-069212 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S 20 mcg/24hr, CONT  BAYER

8763112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763112 NON-EXPEDITED US-TEVA-356614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8763127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763127 NON-EXPEDITED US-BAYER-2012-090351 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8763130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763130 NON-EXPEDITED US-BAYER-2012-090291 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8763171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763171 NON-EXPEDITED US-BAYER-2012-089019 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8763174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763174 NON-EXPEDITED US-BAYER-2012-090293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8763238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763238 NON-EXPEDITED US-TEVA-356541USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8763930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763930 NON-EXPEDITED US-TEVA-356739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8763945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763945 NON-EXPEDITED US-BAYER-2012-090479 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8763956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763956 DIRECT OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne MIRENA S  BAYER
Abortion spontaneous  
Loss of libido  
Maternal exposure before pregnancy  
Menstrual disorder  
Migraine  
Pregnancy  
Weight increased  

8763957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763957 NON-EXPEDITED US-TEVA-356588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8763974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763974 EXPEDITED (15-DAY) HO US-BAYER-2012-088302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Arthralgia  
Depression  
Fatigue  
Weight increased  
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Detailed Report
8763999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8763999 NON-EXPEDITED US-TEVA-356593USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suppressed lactation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Exposure during breast feeding  

8764173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764173 NON-EXPEDITED US-BAYER-2012-089865 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764174 NON-EXPEDITED US-BAYER-2012-089881 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764175 NON-EXPEDITED US-BAYER-2012-090424 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8764196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764196 NON-EXPEDITED US-BAYER-2012-090346 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 ?g/d, CONT  BAYER

8764197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764197 NON-EXPEDITED US-BAYER-2012-090254 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8764215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764215 EXPEDITED (15-DAY) HO,OT EE-BAYER-2011-122734 38 YR Female EST

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Gestational diabetes  
Premature separation of placenta  
Vaginal haemorrhage  

8764243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764243 NON-EXPEDITED US-TEVA-356775USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8764249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764249 NON-EXPEDITED US-TEVA-356762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8764264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764264 NON-EXPEDITED US-BAYER-2012-090575 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764265 NON-EXPEDITED US-BAYER-2012-090349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginismus  
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Detailed Report
8764266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764266 NON-EXPEDITED US-BAYER-2012-090342 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764267 NON-EXPEDITED US-BAYER-2012-090588 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764301 NON-EXPEDITED US-TEVA-356770USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8764440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764440 NON-EXPEDITED US-TEVA-356779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8764809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764809 NON-EXPEDITED US-BAYER-2012-090622 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 ?g/d, CONT  BAYER

8764810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764810 NON-EXPEDITED US-BAYER-2012-090624 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Page: 11,680 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8764812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764812 NON-EXPEDITED US-BAYER-2012-090621 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8764813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8764813 NON-EXPEDITED US-TEVA-356811USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  

8765290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8765290 NON-EXPEDITED US-BAYER-2012-090510 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8765291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8765291 NON-EXPEDITED US-BAYER-2012-088314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injury Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8765309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8765309 NON-EXPEDITED US-TEVA-356606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8765320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8765320 NON-EXPEDITED US-TEVA-356636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8766976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8766976 NON-EXPEDITED US-BAYER-2012-090798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8767031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8767031 NON-EXPEDITED US-BAYER-2012-090794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S 20 mcg/24hr, UNK  BAYER

8767033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8767033 NON-EXPEDITED US-BAYER-2012-090791 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8767034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8767034 NON-EXPEDITED US-BAYER-2012-090715 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8767240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2012 8767240 NON-EXPEDITED US-BAYER-2012-090279 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8765203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2012 8765203 NON-EXPEDITED US-PFIZER
INC-2012212614

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Lybrel S UNK  PFIZER
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Detailed Report
7970793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 7970793 NON-EXPEDITED US-BAYER-2011-045447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S UNK  BAYER

7979993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 7979993 NON-EXPEDITED OT US-BAYER-2011-045789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S  BAYER
Device expulsion  

8125568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8125568 NON-EXPEDITED US-BAYER-2011-043801 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8658715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8658715 NON-EXPEDITED US-BAYER-2012-067887 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion TEGRETOL XR C ORAL 400 mg, BID  
Complication of device removal  
Nausea  
Parosmia  
Vomiting  

8663606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8663606 NON-EXPEDITED HO,OT US-BAYER-2012-069478 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8693886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8693886 EXPEDITED (15-DAY) HO DK-BAYER-2012-076248 40 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S Daily dose 20 ?g  BAYER
Ovarian cyst ruptured Mirena S  BAYER
Abdominal pain  
Pyrexia  
Vaginal discharge  

8694099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8694099 NON-EXPEDITED OT US-BAYER-2012-073917 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8729471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8729471 EXPEDITED (15-DAY) OT JP-PFIZER
INC-2012197449

Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis Ange-28 S ORAL 1 DF, 1x/day  PFIZER

BETAHISTINE MESILATE C  

8765741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765741 EXPEDITED (15-DAY) DE US-BAYER-2012-089059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neoplasm malignant Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8765742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765742 NON-EXPEDITED OT US-BAYER-2012-088499 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8765743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765743 NON-EXPEDITED OT US-BAYER-2012-088746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Ovarian cyst  
Post procedural haemorrhage  
Procedural pain  

8765744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765744 NON-EXPEDITED OT US-BAYER-2012-089592 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8765745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765745 NON-EXPEDITED OT US-BAYER-2012-089677 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8765757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8765757 EXPEDITED (15-DAY) HO,OT AU-BAYER-2012-080953 35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural vomiting SILICONE PRODUCTS C  
Abdominal pain HERBALS NOS W/VITAMINS NOS C  
Abdominal distension  
Abdominal pain  
Bartholin's cyst  
Cartilage injury  
Chest discomfort  
Chest pain  
Contusion  
Dyspnoea  
Fatigue  
Haemorrhage  
Joint dislocation  
Localised oedema  
Mood altered  
Musculoskeletal chest pain  
Musculoskeletal pain  
Pulmonary embolism  
Vaginal haemorrhage  
Weight increased  

8766978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8766978 NON-EXPEDITED US-BAYER-2012-090740 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER
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Detailed Report
8767039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767039 NON-EXPEDITED US-BAYER-2012-090280 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767043 NON-EXPEDITED US-BAYER-2012-090435 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767048 NON-EXPEDITED US-BAYER-2012-088960 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Food craving  
Nausea  
Pregnancy with contraceptive device  
Vomiting  

8767051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767051 NON-EXPEDITED US-BAYER-2012-090434 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device component issue Mirena S  BAYER
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8767195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767195 NON-EXPEDITED US-BAYER-2012-089877 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8767217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767217 NON-EXPEDITED US-BAYER-2012-090252 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767223 NON-EXPEDITED US-BAYER-2012-090241 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S 20 mcg/24hr, CONT  BAYER

8767230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767230 NON-EXPEDITED US-BAYER-2012-090249 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2012 8767234 NON-EXPEDITED US-BAYER-2012-090154 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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7836657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 7836657 EXPEDITED (15-DAY) OT US-BAYER-2011-015813 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
Caesarean section  

7958951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 7958951 NON-EXPEDITED US-BAYER-2011-041363 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy Mirena S INTRAUTERINE UNK  BAYER
Device dislocation  

7958952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 7958952 NON-EXPEDITED US-BAYER-2011-041425 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

7972834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 7972834 NON-EXPEDITED US-BAYER-2011-045238 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE UNK  BAYER
Abdominal distension  
Amenorrhoea  
Device dislocation  
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8513880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8513880 NON-EXPEDITED OT US-BAYER-2012-035574 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S  BAYER
TRILEPTAL C  

8605344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8605344 NON-EXPEDITED OT US-BAYER-2012-056683 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion missed Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Pregnancy with contraceptive device  

8623166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8623166 NON-EXPEDITED OT US-BAYER-2012-059389 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8627385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8627385 NON-EXPEDITED OT US-BAYER-2012-060396 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain ZOLOFT C 50 mg, UNK  
Device expulsion SYNTHROID C 100 UNK, UNK  
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8635118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8635118 NON-EXPEDITED OT US-BAYER-2012-060753 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Product shape issue CITALOPRAM HYDROBROMIDE C ORAL 20 mg, UNK  
Abdominal pain  
Amenorrhoea  
Irritability  
Procedural pain  

8660636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8660636 NON-EXPEDITED OT US-BAYER-2012-068098 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8660763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8660763 NON-EXPEDITED US-TEVA-347797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed Hydrochlorothiazide C  

8663754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8663754 NON-EXPEDITED US-TEVA-348030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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8669630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8669630 NON-EXPEDITED DE,OT DK-
JNJFOC-20120706918

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction ETHINYLESTRADIOL/

NORETHINDRONE
S ORAL 30-40 mcg ethinyl

estradiol
 

NORGESTIMATE/ETHINYL
ESTRADIOL

S ORAL 30-40 mcg ethinyl
estradiol

 

DESOGESTREL/ETHINYL
ESTRADIOL

S ORAL 30-40 mcg ethinyl
estradiol

 

LEVONORGESTREL/
ETHINYLESTRADIOL

S ORAL 30-40 mcg of ethinyl
estradiol

 

DESOGESTREL
ETHINYLESTRADIOL

S ORAL 20 mcg ethinyl estradiol  

ETHINYLESTRADIOL/
GESTODENE

S ORAL 30-40 mcg
ethinylestradiol with
gestodene

 

ETHINYLESTRADIOL/
GESTODENE

S ORAL 20 mcg ethinylestradiol
with gestodene

 

ETHINYLESTRADIOL
DROSPIRENONE

S ORAL 30-40 mcg
ethinylestradiol

 

UNSPECIFIED INGREDIENT S VAGINAL  
PROGESTIN (PROGESTERONE) S ORAL  
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Detailed Report
8674558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8674558 NON-EXPEDITED OT US-BAYER-2012-072241 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abdominal pain  
Device breakage  
Device dislocation  
Dizziness  
Fatigue  
Pallor  
Presyncope  
Procedural pain  

8679691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8679691 NON-EXPEDITED OT US-BAYER-2012-073270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S 20 mcg/24hr, CONT  BAYER

8683378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8683378 NON-EXPEDITED OT US-BAYER-2012-074317 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Back pain  
Mood swings  
Pelvic pain  

8696649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8696649 NON-EXPEDITED OT US-BAYER-2012-075926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Procedural pain  
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Detailed Report
8715544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8715544 NON-EXPEDITED OT US-BAYER-2012-078553 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Pain  
Pregnancy with contraceptive device  

8720051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8720051 NON-EXPEDITED OT US-BAYER-2012-079832 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device dislocation  

8724299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8724299 NON-EXPEDITED OT US-BAYER-2012-082490 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8766552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766552 NON-EXPEDITED US-TEVA-357128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper MULTIVITAMIN C  

8766630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766630 NON-EXPEDITED OT US-BAYER-2012-089445 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8766633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766633 NON-EXPEDITED OT US-BAYER-2012-089553 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Device dislocation  

8766664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766664 NON-EXPEDITED OT US-BAYER-2012-089686 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Acne  
Pelvic pain  

8766698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766698 NON-EXPEDITED US-BAYER-2012-091249 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8766828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766828 NON-EXPEDITED US-TEVA-356871USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8766836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766836 NON-EXPEDITED US-BAYER-2012-091392 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8766839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766839 NON-EXPEDITED US-BAYER-2012-091428 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8766843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766843 NON-EXPEDITED US-BAYER-2012-091464 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8766857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766857 NON-EXPEDITED US-TEVA-356874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting LOESTRIN C ORAL  

8766863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766863 NON-EXPEDITED US-TEVA-356868USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8766931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766931 NON-EXPEDITED US-BAYER-2012-091372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8766953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766953 NON-EXPEDITED US-TEVA-356875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Menstruation irregular  

8766969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8766969 NON-EXPEDITED US-BAYER-2012-089461 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767026 NON-EXPEDITED US-TEVA-357120USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8767032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767032 NON-EXPEDITED US-BAYER-2012-090443 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767040 NON-EXPEDITED US-TEVA-357123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MULTIVITAMIN C  
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Detailed Report
8767041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767041 NON-EXPEDITED US-BAYER-2012-090580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8767046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767046 NON-EXPEDITED US-BAYER-2012-090556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8767049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767049 NON-EXPEDITED US-BAYER-2012-088992 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767077 NON-EXPEDITED US-BAYER-2012-091504 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8767078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767078 NON-EXPEDITED US-BAYER-2012-091488 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8767134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767134 NON-EXPEDITED OT US-BAYER-2012-089455 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  
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Detailed Report
8767157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767157 NON-EXPEDITED US-TEVA-357138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation irregular  

8767369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767369 NON-EXPEDITED US-TEVA-357153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Dizziness  
Headache  
Vomiting  

8767440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767440 NON-EXPEDITED US-TEVA-357164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Facial wasting IBUPROFEN C  
Abdominal pain upper  
Dizziness  
Feeling abnormal  
Menstruation irregular  
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Detailed Report
8767504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767504 NON-EXPEDITED OT US-BAYER-2012-089630 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S  BAYER
Abdominal distension  
Fatigue  
Galactorrhoea  
Headache  
Nausea  
Pain  
Premature menopause  

8767516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767516 NON-EXPEDITED US-TEVA-357191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ANTIBIOTIC S  

8767522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8767522 NON-EXPEDITED US-BAYER-2012-091642 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8769399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8769399 NON-EXPEDITED US-BAYER-2012-091648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S 20 mcg/24hr, UNK  BAYER
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Detailed Report
8769681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8769681 NON-EXPEDITED OT US-BAYER-2012-090061 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2012 8772618 NON-EXPEDITED US-BAYER-2012-091735 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

7776911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 7776911 NON-EXPEDITED US-BAYER-2011-007205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8638601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8638601 EXPEDITED (15-DAY) OT US-BAYER-2012-062613 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8651587 EXPEDITED (15-DAY) OT US-BAYER-2012-065516 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pharyngitis streptococcal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain MIFEPREX C ORAL 3 UNK, UNK  
Ear infection MIFEPREX C ORAL 2 UNK, UNK  
Tympanic membrane perforation TYLENOL W/CODEINE NO. 3 C UNK  
Sinusitis DOXYCYCLIN [DOXYCYCLINE] C UNK  
Pain  

Page: 11,701 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8667458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8667458 NON-EXPEDITED HO,OT US-BAYER-2012-069372 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Amenorrhoea  
Device dislocation  
Genital haemorrhage  
Product shape issue  

8668592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8668592 NON-EXPEDITED OT US-BAYER-2012-070441 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8670420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8670420 NON-EXPEDITED US-BAYER-2012-071366 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
AYGESTIN C 15 mg, QD  

8678116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8678116 NON-EXPEDITED OT US-BAYER-2012-072635 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle spasms ANTIHISTAMINES C  
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Detailed Report
8735714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8735714 NON-EXPEDITED US-BAYER-2012-085848 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Menorrhagia  

8768953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8768953 NON-EXPEDITED US-BAYER-2012-091994 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8769028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769028 NON-EXPEDITED US-TEVA-357488USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769295 NON-EXPEDITED US-TEVA-357462USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769331 NON-EXPEDITED US-BAYER-2012-092142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8769333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769333 NON-EXPEDITED US-BAYER-2012-086599 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER
Penile pain  
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Detailed Report
8769411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769411 NON-EXPEDITED US-TEVA-357475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769452 NON-EXPEDITED US-BAYER-2012-092128 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8769476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769476 NON-EXPEDITED HO US-BAYER-2012-091884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8769496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769496 NON-EXPEDITED US-TEVA-357240USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Capillary fragility PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

XANAX C  

8769619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769619 NON-EXPEDITED US-TEVA-357267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769632 NON-EXPEDITED US-TEVA-357257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8769647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769647 NON-EXPEDITED US-TEVA-357268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769693 NON-EXPEDITED US-TEVA-357273USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8769804 NON-EXPEDITED US-TEVA-357271USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8770106 NON-EXPEDITED OT US-BAYER-2012-091796 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER

8770117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8770117 NON-EXPEDITED OT US-BAYER-2012-090185 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8771161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771161 NON-EXPEDITED US-TEVA-357493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Yaz C  
Abdominal pain lower Yaz C  

8771248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771248 NON-EXPEDITED US-TEVA-357497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8771289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771289 NON-EXPEDITED US-TEVA-357504USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Wellbutrin C  
Wellbutrin C  
Lorazepam C  

8771599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771599 NON-EXPEDITED US-BAYER-2012-092188 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose decreased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771604 NON-EXPEDITED US-BAYER-2012-092111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8771606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771606 NON-EXPEDITED US-BAYER-2012-092103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Muscle spasms  

8771608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8771608 NON-EXPEDITED US-BAYER-2012-092143 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oestradiol decreased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772234 NON-EXPEDITED US-TEVA-357377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache SINGULAIR C  
Menstruation irregular  

8772423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772423 NON-EXPEDITED US-BAYER-2012-091510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood oestrogen decreased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Fatigue  
Hot flush  
Mood altered  
Premature menopause  

Page: 11,707 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8772425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772425 NON-EXPEDITED US-BAYER-2012-091763 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Abdominal pain  
Medical device complication  

8772454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772454 NON-EXPEDITED US-TEVA-357386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Headache  
Pelvic pain  

8772492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772492 NON-EXPEDITED US-TEVA-357395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8772515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772515 NON-EXPEDITED OT US-BAYER-2012-090294 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER

8772516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772516 NON-EXPEDITED OT US-BAYER-2012-091691 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8772561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772561 NON-EXPEDITED US-TEVA-357404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Chest pain  
Fatigue  
Heart rate increased  
Nausea  

8772582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772582 NON-EXPEDITED US-BAYER-2012-091606 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772589 NON-EXPEDITED US-BAYER-2012-090054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772590 NON-EXPEDITED US-BAYER-2012-091646 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER
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Detailed Report
8772594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772594 NON-EXPEDITED US-BAYER-2012-090614 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE UNK  BAYER
Abdominal pain  
Back pain  
Coital bleeding  
Device expulsion  
Menorrhagia  
Pelvic pain  

8772598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772598 NON-EXPEDITED US-BAYER-2012-089129 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8772605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772605 NON-EXPEDITED US-BAYER-2012-088493 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772613 NON-EXPEDITED US-BAYER-2012-089716 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Sensation of pressure Mirena S  BAYER
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Detailed Report
8772619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772619 NON-EXPEDITED OT US-BAYER-2012-090086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  

8772620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772620 NON-EXPEDITED OT US-BAYER-2012-091625 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8772677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8772677 NON-EXPEDITED US-TEVA-357369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  
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Detailed Report
8780348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8780348 DIRECT DS Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido MIRENA S  BAYER
Abdominal distension  
Breast mass  
Dyspnoea  
Menorrhagia  
Migraine  
Musculoskeletal pain  
Neck pain  
Orgasm abnormal  
Vaginal discharge  
Vulvovaginal dryness  
Weight loss poor  

8780382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8780382 DIRECT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S  BAYER
Back pain  
Blood pressure increased  
Haemorrhage  
Insomnia  
Weight loss poor  
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Detailed Report
8780398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8780398 DIRECT Y OT 3 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea MIRENA S  
Acne  
Asthenia  
Depression  
Headache  
Hormone level abnormal  
Malaise  
Menorrhagia  

8784242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2012 8784242 DIRECT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA IUD S  
Anxiety  
Fatigue  
Loss of libido  

8399484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8399484 NON-EXPEDITED DS,OT US-BAYER-2012-012541 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Migraine  
Premenstrual syndrome  
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Detailed Report
8617039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8617039 NON-EXPEDITED OT US-BAYER-2012-058650 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

TOPAMAX C  
PRILOSEC C  
ALLEGRA C  
DIFLUCAN C  
CIPRO C 500 mg, UNK  

8651595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8651595 NON-EXPEDITED OT US-BAYER-2012-066856 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abortion spontaneous METFORMIN C  

VICODIN C  

8671927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8671927 NON-EXPEDITED OT US-BAYER-2012-071611 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  
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Detailed Report
8710373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8710373 NON-EXPEDITED OT US-BAYER-2012-078801 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Complication of device removal  
Hypomenorrhoea  
Pregnancy with contraceptive device  

8720185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8720185 NON-EXPEDITED OT US-BAYER-2012-079804 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S 20 mcg/24hr, CONT  BAYER
Device dislocation  
Post procedural haemorrhage  
Procedural pain  

8726721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8726721 NON-EXPEDITED OT US-BAYER-2012-082525 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Discomfort  
Feeling abnormal  
Frustration  
Vaginal haemorrhage  
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Detailed Report
8734027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8734027 NON-EXPEDITED US-BAYER-2012-083421 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Patient-device incompatibility  
Sensation of pressure  

8767425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8767425 NON-EXPEDITED OT US-BAYER-2012-089828 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8769791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8769791 NON-EXPEDITED US-TEVA-357638USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770010 NON-EXPEDITED OT US-BAYER-2012-090283 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770039 NON-EXPEDITED US-TEVA-357645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8770215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770215 NON-EXPEDITED US-TEVA-357541USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770233 NON-EXPEDITED US-TEVA-357663USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770251 NON-EXPEDITED OT US-BAYER-2012-092043 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770256 NON-EXPEDITED OT US-BAYER-2012-091568 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770338 EXPEDITED (15-DAY) OT MT-BAYER-2012-090397 45 YR Female MLT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8770342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770342 EXPEDITED (15-DAY) OT CA-BAYER-2012-089875 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device dislocation  
Hysterectomy  
Menstrual disorder  

8770345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770345 NON-EXPEDITED US-TEVA-357677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S  

8770412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770412 NON-EXPEDITED US-BAYER-2012-091245 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770418 NON-EXPEDITED US-TEVA-357536USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770444 NON-EXPEDITED US-TEVA-357550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8770453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770453 NON-EXPEDITED US-TEVA-357543USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770463 NON-EXPEDITED OT US-BAYER-2012-090632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

8770502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770502 NON-EXPEDITED US-TEVA-357542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8770539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770539 NON-EXPEDITED US-TEVA-357474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770704 NON-EXPEDITED US-TEVA-357521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urethral haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  
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Detailed Report
8770743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770743 NON-EXPEDITED US-BAYER-2012-092280 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8770763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770763 NON-EXPEDITED OT US-BAYER-2012-090098 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770768 NON-EXPEDITED OT US-BAYER-2012-090625 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Procedural pain  

8770770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770770 EXPEDITED (15-DAY) HO DE-BAYER-2012-086984 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770801 NON-EXPEDITED US-BAYER-2012-092232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770805 NON-EXPEDITED US-BAYER-2012-092234 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 24 mcg/24hr, UNK  BAYER
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Detailed Report
8770807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770807 NON-EXPEDITED US-BAYER-2012-090795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770814 EXPEDITED (15-DAY) OT NL-PFIZER
INC-2012214832

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection STEDIRIL-30 S UNK  PFIZER

8770868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770868 NON-EXPEDITED US-TEVA-357490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8770876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770876 NON-EXPEDITED US-BAYER-2012-092593 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770877 NON-EXPEDITED US-BAYER-2012-092113 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8770925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770925 NON-EXPEDITED OT US-BAYER-2012-091525 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8770936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770936 NON-EXPEDITED OT US-BAYER-2012-092005 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER

8770963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770963 NON-EXPEDITED US-BAYER-2012-092577 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8770977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8770977 NON-EXPEDITED US-TEVA-357506USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  

8771038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771038 NON-EXPEDITED US-BAYER-2012-092542 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S ORAL 20 mcg/24hr, UNK  BAYER

8771044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771044 NON-EXPEDITED US-BAYER-2012-091901 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

Page: 11,722 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8771046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771046 NON-EXPEDITED US-BAYER-2012-092628 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771049 NON-EXPEDITED US-BAYER-2012-090590 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771157 NON-EXPEDITED US-BAYER-2012-092878 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8771159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771159 NON-EXPEDITED US-BAYER-2012-092838 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8771173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771173 NON-EXPEDITED US-BAYER-2012-090505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats Climara Pro S TRANSDERMAL  BAYER
Insomnia  
Menopausal symptoms  
Product adhesion issue  
Skin swelling  
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Detailed Report
8771227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771227 NON-EXPEDITED US-BAYER-2012-092314 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771228 NON-EXPEDITED US-BAYER-2012-091880 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Pain  

8771232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771232 NON-EXPEDITED US-BAYER-2012-092138 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771235 NON-EXPEDITED US-BAYER-2012-092631 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771238 NON-EXPEDITED US-BAYER-2012-090214 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771239 NON-EXPEDITED US-BAYER-2012-091708 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8771241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771241 NON-EXPEDITED US-BAYER-2012-092064 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771245 NON-EXPEDITED US-BAYER-2012-092268 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8771247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771247 NON-EXPEDITED US-BAYER-2012-092247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8771251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771251 NON-EXPEDITED US-BAYER-2012-092157 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Depression  
Emotional distress  
Fluid retention  
Headache  
Mood swings  
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Detailed Report
8771255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771255 NON-EXPEDITED US-BAYER-2012-092530 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus generalised Mirena S UNK  BAYER
Insomnia Mirena S UNK  BAYER

8771612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771612 NON-EXPEDITED US-TEVA-357714USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8771654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771654 NON-EXPEDITED US-TEVA-357733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness Claritin C  

8771664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771664 NON-EXPEDITED US-TEVA-357670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Zyrtec C ORAL  

Inhaler C  
Multivitamin C ORAL  

8771836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771836 NON-EXPEDITED US-TEVA-357682USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8771838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771838 NON-EXPEDITED US-TEVA-357724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Ortho Tri-Cyclen Lo C ORAL  

8771961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8771961 NON-EXPEDITED US-TEVA-357513USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8772032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8772032 NON-EXPEDITED US-TEVA-357805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8772403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8772403 NON-EXPEDITED US-TEVA-357540USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8772409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2012 8772409 NON-EXPEDITED US-BAYER-2012-091573 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8459025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8459025 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-023488 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain upper  
Blood glucose decreased  
Complication of device removal  
Complication of pregnancy  
Haemorrhage in pregnancy  
Medical device complication  
Pregnancy with contraceptive device  
Premature delivery  
Premature rupture of membranes  

8588470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8588470 NON-EXPEDITED OT US-BAYER-2012-053708 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/day  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8651505 NON-EXPEDITED OT US-BAYER-2012-064406 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8660737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8660737 NON-EXPEDITED US-TEVA-347629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8666942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8666942 EXPEDITED (15-DAY) OT US-BAYER-2012-068454 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  

8726420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8726420 NON-EXPEDITED US-BAYER-2012-083473 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abnormal weight gain  

8730184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8730184 NON-EXPEDITED US-BAYER-2012-084673 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8758598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8758598 NON-EXPEDITED US-TEVA-356070USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
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Detailed Report
8763387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8763387 EXPEDITED (15-DAY) DE,CA,OT US-BAYER-2012-087176 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital diaphragmatic hernia Mirena S TRANSPLACENTAL 20 mcg/24hr, CONT  BAYER
Premature baby  
Respiratory failure  

8772854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8772854 NON-EXPEDITED OT US-BAYER-2012-091638 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

8773027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773027 NON-EXPEDITED US-BAYER-2012-092881 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8773030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773030 NON-EXPEDITED US-BAYER-2012-092834 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8773037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773037 NON-EXPEDITED US-BAYER-2012-090684 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8773043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773043 NON-EXPEDITED US-BAYER-2012-092860 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, UNK  BAYER

8773046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773046 NON-EXPEDITED US-BAYER-2012-092671 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8773054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773054 NON-EXPEDITED US-TEVA-357860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8773081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773081 NON-EXPEDITED US-BAYER-2012-084887 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Dysmenorrhoea  

8773258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773258 EXPEDITED (15-DAY) CA,OT US-BAYER-2012-090707 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urethral valves Mirena S TRANSPLACENTAL UNK  BAYER
Kidney infection  
Vesicoureteric reflux  
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Detailed Report
8773315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773315 NON-EXPEDITED US-TEVA-357799USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8773583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773583 NON-EXPEDITED US-TEVA-357731USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8773720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773720 NON-EXPEDITED US-BAYER-2012-093222 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr  BAYER

8773851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8773851 NON-EXPEDITED US-TEVA-357723USA 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fluid retention PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Weight increased SYNTHROID C  

8774070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774070 NON-EXPEDITED US-TEVA-357966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8774297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774297 NON-EXPEDITED US-TEVA-357925USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

8774329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774329 EXPEDITED (15-DAY) OT SE-BAYER-2012-091073 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE UNK  BAYER
Infection  

8774346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774346 NON-EXPEDITED US-TEVA-357866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8774355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774355 NON-EXPEDITED US-TEVA-357884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort NORDETTE C  

8774382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2012 8774382 NON-EXPEDITED OT US-BAYER-2012-092123 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal mycotic infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8018456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8018456 NON-EXPEDITED US-BAYER-2011-053363 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy Mirena S INTRAUTERINE 52 mg, UNK  BAYER

8590174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8590174 NON-EXPEDITED OT US-BAYER-2012-053850 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER
Menorrhagia  

8621438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8621438 NON-EXPEDITED OT US-BAYER-2012-058074 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain MVI C  
Ovarian cyst CLARITIN C  

8665276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8665276 NON-EXPEDITED OT US-BAYER-2012-069838 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Device component issue XANAX C 0.5 mg, QD  

MULTIVITAMIN C UNK UNK, QD  
VITAMIN B12 C UNK UNK, QD  
FISH OIL C UNK UNK, QD  
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8669589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8669589 EXPEDITED (15-DAY) OT CA-BAYER-2012-069934 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyst MIRENA S  BAYER
Pain  

8672793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8672793 EXPEDITED (15-DAY) OT CA-BAYER-2012-071674 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydial cervicitis MIRENA S UNK  BAYER
Pain  

8673466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8673466 EXPEDITED (15-DAY) HO US-BAYER-2012-072047 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Metrorrhagia  
Nausea  
Pelvic pain  
Pyrexia  
Vaginal haemorrhage  
Vomiting  

8687050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8687050 NON-EXPEDITED US-BAYER-2012-074239 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8709188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8709188 EXPEDITED (15-DAY) OT ES-PFIZER
INC-2012179583

21 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Candidiasis LEVONORGESTREL & ETHINYL

ESTRADIOL
S ORAL UNK  PFIZER

Headache  
Metrorrhagia  
Nausea  
Vomiting  

8716762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8716762 NON-EXPEDITED OT US-BAYER-2012-080660 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8724118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8724118 NON-EXPEDITED OT US-BAYER-2012-081081 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Ovarian cyst  

8725688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8725688 NON-EXPEDITED OT US-BAYER-2012-082298 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Pain  
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Detailed Report
8733032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8733032 NON-EXPEDITED US-BAYER-2012-085517 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness Mirena S  BAYER
Malaise  

8747776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8747776 NON-EXPEDITED US-BAYER-2012-088300 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8756634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8756634 NON-EXPEDITED US-TEVA-355869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia Multivitamins C  

8756849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8756849 NON-EXPEDITED US-BAYER-2012-087761 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8758010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8758010 EXPEDITED (15-DAY) OT DE-PFIZER
INC-2012207027

31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dental fistula ESTRADIOL\LEVONORGESTREL S ORAL 1 DF, 1x/day  PFIZER
Condition aggravated  
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Detailed Report
8760052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8760052 NON-EXPEDITED US-TEVA-356299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue Prenatal Vitamins C  

8764031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8764031 NON-EXPEDITED US-TEVA-356599USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Multi Vitamin C  

8764162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8764162 NON-EXPEDITED US-TEVA-356580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8769668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8769668 NON-EXPEDITED US-TEVA-357205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8770040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8770040 NON-EXPEDITED US-TEVA-357254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8774684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774684 NON-EXPEDITED US-BAYER-2012-093410 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8774686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774686 NON-EXPEDITED US-BAYER-2012-092119 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8774689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774689 NON-EXPEDITED US-BAYER-2012-093494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8774740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774740 NON-EXPEDITED OT US-BAYER-2012-092049 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8774746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774746 NON-EXPEDITED US-BAYER-2012-092747 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8774751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774751 NON-EXPEDITED US-BAYER-2012-093389 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8774752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774752 NON-EXPEDITED OT US-BAYER-2012-091898 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device expulsion  

8774979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774979 NON-EXPEDITED US-BAYER-2012-090343 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8774984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8774984 NON-EXPEDITED US-TEVA-357970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pregnancy  

8775242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775242 NON-EXPEDITED US-BAYER-2012-093906 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, QOD  BAYER

8775244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775244 NON-EXPEDITED US-BAYER-2012-093832 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8775245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775245 NON-EXPEDITED US-BAYER-2012-093955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8775250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775250 NON-EXPEDITED US-BAYER-2012-093871 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8775252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775252 NON-EXPEDITED US-BAYER-2012-093922 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8775253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775253 NON-EXPEDITED US-BAYER-2012-093954 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8775518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775518 NON-EXPEDITED OT US-BAYER-2012-091949 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8775520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775520 NON-EXPEDITED OT US-BAYER-2012-092078 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

Page: 11,741 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8775619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775619 NON-EXPEDITED US-TEVA-357978USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8775645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775645 NON-EXPEDITED US-BAYER-2012-088987 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8775793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775793 NON-EXPEDITED US-BAYER-2012-093847 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, QOD  BAYER

8775797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775797 NON-EXPEDITED US-BAYER-2012-091455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue Climara Pro S UNK  BAYER
No adverse event  
Product quality issue  

8775814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775814 NON-EXPEDITED US-TEVA-358185USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8775846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775846 NON-EXPEDITED US-BAYER-2012-093521 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8775861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775861 NON-EXPEDITED US-TEVA-358212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Claritin C  

8775885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775885 NON-EXPEDITED OT US-BAYER-2012-092154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal weight gain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Depression  
Fluid retention  
Headache  
Mood swings  

8775914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775914 NON-EXPEDITED US-TEVA-358218USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8775926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775926 NON-EXPEDITED US-BAYER-2012-093899 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8775977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8775977 NON-EXPEDITED US-TEVA-358179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8776015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776015 NON-EXPEDITED US-TEVA-358248USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Microgestin C  

8776016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776016 NON-EXPEDITED US-TEVA-358214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776054 NON-EXPEDITED US-TEVA-358203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776070 NON-EXPEDITED US-TEVA-358182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776096 NON-EXPEDITED US-TEVA-358164USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776153 NON-EXPEDITED US-BAYER-2012-092637 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8776155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776155 NON-EXPEDITED US-BAYER-2012-093764 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8776165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776165 NON-EXPEDITED US-BAYER-2012-094038 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S 20mcg/24hr  BAYER
Menstruation irregular  
Vaginal discharge  

8776168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776168 NON-EXPEDITED US-BAYER-2012-094044 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24 hrs  BAYER

Mirena S  BAYER

8776209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776209 NON-EXPEDITED US-BAYER-2012-089563 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776222 NON-EXPEDITED OT US-BAYER-2012-092100 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Pain  
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Detailed Report
8776231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776231 EXPEDITED (15-DAY) OT NO-BAYER-2012-084257 56 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage ESTRADOT C  
Device difficult to use  
Uterine cervix stenosis  

8776279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776279 NON-EXPEDITED OT US-BAYER-2012-091882 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S  BAYER
Device difficult to use  

8776284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776284 NON-EXPEDITED OT US-BAYER-2012-091956 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE UNK  BAYER

8776344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776344 NON-EXPEDITED US-BAYER-2012-093789 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776407 NON-EXPEDITED US-TEVA-357893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8776481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776481 NON-EXPEDITED US-TEVA-358171USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

8776485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776485 NON-EXPEDITED US-TEVA-357908USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776502 NON-EXPEDITED US-TEVA-358012USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776525 NON-EXPEDITED US-BAYER-2012-093772 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776758 NON-EXPEDITED US-BAYER-2012-092509 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,747 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8776794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776794 NON-EXPEDITED OT US-BAYER-2012-091885 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE UNK  BAYER
Loss of consciousness  

8776814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8776814 NON-EXPEDITED US-TEVA-357981USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  

8777495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8777495 NON-EXPEDITED US-TEVA-358146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Lo Estrol C  

8777614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8777614 NON-EXPEDITED US-TEVA-357964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8789316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789316 DIRECT OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness MIRENA S  
Aphagia  
Insomnia  
Malaise  
Migraine  
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8789329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789329 DIRECT DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia MIRENA S  
Hypoaesthesia  
Pain in extremity  
Sensation of heaviness  
Walking aid user  

8789465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789465 DIRECT HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety MIRENA S  
Depression  
Headache  
Mood swings  
Weight increased  

8789534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789534 DIRECT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Seborrhoeic dermatitis MIRENA S 18 MTH BAYER
Abdominal pain  
Alopecia  
Arthralgia  
Headache  
Myalgia  
Urticaria  
Vision blurred  
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8789568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789568 DIRECT Y DE,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA S INTRAUTERINE Intra-uterine  
Weight increased IBUPROFEN C  
Breast tenderness FEXOFENADINE C  
Hypertension C  
Abdominal distension  
Agitation  
Breast swelling  
Constipation  

8789637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2012 8789637 DIRECT Y HO 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL  YR

ALBUTEROL INHALER C  
BUPROPION SR C  
CLONAZEPAM C  
PRAVASTATIN C  
SERTRALINE C  

8720048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8720048 NON-EXPEDITED OT US-BAYER-2012-081171 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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8724072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8724072 NON-EXPEDITED OT US-BAYER-2012-080716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

8731872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8731872 EXPEDITED (15-DAY) OT US-BAYER-2012-085066 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Device breakage  
Device expulsion  

8776676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776676 NON-EXPEDITED US-BAYER-2012-093617 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8776760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776760 NON-EXPEDITED US-TEVA-358392USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8776775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776775 EXPEDITED (15-DAY) OT BR-BAYER-2012-092893 15 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchiolitis MIRANOVA S TRANSPLACENTAL UNK  BAYER
Caesarean section  
Maternal drugs affecting foetus  

8776813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776813 NON-EXPEDITED US-TEVA-358297USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776836 EXPEDITED (15-DAY) HO,OT FR-BAYER-2012-087562 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abortion spontaneous  
Breast pain  
Haemorrhage in pregnancy  
Pelvic pain  
Pregnancy with contraceptive device  

8776855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776855 NON-EXPEDITED US-TEVA-358437USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8776871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776871 NON-EXPEDITED US-TEVA-358452USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8776872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776872 NON-EXPEDITED US-BAYER-2012-093483 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776895 NON-EXPEDITED US-BAYER-2012-091516 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776896 EXPEDITED (15-DAY) OT FR-BAYER-2012-092529 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Amenorrhoea  
Intra-abdominal haemorrhage  

8776904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776904 NON-EXPEDITED US-TEVA-358289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8776928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8776928 NON-EXPEDITED US-BAYER-2012-092737 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Product shape issue  

8777030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777030 NON-EXPEDITED US-BAYER-2012-094348 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8777031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777031 NON-EXPEDITED US-BAYER-2012-094481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8777032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777032 NON-EXPEDITED US-BAYER-2012-093458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777274 NON-EXPEDITED US-BAYER-2012-093615 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8777375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777375 NON-EXPEDITED US-BAYER-2012-093368 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777376 EXPEDITED (15-DAY) OT US-BAYER-2012-093365 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Acne  
Genital haemorrhage  
Menstruation delayed  
Migraine  
Vaginitis bacterial  

8777396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777396 NON-EXPEDITED US-BAYER-2012-094351 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777435 NON-EXPEDITED US-TEVA-358310USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
Vaginal odour  

8777448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777448 NON-EXPEDITED US-BAYER-2012-093407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8777449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777449 NON-EXPEDITED US-BAYER-2012-094260 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777477 NON-EXPEDITED US-BAYER-2012-094163 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777478 NON-EXPEDITED US-BAYER-2012-092643 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777682 NON-EXPEDITED US-TEVA-358430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8777951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777951 NON-EXPEDITED US-BAYER-2012-091732 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S UNK  BAYER
Depression  
Hot flush  
Irritability  
Night sweats  
Weight decreased  
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Detailed Report
8777953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777953 NON-EXPEDITED US-BAYER-2012-093466 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8777955 NON-EXPEDITED US-BAYER-2012-089825 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778212 NON-EXPEDITED US-TEVA-358249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8778225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778225 NON-EXPEDITED US-BAYER-2012-093831 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal distension  
Constipation  
Mood swings  
Muscle spasms  
Muscle tightness  

8778229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778229 NON-EXPEDITED OT US-BAYER-2012-092757 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE UNK  BAYER
Device dislocation  
Procedural pain  
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Detailed Report
8778253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778253 NON-EXPEDITED US-BAYER-2012-094003 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8778254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778254 NON-EXPEDITED OT US-BAYER-2012-092440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital discharge  

8778255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778255 NON-EXPEDITED US-BAYER-2012-093889 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20mcg/24hrs  BAYER

8778256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8778256 NON-EXPEDITED OT US-BAYER-2012-092439 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8779305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779305 NON-EXPEDITED US-TEVA-358419USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 11,758 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8779349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779349 NON-EXPEDITED US-BAYER-2012-094285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Menstruation delayed  

8779351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779351 NON-EXPEDITED US-BAYER-2012-094167 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8779361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779361 NON-EXPEDITED US-BAYER-2012-094250 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8779595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779595 NON-EXPEDITED US-BAYER-2012-094236 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8779598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779598 NON-EXPEDITED US-BAYER-2012-094168 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8779638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779638 NON-EXPEDITED US-TEVA-358304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  

8779645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779645 NON-EXPEDITED US-TEVA-358296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8779673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 8779673 NON-EXPEDITED US-TEVA-358413USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Eczema Medication C  

9172424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 9172424 NON-EXPEDITED US-TEVA-358418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9172478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 9172478 NON-EXPEDITED US-TEVA-358446USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9172511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 9172511 NON-EXPEDITED US-TEVA-358432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9172649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 9172649 NON-EXPEDITED US-TEVA-358484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9172666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2012 9172666 NON-EXPEDITED US-TEVA-358487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8125502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8125502 NON-EXPEDITED OT US-BAYER-2011-018271 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Abnormal weight gain  
Asthenia  
Food craving  
Menorrhagia  
Procedural headache  
Withdrawal syndrome  
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Detailed Report
8491051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8491051 EXPEDITED (15-DAY) HO RU-BAYER-2012-030013 36 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhoids Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Haemorrhoids  
Pain  

8708407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8708407 EXPEDITED (15-DAY) OT US-BAYER-2012-076213 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Iatrogenic injury Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine injury  

8755746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8755746 NON-EXPEDITED OT US-BAYER-2012-086180 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S 20 mcg/24hr, CONT  BAYER

8760714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8760714 EXPEDITED (15-DAY) DS,OT GB-BAYER-2012-087617 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S UNK  BAYER
Activities of daily living impaired  
Anxiety  
Mental disorder  

8777646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8777646 NON-EXPEDITED US-BAYER-2012-094824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8777649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8777649 NON-EXPEDITED US-BAYER-2012-091237 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8777877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8777877 NON-EXPEDITED US-BAYER-2012-095028 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8777921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8777921 NON-EXPEDITED US-BAYER-2012-094915 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site pruritus Climara Pro S  BAYER

8778052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778052 NON-EXPEDITED US-BAYER-2012-094941 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778053 NON-EXPEDITED US-BAYER-2012-094414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8778079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778079 NON-EXPEDITED US-TEVA-358658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 11,763 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8778105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778105 EXPEDITED (15-DAY) OT US-BAYER-2012-093155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Medical device discomfort  
Medical device pain  
Vulvovaginal swelling  

8778135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778135 NON-EXPEDITED US-BAYER-2012-094001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL UNK  BAYER
Anxiety  
Hypertonic bladder  
Thirst  

8778149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778149 NON-EXPEDITED US-BAYER-2012-094973 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778207 NON-EXPEDITED US-BAYER-2012-092890 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8778231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778231 NON-EXPEDITED US-TEVA-358670USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
Pregnancy after post coital contraception  

8778251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778251 NON-EXPEDITED US-BAYER-2012-090222 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8778257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778257 NON-EXPEDITED US-BAYER-2012-094949 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8778629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778629 NON-EXPEDITED US-BAYER-2012-095023 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778631 NON-EXPEDITED US-BAYER-2012-094967 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8778716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778716 NON-EXPEDITED US-BAYER-2012-094943 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778946 NON-EXPEDITED US-BAYER-2012-094818 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778947 NON-EXPEDITED US-BAYER-2012-094896 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal rigidity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Weight increased  

8778948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778948 NON-EXPEDITED OT US-BAYER-2012-093181 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8778965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778965 EXPEDITED (15-DAY) HO HU-BAYER-2012-092657 46 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
Headache  
Hyperhidrosis  
Nausea  
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Detailed Report
8778982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778982 NON-EXPEDITED US-BAYER-2012-094459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8778984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8778984 NON-EXPEDITED OT US-BAYER-2012-092616 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8779318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779318 NON-EXPEDITED US-TEVA-358515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8779399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779399 NON-EXPEDITED US-TEVA-358466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

8779431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779431 NON-EXPEDITED US-BAYER-2012-093360 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8779440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779440 NON-EXPEDITED US-TEVA-358544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8779443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779443 NON-EXPEDITED US-TEVA-358552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8779455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779455 NON-EXPEDITED US-BAYER-2012-094787 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S UNK  BAYER
Device expulsion CONTRACEPTIVES NOS C  
Asthenia  
Back pain  
Malaise  
Muscle contractions involuntary  

8779475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779475 EXPEDITED (15-DAY) OT NO-BAYER-2012-091859 46 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Urinary tract infection  

8779532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779532 NON-EXPEDITED US-TEVA-358550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8779539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779539 NON-EXPEDITED US-TEVA-358556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8779550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779550 NON-EXPEDITED US-TEVA-358559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8779786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779786 NON-EXPEDITED US-TEVA-358518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8779842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779842 NON-EXPEDITED US-TEVA-358636USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue LOESTRIN 24 C  
Breast tenderness LOESTRIN 24 C  
Menstruation delayed PROZAC C  
Off label use PROZAC C  

ABILIFY C  
ABILIFY C  

8779867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779867 NON-EXPEDITED US-BAYER-2012-094843 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8779872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 8779872 NON-EXPEDITED US-BAYER-2012-092210 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2012 9175590 NON-EXPEDITED OT US-BAYER-2012-094792 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix atrophy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8613677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8613677 EXPEDITED (15-DAY) OT NO-BAYER-2012-056236 48 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervix disorder Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8649272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8649272 NON-EXPEDITED OT US-BAYER-2012-065912 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain  
Coital bleeding  
Complication of device removal  
Device breakage  
Device deployment issue  
Dyspareunia  
Feeling abnormal  
Genital haemorrhage  
Genital infection fungal  
Headache  
Ovarian cyst  
Pelvic pain  

8722096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8722096 NON-EXPEDITED HO US-BAYER-2012-080378 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8723386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8723386 NON-EXPEDITED US-BAYER-2012-077194 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema Climara Pro S 0.045/0.015  BAYER
Burning sensation Climara Pro S  BAYER
Erythema  
Skin exfoliation  
Thermal burn  
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Detailed Report
8770762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8770762 NON-EXPEDITED US-TEVA-357538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysuria  

8771090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8771090 NON-EXPEDITED US-TEVA-357676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8780691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780691 NON-EXPEDITED US-BAYER-2012-093386 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780697 NON-EXPEDITED US-BAYER-2012-093446 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780749 NON-EXPEDITED US-TEVA-358700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Fatigue  
Nausea  
Pregnancy  
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Detailed Report
8780778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780778 NON-EXPEDITED US-BAYER-2012-095303 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780828 NON-EXPEDITED US-BAYER-2012-093734 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  

8780831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780831 NON-EXPEDITED US-BAYER-2012-095029 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8780956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780956 EXPEDITED (15-DAY) OT US-BAYER-2012-093123 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Fatigue  
Headache  
Mood swings  
Weight increased  

8780973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780973 NON-EXPEDITED US-BAYER-2012-093477 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8780977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780977 NON-EXPEDITED US-BAYER-2012-090582 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780980 NON-EXPEDITED US-BAYER-2012-093497 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780982 NON-EXPEDITED US-BAYER-2012-092288 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780985 NON-EXPEDITED US-BAYER-2012-093263 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8780992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780992 NON-EXPEDITED OT US-BAYER-2012-092947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE  BAYER
Device breakage  

8780996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780996 NON-EXPEDITED US-BAYER-2012-093700 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8780997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8780997 NON-EXPEDITED US-BAYER-2012-093484 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8781013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781013 NON-EXPEDITED US-BAYER-2012-094800 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8781017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781017 NON-EXPEDITED US-BAYER-2012-093733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8781034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781034 NON-EXPEDITED US-TEVA-358743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Decreased appetite  

8781136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781136 NON-EXPEDITED US-BAYER-2012-095415 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8781462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781462 NON-EXPEDITED OT US-BAYER-2012-092876 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Muscle spasms Mirena S  BAYER
Feeling abnormal  

8781525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781525 NON-EXPEDITED OT US-BAYER-2012-093422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8781529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781529 NON-EXPEDITED OT US-BAYER-2012-094864 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia Mirena S  BAYER

8781646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781646 NON-EXPEDITED US-BAYER-2012-092774 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8781744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781744 NON-EXPEDITED US-TEVA-358737USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8781755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781755 NON-EXPEDITED US-BAYER-2012-092666 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8781943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8781943 NON-EXPEDITED US-TEVA-358765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed mood PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8782238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782238 NON-EXPEDITED US-BAYER-2012-095578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8782421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782421 NON-EXPEDITED US-BAYER-2012-095543 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8782697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782697 NON-EXPEDITED OT US-BAYER-2012-093808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8782701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782701 NON-EXPEDITED US-BAYER-2012-095106 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood oestrogen decreased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8782718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782718 NON-EXPEDITED US-TEVA-358907USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8782746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782746 NON-EXPEDITED US-BAYER-2012-095460 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8782871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782871 NON-EXPEDITED US-BAYER-2012-092922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8782875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782875 NON-EXPEDITED US-BAYER-2012-093688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oligomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8782878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782878 NON-EXPEDITED US-BAYER-2012-092541 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Emotional distress  
Gingival bleeding  
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8782952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8782952 NON-EXPEDITED US-BAYER-2012-095485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8783105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8783105 NON-EXPEDITED US-TEVA-358869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Papule PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Lip disorder LYRICA C  

TRAMADOL C  
PREDNISONE C  

8783229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8783229 NON-EXPEDITED US-BAYER-2012-093488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8783233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8783233 NON-EXPEDITED US-TEVA-358708USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus generalised PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8783459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8783459 NON-EXPEDITED US-TEVA-358941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8784416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8784416 NON-EXPEDITED US-PFIZER
INC-2012219729

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Depo-Provera S INTRAMUSCULAR UNK  PFIZER

Next Choice S UNK  

8784420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8784420 NON-EXPEDITED US-PFIZER
INC-2012220454

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine LEVONORGESTREL/ETHINYL

ESTRADIOL
S UNK  PFIZER

Influenza like illness YAZ S UNK  
Dysmenorrhoea ORTHO-NOVUM 1/50 28 S UNK  
Feeling abnormal  

8790763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2012 8790763 DIRECT Y RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S INTRAUTERINE 5 YR

MIRENA C  

7840937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 7840937 NON-EXPEDITED US-BAYER-2011-017704 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE UNK  BAYER
Abdominal pain  
Breast tenderness  
Dizziness  
Haemorrhage in pregnancy  
Headache  
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Detailed Report
8014191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8014191 NON-EXPEDITED US-BAYER-2011-052244 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S 20 mcg/24hr, UNK  BAYER
Device expulsion PRENATAL VITAMINS C  

8667885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8667885 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-070413 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain METOPROLOL C 50 mg, QD  
Vaginal haemorrhage ZOLMITRIPTAN C 2.5 mg, PRN  
Back pain FE C 325 mg, BID  
Abdominal pain lower  
Dizziness  
Headache  
Metrorrhagia  
Nausea  
Pelvic inflammatory disease  
Pelvic pain  
Pyrexia  
Vomiting  

8724244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8724244 NON-EXPEDITED US-BAYER-2012-080703 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight increased Mirena S  BAYER
Device expulsion  
Disturbance in attention  
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8769473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8769473 NON-EXPEDITED US-TEVA-357448USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Zoloft C  
Zoloft C  
Omeprazole C  

8770445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8770445 NON-EXPEDITED US-TEVA-357545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Lutera C  

8772463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8772463 EXPEDITED (15-DAY) HO,LT,OT AT-BAYER-2012-088783 43 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pneumonia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Granulomatosis with polyangiitis  

8784706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784706 NON-EXPEDITED OT US-BAYER-2012-093463 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8784724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784724 NON-EXPEDITED OT US-BAYER-2012-093737 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
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Detailed Report
8784733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784733 NON-EXPEDITED US-TEVA-358936USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8784809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784809 NON-EXPEDITED US-TEVA-359167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8784823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784823 NON-EXPEDITED US-BAYER-2012-093493 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst Mirena S  BAYER

8784827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784827 NON-EXPEDITED OT US-BAYER-2012-093742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8784994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8784994 NON-EXPEDITED US-BAYER-2012-093793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8785024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785024 EXPEDITED (15-DAY) OT BR-BAYER-2012-093947 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Candidiasis Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8785041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785041 NON-EXPEDITED US-BAYER-2012-096010 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8785081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785081 NON-EXPEDITED US-TEVA-358978USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovulation pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  

8785133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785133 NON-EXPEDITED US-BAYER-2012-095570 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Complication of device insertion  

8785231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785231 NON-EXPEDITED US-TEVA-359018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8785288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785288 NON-EXPEDITED US-TEVA-359043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8785300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785300 EXPEDITED (15-DAY) OT US-BAYER-2012-093719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lyme disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8785302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785302 EXPEDITED (15-DAY) OT GB-BAYER-2012-093790 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast mass  
Uterine haemorrhage  

8785303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785303 NON-EXPEDITED OT US-BAYER-2012-093695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8785315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785315 NON-EXPEDITED US-PFIZER
INC-2012222739

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LEVONORGESTREL, ETHINYL

ESTRADIOL
S UNK  PFIZER
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8785474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785474 NON-EXPEDITED US-TEVA-358894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8785504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785504 EXPEDITED (15-DAY) OT BE-BAYER-2012-072157 28 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometrial hyperplasia  

8785505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785505 NON-EXPEDITED OT US-BAYER-2012-093987 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8785612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785612 NON-EXPEDITED US-BAYER-2012-093247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Productive cough Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8785614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785614 EXPEDITED (15-DAY) OT US-BAYER-2012-093311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loop electrosurgical excision procedure Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Herpes virus infection  
Vaginal infection  
Vaginal odour  
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Detailed Report
8785651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785651 EXPEDITED (15-DAY) OT US-BAYER-2012-093440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Adnexa uteri pain  
Blood pressure increased  
Depression  
Headache  
Major depression  
No adverse event  
Oedema peripheral  
Weight increased  

8785653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785653 EXPEDITED (15-DAY) OT HN-BAYER-2012-093003 33 YR Female HND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8785686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785686 NON-EXPEDITED US-TEVA-359143USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy test positive PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
Pregnancy test negative  
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8785751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785751 NON-EXPEDITED US-TEVA-358954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Menstruation irregular  
Pregnancy  

8785753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785753 NON-EXPEDITED OT US-BAYER-2012-093616 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Pain in extremity  
Polymenorrhoea  

8785774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785774 NON-EXPEDITED US-TEVA-358950USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retching PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Regurgitation  

8785874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785874 NON-EXPEDITED OT US-BAYER-2012-093687 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8785958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8785958 NON-EXPEDITED US-TEVA-358947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8786002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8786002 NON-EXPEDITED US-TEVA-358889USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Microgestin Fe 1/20 C  

8786116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8786116 NON-EXPEDITED US-TEVA-358977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  

8786127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8786127 NON-EXPEDITED US-TEVA-358880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL  DURAMED

8787081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8787081 NON-EXPEDITED US-BAYER-2012-095534 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,789 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8787084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8787084 NON-EXPEDITED US-BAYER-2012-095626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cortisol increased Mirena S UNK  BAYER
Food craving  
Hyperphagia  
Weight increased  

8787087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8787087 NON-EXPEDITED US-BAYER-2012-095595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8790415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8790415 NON-EXPEDITED US-BAYER-2012-095847 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8791336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2012 8791336 DIRECT OT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA S  BAYER
Abdominal pain  
Acne  
Anxiety  
Menorrhagia  
Ovarian cyst  
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Detailed Report
8790386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2012 8790386 NON-EXPEDITED US-BAYER-2012-096087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8790414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2012 8790414 NON-EXPEDITED US-BAYER-2012-096066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8773998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2012 8773998 EXPEDITED (15-DAY) OT US-
WATSON-2012-14253

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Appendicitis NEXT CHOICE S ORAL UNK  WATSON
Abdominal pain  

7901517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 7901517 NON-EXPEDITED US-BAYER-2011-029814 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Device dislocation  
Device expulsion  
Vaginal haemorrhage  

8200080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8200080 NON-EXPEDITED US-BAYER-2011-100967 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed CALCIUM +VIT D C ORAL  
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Detailed Report
8569215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8569215 EXPEDITED (15-DAY) OT RU-BAYER-2012-045954 46 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malignant hypertension Mirena S INTRAUTERINE UNK  BAYER
Blood pressure increased  

8688346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8688346 NON-EXPEDITED OT US-BAYER-2012-075075 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine spasm Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Endocicin C  

8693060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8693060 NON-EXPEDITED OT US-BAYER-2012-074226 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8736940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8736940 EXPEDITED (15-DAY) OT US-BAYER-2012-086259 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal laceration Mirena S UNK  BAYER
Device deployment issue  
Post procedural discomfort  

8771118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8771118 NON-EXPEDITED US-TEVA-357649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8771536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8771536 NON-EXPEDITED US-TEVA-357534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8772451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8772451 NON-EXPEDITED US-TEVA-357219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMIN D C  

8788656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8788656 NON-EXPEDITED US-TEVA-359243USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8788763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8788763 EXPEDITED (15-DAY) HO,OT CA-TEVA-358669USA 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion PLAN B S ORAL  DURAMED

8788786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8788786 EXPEDITED (15-DAY) HO,LT FR-BAYER-2012-093159 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sepsis Mirena S  BAYER

8789814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8789814 NON-EXPEDITED US-BAYER-2012-096401 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8789835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8789835 NON-EXPEDITED US-TEVA-359265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Vomiting  

8789850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8789850 NON-EXPEDITED US-TEVA-359259USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8789971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8789971 NON-EXPEDITED US-TEVA-359128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8789972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8789972 NON-EXPEDITED OT US-BAYER-2012-093826 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device component issue  

8790001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790001 NON-EXPEDITED US-BAYER-2012-096100 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8790060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790060 NON-EXPEDITED US-BAYER-2012-095271 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8790064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790064 NON-EXPEDITED US-TEVA-359133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8790098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790098 NON-EXPEDITED OT US-BAYER-2012-093956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER
Device dislocation Mirena S  BAYER

8790122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790122 NON-EXPEDITED US-TEVA-359196USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Adnexa uteri pain  
Breast tenderness  
Constipation  
Diarrhoea  
Fatigue  
Menstruation irregular  
Nausea  
Nipple disorder  
Nipple pain  
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Detailed Report
8790189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790189 NON-EXPEDITED OT US-BAYER-2012-094902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8790281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790281 NON-EXPEDITED OT US-BAYER-2012-093890 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Genital haemorrhage  

8790302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790302 NON-EXPEDITED US-TEVA-359170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Adderall C  
Ambien C  
Clonazepam C  

8790316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790316 NON-EXPEDITED US-BAYER-2012-094000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8790327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790327 NON-EXPEDITED US-TEVA-359206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 11,796 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8790371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8790371 NON-EXPEDITED US-TEVA-359257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Antibiotic C  

8793069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793069 NON-EXPEDITED US-TEVA-359326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8793072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793072 NON-EXPEDITED US-TEVA-359328USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Folic acid C  

8793120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793120 NON-EXPEDITED US-TEVA-359357USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8793213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793213 NON-EXPEDITED US-TEVA-359339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8793238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793238 NON-EXPEDITED US-TEVA-359366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8793244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793244 NON-EXPEDITED US-BAYER-2012-094517 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8793339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793339 NON-EXPEDITED US-TEVA-359320USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8793379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793379 NON-EXPEDITED US-TEVA-359351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  
Menstruation irregular  
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Detailed Report
8793427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793427 EXPEDITED (15-DAY) HO US-BAYER-2012-093829 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain Mirena S  BAYER
Device dislocation  
Urinary tract infection  

8793450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793450 NON-EXPEDITED US-TEVA-359370USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8793908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8793908 NON-EXPEDITED US-TEVA-359244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use UNSPECIFIED INGREDIENT S  

8794908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8794908 NON-EXPEDITED US-BAYER-2012-095526 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin irritation Climara Pro S TRANSDERMAL UNK  BAYER
Application site erythema  

8795518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8795518 NON-EXPEDITED US-TEVA-359401USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8795530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8795530 NON-EXPEDITED OT US-BAYER-2012-093933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8795531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8795531 NON-EXPEDITED OT US-BAYER-2012-093887 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8798575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8798575 NON-EXPEDITED US-TEVA-359382USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8798654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8798654 NON-EXPEDITED US-BAYER-2012-095988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8798664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2012 8798664 DIRECT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings MIRENA S  BAYER
Agitation  
Amnesia  
Blood pressure increased  
Dizziness  
Fatigue  
Feeling abnormal  
Hypoaesthesia  
Nausea  

8429857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8429857 NON-EXPEDITED OT US-BAYER-2012-015702 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal LEVOTHYROXINE SODIUM C ORAL 100 mg, QD  
Amenorrhoea PRISTIQ C ORAL 50 mg, QD  
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Detailed Report
8560150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8560150 NON-EXPEDITED US-BAYER-2012-045228 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Apathy  
Dizziness  
Dyspepsia  
Fatigue  
Feeling abnormal  
Hiccups  
Nausea  
Pollakiuria  

8642692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8642692 EXPEDITED (15-DAY) OT US-BAYER-2012-061931 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Uterine polyp  

8679516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8679516 NON-EXPEDITED US-BAYER-2012-073513 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
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Detailed Report
8683377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8683377 NON-EXPEDITED OT US-BAYER-2012-073801 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Procedural pain  

8694101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8694101 NON-EXPEDITED US-BAYER-2012-075925 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Back pain  
Dyspareunia  
Feeling jittery  
Nausea  
Nervousness  
Pelvic pain  
Somnolence  
Vomiting  
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Detailed Report
8720021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8720021 EXPEDITED (15-DAY) OT GB-BAYER-2012-078953 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Candidiasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression OESTRADIOL [ESTRADIOL] C UNK  
Acne  
Alopecia  
Anxiety  
Bladder irritation  
Confusional state  
Fatigue  
Feeling abnormal  
Fibromyalgia  
Headache  
Malaise  
Mental impairment  
Nausea  
Nervousness  
Palpitations  

8723129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8723129 NON-EXPEDITED US-BAYER-2012-081136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8731742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8731742 NON-EXPEDITED US-BAYER-2012-083046 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Product shape issue  

Page: 11,804 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8791617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791617 NON-EXPEDITED US-TEVA-359645USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8791665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791665 NON-EXPEDITED US-BAYER-2012-096743 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8791702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791702 NON-EXPEDITED US-TEVA-359451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8791716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791716 NON-EXPEDITED US-TEVA-359458USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8791731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791731 NON-EXPEDITED US-BAYER-2012-094371 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8791734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791734 NON-EXPEDITED US-BAYER-2012-093940 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Menstruation irregular  
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Detailed Report
8791743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791743 NON-EXPEDITED US-TEVA-359487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8791761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791761 NON-EXPEDITED US-BAYER-2012-091716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8791837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791837 NON-EXPEDITED US-BAYER-2012-090065 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8791839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791839 NON-EXPEDITED OT US-BAYER-2012-094523 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Depressed mood Mirena S  BAYER
Abdominal distension  
Alopecia  
Back pain  
Breast pain  
Libido decreased  
Swelling  
Weight increased  
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Detailed Report
8791870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791870 NON-EXPEDITED US-TEVA-359648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8791872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8791872 NON-EXPEDITED US-TEVA-359588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8792011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792011 NON-EXPEDITED US-BAYER-2012-096878 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8792015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792015 NON-EXPEDITED US-BAYER-2012-089536 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8792017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792017 NON-EXPEDITED US-BAYER-2012-096899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8792101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792101 NON-EXPEDITED US-TEVA-359418USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8792181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792181 NON-EXPEDITED US-TEVA-359511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pelvic pain  

8792184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792184 NON-EXPEDITED US-BAYER-2012-096442 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8792188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792188 NON-EXPEDITED OT US-BAYER-2012-094488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8792202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792202 NON-EXPEDITED US-BAYER-2012-096125 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8792210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792210 NON-EXPEDITED US-TEVA-359597USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  

8792451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792451 NON-EXPEDITED US-BAYER-2012-091976 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8792452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792452 NON-EXPEDITED US-BAYER-2012-092600 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8792456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792456 NON-EXPEDITED US-BAYER-2012-093396 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Pain  
Vaginal disorder  

8792459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792459 NON-EXPEDITED US-BAYER-2012-096466 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8792467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792467 NON-EXPEDITED US-BAYER-2012-096555 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE t20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Acne  
Back pain  

8792546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792546 NON-EXPEDITED US-TEVA-359628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8792592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792592 NON-EXPEDITED US-TEVA-359495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Advil C  

8792626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792626 EXPEDITED (15-DAY) OT ZA-BAYER-2012-094431 35 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal candidiasis MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8792833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792833 NON-EXPEDITED US-BAYER-2012-097005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Page: 11,810 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8792835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792835 NON-EXPEDITED US-BAYER-2012-097057 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Procedural pain  

8792862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792862 NON-EXPEDITED OT US-BAYER-2012-094536 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

8792878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8792878 NON-EXPEDITED US-TEVA-359650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Menstruation irregular  

8793276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793276 NON-EXPEDITED US-BAYER-2012-097074 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8793360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793360 NON-EXPEDITED US-TEVA-359606USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8793377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793377 NON-EXPEDITED US-BAYER-2012-097051 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8793412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793412 NON-EXPEDITED US-TEVA-359632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8793456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793456 NON-EXPEDITED OT US-BAYER-2012-094940 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  

8793760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793760 NON-EXPEDITED US-BAYER-2012-096540 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8793761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793761 NON-EXPEDITED US-BAYER-2012-092066 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8793781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793781 EXPEDITED (15-DAY) OT NO-BAYER-2012-093523 37 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S UNK  BAYER
Amenorrhoea Mirena S UNK  BAYER
Complication of device removal  
Device difficult to use  
Menorrhagia  
Uterine leiomyoma  

8793796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8793796 NON-EXPEDITED US-BAYER-2012-094532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S UNK  BAYER

8795528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8795528 NON-EXPEDITED US-BAYER-2012-096119 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8799015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2012 8799015 DIRECT HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

8343290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8343290 EXPEDITED (15-DAY) OT BR-BAYER-2012-005817 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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Detailed Report
8576176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8576176 EXPEDITED (15-DAY) HO,OT RU-BAYER-2012-048916 41 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colitis ulcerative Mirena S INTRAUTERINE UNK  BAYER
Vaginal haemorrhage Mirena S  BAYER
Off label use MESALAMINE S  
Colitis ulcerative  

8638049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8638049 EXPEDITED (15-DAY) OT US-BAYER-2012-062843 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Culture cervix positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical discharge  
Device expulsion  

8687053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8687053 NON-EXPEDITED OT US-BAYER-2012-073876 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Procedural pain  

8713666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8713666 NON-EXPEDITED HO US-BAYER-2012-078590 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8723163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8723163 NON-EXPEDITED OT US-BAYER-2012-081119 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  
Uterine perforation  

8728528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8728528 NON-EXPEDITED OT PR-BAYER-2012-083425 37 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Back pain  
Dysmenorrhoea  
Hot flush  
Hyperhidrosis  
Migraine  
Mood altered  
Nausea  
Pelvic pain  
Uterine cervical pain  
Uterine spasm  
Vomiting  
Weight increased  

8738780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8738780 NON-EXPEDITED US-BAYER-2012-086611 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
8759294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8759294 NON-EXPEDITED US-BAYER-2012-089330 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8766588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8766588 NON-EXPEDITED OT US-BAYER-2012-089516 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8777394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8777394 NON-EXPEDITED US-TEVA-358305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ephelides PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Fatigue  
Menstruation irregular  
Pelvic pain  

8795646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795646 NON-EXPEDITED US-BAYER-2012-097254 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8795649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795649 NON-EXPEDITED US-BAYER-2012-097388 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8795652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795652 NON-EXPEDITED US-BAYER-2012-097414 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8795657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795657 NON-EXPEDITED US-BAYER-2012-097272 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8795663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795663 NON-EXPEDITED US-BAYER-2012-097336 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8795715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795715 NON-EXPEDITED OT US-BAYER-2012-094399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8795716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795716 NON-EXPEDITED US-BAYER-2012-097253 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8795718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795718 NON-EXPEDITED OT US-BAYER-2012-094306 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Device expulsion  
Medical device discomfort  

8795763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795763 NON-EXPEDITED US-BAYER-2012-097338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8795766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795766 NON-EXPEDITED US-BAYER-2012-094005 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
Influenza like illness  

8795789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795789 NON-EXPEDITED US-BAYER-2012-097308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Acne  
Depression  
Dyspareunia  
Mood swings  
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Detailed Report
8795812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795812 NON-EXPEDITED US-BAYER-2012-093345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8795891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795891 NON-EXPEDITED US-TEVA-359719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8795923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795923 NON-EXPEDITED US-TEVA-359680USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8795944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795944 NON-EXPEDITED US-BAYER-2012-097512 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8795984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795984 NON-EXPEDITED US-BAYER-2012-097316 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour Mirena S UNK  BAYER

8795987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795987 NON-EXPEDITED US-BAYER-2012-097296 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8795989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8795989 NON-EXPEDITED US-BAYER-2012-097302 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796022 NON-EXPEDITED US-BAYER-2012-093161 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S CUTANEOUS  BAYER

8796033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796033 NON-EXPEDITED US-TEVA-359729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8796045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796045 NON-EXPEDITED OT US-BAYER-2012-094889 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  

8796090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796090 NON-EXPEDITED US-TEVA-359839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8796127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796127 NON-EXPEDITED US-TEVA-359724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8796132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796132 NON-EXPEDITED US-TEVA-359815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pregnancy after post coital contraception  
Vaginal haemorrhage  

8796144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796144 NON-EXPEDITED US-BAYER-2012-095910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796149 NON-EXPEDITED US-BAYER-2012-095896 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

ORAL CONTRACEPTIVE NOS C  

8796190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796190 NON-EXPEDITED US-BAYER-2012-093503 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796192 NON-EXPEDITED OT US-BAYER-2012-095083 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
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Detailed Report
8796195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796195 NON-EXPEDITED US-BAYER-2012-096911 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796197 NON-EXPEDITED US-TEVA-359836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8796280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796280 NON-EXPEDITED OT US-BAYER-2012-095086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection Mirena S INTRAUTERINE Daily dose 20 pg  BAYER

8796350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796350 NON-EXPEDITED US-BAYER-2012-095750 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796372 EXPEDITED (15-DAY) OT GB-BAYER-2012-094748 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discharge Mirena S UNK  BAYER
Breast cyst  
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Detailed Report
8796422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796422 NON-EXPEDITED US-TEVA-359830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Swelling  

8796423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796423 NON-EXPEDITED OT US-BAYER-2012-094452 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796425 NON-EXPEDITED OT US-BAYER-2012-095336 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER

8796446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796446 NON-EXPEDITED US-BAYER-2012-097434 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796765 NON-EXPEDITED US-BAYER-2012-097497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8796769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8796769 NON-EXPEDITED US-BAYER-2012-097309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S UNK  BAYER
Device expulsion Mirena S  BAYER
Medical device pain Mirena S  BAYER
Abdominal pain upper  
Discomfort  
Muscle spasms  
Pain  
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Detailed Report
8797178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8797178 EXPEDITED (15-DAY) OT CA-BAYER-2012-094602 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chemical poisoning  
Chest pain  
Chills  
Depression  
Dry skin  
Dyspepsia  
Erythema  
Feeling cold  
Gastrointestinal tract irritation  
Hyperaesthesia  
Loss of libido  
Migraine  
Nervousness  
Pain in jaw  
Palpitations  
Reaction to preservatives  
Skin wrinkling  
Tension headache  
Weight increased  

8797255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8797255 NON-EXPEDITED US-BAYER-2012-093331 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER
Dyspareunia  
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Detailed Report
8797258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8797258 NON-EXPEDITED US-BAYER-2012-095982 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8797261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8797261 NON-EXPEDITED US-BAYER-2012-097485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device component issue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Pelvic pain  

8797265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8797265 NON-EXPEDITED US-BAYER-2012-096217 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  

8799324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799324 NON-EXPEDITED US-TEVA-359659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8799390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799390 NON-EXPEDITED US-BAYER-2012-095751 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Coital bleeding  
Dyspareunia  
Libido decreased  
Medical device complication  
Medical device discomfort  
Menorrhagia  

8799419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799419 NON-EXPEDITED US-BAYER-2012-096315 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8799420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799420 NON-EXPEDITED US-BAYER-2012-096014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8799453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799453 NON-EXPEDITED US-TEVA-359678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8799454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799454 NON-EXPEDITED US-BAYER-2012-096856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine cervical erosion  

8799608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799608 EXPEDITED (15-DAY) OT DE-BAYER-2012-081158 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Sinobronchitis CYTOTEC C ORAL 2 DF, UNK  
Asthenia  
Depressed mood  
Device material issue  
Dizziness  
Hunger  
Migraine  
Mucosal dryness  
Nasal obstruction  
Nervousness  
Restlessness  
Rhinorrhoea  
Somnolence  
Stress  
Tearfulness  
Tremor  

8799631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799631 NON-EXPEDITED US-BAYER-2012-096881 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8799632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799632 NON-EXPEDITED US-BAYER-2012-096801 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8799633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799633 NON-EXPEDITED US-BAYER-2012-097149 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8799635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799635 NON-EXPEDITED US-BAYER-2012-096888 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8799647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799647 NON-EXPEDITED US-BAYER-2012-097085 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8799649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2012 8799649 NON-EXPEDITED US-BAYER-2012-096235 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER
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Detailed Report
7854131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 7854131 NON-EXPEDITED US-BAYER-2011-019650 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy test positive Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abdominal distension  
Abnormal weight gain  
Amenorrhoea  
Loss of libido  
Nausea  

8459055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8459055 EXPEDITED (15-DAY) OT US-BAYER-2012-022875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Haemoglobin decreased  
Hysterectomy  

8612973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8612973 NON-EXPEDITED US-BAYER-2012-056266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Alopecia  
Asthenia  
Disturbance in attention  
Fatigue  
Feeling abnormal  
Hot flush  
Mood swings  
Weight increased  
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Detailed Report
8662681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8662681 EXPEDITED (15-DAY) OT US-BAYER-2012-068189 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Amenorrhoea  
Oedema peripheral  

8666303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8666303 NON-EXPEDITED US-BAYER-2012-068725 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8666305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8666305 NON-EXPEDITED US-BAYER-2012-068719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8678369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8678369 NON-EXPEDITED OT US-BAYER-2012-072664 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S UNK  BAYER
Vaginal haemorrhage Mirena S  BAYER
Menstruation irregular  
Pain  
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Detailed Report
8679417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8679417 NON-EXPEDITED OT US-BAYER-2012-073359 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

8692769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8692769 EXPEDITED (15-DAY) OT DE-BAYER-2012-074060 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE  BAYER

8710951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8710951 EXPEDITED (15-DAY) OT US-BAYER-2012-079046 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical dysplasia  

8724533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8724533 EXPEDITED (15-DAY) OT US-BAYER-2012-082799 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8770253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8770253 EXPEDITED (15-DAY) OT SE-BAYER-2012-092624 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Pyrexia  
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Detailed Report
8775844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8775844 NON-EXPEDITED OT US-BAYER-2012-093776 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blighted ovum Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8777304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8777304 NON-EXPEDITED US-TEVA-358465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8795846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8795846 NON-EXPEDITED US-TEVA-359878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular ALBUTEROL INHALER C  

8795856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8795856 EXPEDITED (15-DAY) OT US-BAYER-2012-095453 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranasal sinus hypersecretion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Otorrhoea  

8795964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8795964 NON-EXPEDITED US-TEVA-359978USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
8795990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8795990 NON-EXPEDITED US-TEVA-359846USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8796002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8796002 NON-EXPEDITED US-BAYER-2012-096775 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8796008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8796008 NON-EXPEDITED OT US-BAYER-2012-095310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  
Pain  

8796039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8796039 NON-EXPEDITED US-BAYER-2012-095324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
No adverse event  
Procedural pain  

8796235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8796235 NON-EXPEDITED US-TEVA-359896USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8796915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8796915 NON-EXPEDITED OT US-BAYER-2012-096307 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8797055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797055 NON-EXPEDITED US-BAYER-2012-093192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8797056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797056 NON-EXPEDITED US-BAYER-2012-097063 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Asthenia  
Disturbance in attention  
Libido decreased  

8797059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797059 NON-EXPEDITED US-TEVA-359931USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8797107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797107 EXPEDITED (15-DAY) HO,DS,LT,OT CA-BAYER-2012-094836 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia MIRENA S INTRAUTERINE Daily dose 20 ?g  BAYER
Arthralgia  
Asthenia  
Asthma  
Back pain  
Breast tenderness  
Bronchitis  
Chemical poisoning  
Chest pain  
Depression  
Disturbance in attention  
Dry mouth  
Dry skin  
Eczema  
Fatigue  
Feeling abnormal  
Immune system disorder  
Insomnia  
Libido decreased  
Lung infection  
Memory impairment  
Muscular weakness  
Neck pain  
Palpitations  
Paraesthesia  
Platelet count decreased  
Sinusitis  
Visual impairment  
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Detailed Report
8797131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797131 NON-EXPEDITED US-BAYER-2012-096302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S 20 mcg/24hr, CONT  BAYER

8797134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797134 NON-EXPEDITED US-BAYER-2012-097613 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8797396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797396 NON-EXPEDITED OT US-BAYER-2012-096983 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8797459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797459 NON-EXPEDITED US-TEVA-359885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Vitamin B12 injections C  

8797471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797471 NON-EXPEDITED US-TEVA-360126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8797855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797855 NON-EXPEDITED US-TEVA-359858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 11,837 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8797886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797886 NON-EXPEDITED US-BAYER-2012-098050 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Amenorrhoea  

8797891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797891 NON-EXPEDITED US-BAYER-2012-097822 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8797895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8797895 NON-EXPEDITED US-BAYER-2012-097148 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Moaning  
Muscle spasms  

8798110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798110 NON-EXPEDITED US-TEVA-359676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8798116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798116 NON-EXPEDITED US-TEVA-359821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8798364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798364 NON-EXPEDITED US-TEVA-360100USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Oropharyngeal pain  
Pelvic pain  
Pyrexia  
Respiratory disorder  
Respiratory tract congestion  

8798397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798397 NON-EXPEDITED OT US-BAYER-2012-096520 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  
Discomfort  

8798429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798429 NON-EXPEDITED OT US-BAYER-2012-097249 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8798458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798458 NON-EXPEDITED OT US-BAYER-2012-097305 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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Detailed Report
8798461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798461 EXPEDITED (15-DAY) OT US-BAYER-2012-094997 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S 20 mcg/24hr, CONT  BAYER
Pain in extremity  
Urinary tract infection  

8798667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798667 NON-EXPEDITED OT US-BAYER-2012-096794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Nausea  

8798735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798735 NON-EXPEDITED US-BAYER-2012-097983 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device removal Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8798821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798821 NON-EXPEDITED OT US-BAYER-2012-096117 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8798866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798866 NON-EXPEDITED US-BAYER-2012-098269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8798924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2012 8798924 NON-EXPEDITED US-BAYER-2012-094991 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S UNK  BAYER

8585259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8585259 NON-EXPEDITED US-BAYER-2012-052676 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8651586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8651586 NON-EXPEDITED US-BAYER-2012-064791 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8666234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8666234 NON-EXPEDITED US-BAYER-2012-068721 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S 20 mcg/24hr, CONT  BAYER

8666235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8666235 NON-EXPEDITED US-BAYER-2012-068723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8666236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8666236 NON-EXPEDITED US-BAYER-2012-068724 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8710981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8710981 NON-EXPEDITED US-TEVA-352196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Back pain  
Chest pain  
Menstruation delayed  
Menstruation irregular  
Pharyngitis  

8759639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8759639 NON-EXPEDITED US-BAYER-2012-087162 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8767192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8767192 NON-EXPEDITED OT US-BAYER-2012-088969 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8772586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8772586 NON-EXPEDITED US-BAYER-2012-090710 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Post procedural discomfort  
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Detailed Report
8772592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8772592 NON-EXPEDITED US-BAYER-2012-091585 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8800017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800017 NON-EXPEDITED US-BAYER-2012-098962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Feeling abnormal  

8800164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800164 NON-EXPEDITED US-TEVA-360494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Xanax C  

8800526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800526 NON-EXPEDITED OT US-BAYER-2012-095865 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S UNK  BAYER

8800560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800560 NON-EXPEDITED US-TEVA-360262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8800580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800580 NON-EXPEDITED US-TEVA-360256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8800711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800711 EXPEDITED (15-DAY) OT KR-BAYER-2012-096171 25 YR Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Shock Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Pallor  
Syncope  

8800722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800722 EXPEDITED (15-DAY) HO,OT AT-BAYER-2012-095819 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast hyperplasia  
Cholelithiasis  
Dyspepsia  
Headache  
Oophorectomy  
Ovarian cyst  
Weight increased  
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Detailed Report
8800731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800731 NON-EXPEDITED US-TEVA-360113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast engorgement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  
Pelvic pain  
Thirst  

8800858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800858 NON-EXPEDITED US-TEVA-360133USA 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8800882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800882 NON-EXPEDITED US-TEVA-360125USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8800931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800931 NON-EXPEDITED US-TEVA-360257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Menstruation irregular  
Nausea  
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Detailed Report
8800973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800973 EXPEDITED (15-DAY) OT AT-BAYER-2012-096411 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Panic attack  

8800982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8800982 NON-EXPEDITED US-TEVA-360139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8801004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801004 NON-EXPEDITED OT US-BAYER-2012-095882 Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8801008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801008 NON-EXPEDITED OT US-BAYER-2012-096021 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8801148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801148 NON-EXPEDITED US-TEVA-360230USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Ritalin C  

Page: 11,846 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8801196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801196 NON-EXPEDITED US-BAYER-2012-097044 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8801208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801208 EXPEDITED (15-DAY) OT AT-BAYER-2012-096345 38 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrasystoles Mirena S  BAYER
Abdominal pain upper  
Alopecia  
Back pain  
Mood altered  
Nervousness  
Panic attack  

8801251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801251 NON-EXPEDITED US-TEVA-360192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Chest pain  

8801257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801257 NON-EXPEDITED US-TEVA-360388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
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Detailed Report
8801258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801258 NON-EXPEDITED US-BAYER-2012-096500 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8801261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801261 NON-EXPEDITED US-BAYER-2012-097986 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8801270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801270 NON-EXPEDITED US-BAYER-2012-096230 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Lip pain  
Lip swelling  
Rash  

8801315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801315 NON-EXPEDITED US-TEVA-360158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8801322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801322 NON-EXPEDITED US-BAYER-2012-098687 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8801428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801428 NON-EXPEDITED OT US-BAYER-2012-095901 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menorrhagia  

8801447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801447 NON-EXPEDITED OT US-BAYER-2012-096303 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8801625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801625 NON-EXPEDITED US-BAYER-2012-098715 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8801629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801629 EXPEDITED (15-DAY) OT AT-BAYER-2012-095888 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Extrasystoles  
Mood altered  
Palpitations  
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Detailed Report
8801637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801637 EXPEDITED (15-DAY) AT-BAYER-2012-096267 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast enlargement  
Cutis laxa  
Dyspareunia  
General physical health deterioration  
Mood altered  
Peau d'orange  

8801695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801695 NON-EXPEDITED US-TEVA-360379USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  

8801816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801816 NON-EXPEDITED US-TEVA-360228USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8801833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8801833 NON-EXPEDITED US-TEVA-360352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8802041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8802041 NON-EXPEDITED US-TEVA-360232USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8802174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8802174 NON-EXPEDITED US-BAYER-2012-095113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature menopause Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8802622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8802622 NON-EXPEDITED US-BAYER-2012-099020 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8808948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2012 8808948 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE 52 mg, once every 5

years, intrauterine
 

Complication of device removal  

7845596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 7845596 NON-EXPEDITED US-BAYER-2011-019095 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S  BAYER
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Detailed Report
8315701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8315701 NON-EXPEDITED OT US-BAYER-2011-122779 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Premenstrual syndrome  

8491651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8491651 NON-EXPEDITED US-BAYER-2012-029234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8657570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8657570 NON-EXPEDITED OT US-BAYER-2012-066477 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation MULTIVITAMINS C ORAL 1 UNK, QD  
Device dislocation  
Menorrhagia  
Pelvic pain  

8714715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8714715 EXPEDITED (15-DAY) OT US-TEVA-352154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintended pregnancy CLARAVIS S ORAL 60 Milligram Daily; 2 in

AM, One in PM
 BARR

Ectopic pregnancy LEVONORGESTREL S  
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Detailed Report
8761041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8761041 NON-EXPEDITED US-TEVA-356449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst ruptured PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
Menstruation irregular  
Pelvic fluid collection  
Pelvic pain  

8766634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8766634 NON-EXPEDITED OT US-BAYER-2012-089403 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8778986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8778986 NON-EXPEDITED OT US-BAYER-2012-092730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  

8785450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8785450 NON-EXPEDITED US-TEVA-359121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Dizziness  
Feeling jittery  
Menstruation irregular  
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Detailed Report
8785485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8785485 NON-EXPEDITED US-TEVA-359192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional drug misuse PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8790083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8790083 NON-EXPEDITED US-TEVA-359147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8796673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8796673 NON-EXPEDITED OT US-BAYER-2012-096024 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8802896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8802896 NON-EXPEDITED US-TEVA-360380USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8802907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8802907 NON-EXPEDITED US-TEVA-360738USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8802951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8802951 NON-EXPEDITED US-BAYER-2012-096785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8802953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8802953 NON-EXPEDITED US-BAYER-2012-096812 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital swelling Mirena S  BAYER
Abdominal pain lower  
Pelvic pain  

8802995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8802995 EXPEDITED (15-DAY) HO JP-BAYER-2012-096710 41 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Diabetes mellitus Mirena S  BAYER
Abdominal pain lower  

8803025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803025 NON-EXPEDITED US-TEVA-360406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8803042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803042 NON-EXPEDITED US-TEVA-360428USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8803048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803048 NON-EXPEDITED OT US-BAYER-2012-096603 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

Page: 11,855 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8803059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803059 NON-EXPEDITED OT US-BAYER-2012-097313 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803078 NON-EXPEDITED US-TEVA-360497USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular ALLEGRA C  
Abdominal discomfort  

8803187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803187 NON-EXPEDITED US-BAYER-2012-099137 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8803193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803193 NON-EXPEDITED US-BAYER-2012-099156 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803196 NON-EXPEDITED US-BAYER-2012-099133 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8803208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803208 NON-EXPEDITED US-BAYER-2012-098631 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8803211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803211 NON-EXPEDITED US-BAYER-2012-098042 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8803215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803215 EXPEDITED (15-DAY) OT FR-BAYER-2012-096703 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803292 NON-EXPEDITED US-TEVA-360783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8803313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803313 NON-EXPEDITED US-BAYER-2012-096961 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8803320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803320 NON-EXPEDITED OT US-BAYER-2012-099106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Amenorrhoea  
Menorrhagia  
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Detailed Report
8803472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803472 NON-EXPEDITED US-TEVA-360746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  

8803488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803488 NON-EXPEDITED US-BAYER-2012-096943 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8803492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803492 NON-EXPEDITED US-BAYER-2012-099123 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803499 EXPEDITED (15-DAY) OT ZA-BAYER-2012-096282 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine polypectomy MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803590 NON-EXPEDITED US-TEVA-360745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8803613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803613 NON-EXPEDITED OT US-BAYER-2012-097471 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8803616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803616 NON-EXPEDITED OT US-BAYER-2012-096977 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8803620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803620 NON-EXPEDITED US-BAYER-2012-099140 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803624 NON-EXPEDITED US-BAYER-2012-099143 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER

8803649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803649 NON-EXPEDITED US-TEVA-360752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8803664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803664 NON-EXPEDITED US-TEVA-360757USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

8803774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803774 NON-EXPEDITED US-BAYER-2012-099206 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S UNK  BAYER
Muscle spasms  

8803779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803779 NON-EXPEDITED OT US-BAYER-2012-096475 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER
Abdominal pain  

8803903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803903 NON-EXPEDITED US-TEVA-360760USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8803910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803910 NON-EXPEDITED US-BAYER-2012-099145 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8803912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803912 NON-EXPEDITED US-BAYER-2012-099174 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8803942 NON-EXPEDITED US-BAYER-2012-099146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Medical device complication  

8804020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804020 EXPEDITED (15-DAY) HO US-BAYER-2012-096491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroidectomy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne cystic  

8804134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804134 NON-EXPEDITED US-BAYER-2012-099126 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8804279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804279 NON-EXPEDITED US-TEVA-360490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8804324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804324 NON-EXPEDITED US-BAYER-2012-099030 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

NUVIGIL C UNK  

8804413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804413 NON-EXPEDITED US-BAYER-2012-099120 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8804577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804577 NON-EXPEDITED US-TEVA-360404USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8804678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804678 NON-EXPEDITED US-TEVA-360447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8804681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804681 NON-EXPEDITED US-BAYER-2012-099132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

Mirena S UNK  BAYER

8804783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804783 NON-EXPEDITED US-BAYER-2012-099159 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema genital Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
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Detailed Report
8804895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804895 EXPEDITED (15-DAY) OT US-BAYER-2012-096534 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8804899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8804899 NON-EXPEDITED OT US-BAYER-2012-096547 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8805402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8805402 NON-EXPEDITED US-BAYER-2012-099215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8810701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2012 8810701 DIRECT OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea MIRENA S  
Anxiety  
Asthma  
Chest pain  
Dizziness  
Dry mouth  
Lymphadenopathy  
Mass  
Migraine  
Mitral valve incompetence  
Multiple chemical sensitivity  
Nausea  
Palpitations  
Pyrexia  
Rash  
Vision blurred  
White blood cell count increased  

7332720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 7332720 NON-EXPEDITED US-
BAYER-201014828NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE FREQUENCY:

CONTINUOUS
 BAYER

Abdominal discomfort  
Hyperphagia  
Vomiting in pregnancy  
Weight increased  

Page: 11,864 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8272710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8272710 EXPEDITED (15-DAY) OT US-BAYER-2011-107562 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Endometriosis  
Lymphadenitis  
Ovarian cyst  
Post procedural discomfort  
Staphylococcal infection  
Vaginal haemorrhage  

8553372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8553372 NON-EXPEDITED OT US-BAYER-2012-044717 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Device dislocation  
Fear  
Pain  
Scar  
Stress  

8635119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8635119 NON-EXPEDITED OT US-BAYER-2012-061755 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE UNK  BAYER
Abdominal pain lower  
Breast swelling  
Breast tenderness  
Menstruation irregular  
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Detailed Report
8668764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8668764 NON-EXPEDITED OT US-BAYER-2012-071017 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8686013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8686013 NON-EXPEDITED OT US-BAYER-2012-074507 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Acne  
Asthenia  
Dandruff  
Dizziness  
Dry skin  
Dysmenorrhoea  
Fatigue  
Pain  
Stress  

8725713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8725713 NON-EXPEDITED OT US-BAYER-2012-082952 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Vulvovaginal pain Mirena S  BAYER
Malaise  
Pelvic pain  
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Detailed Report
8757677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8757677 NON-EXPEDITED OT US-BAYER-2012-088488 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Discomfort  
General physical health deterioration  
Genital haemorrhage  

8767189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8767189 NON-EXPEDITED US-BAYER-2012-090068 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20  mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8778236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8778236 NON-EXPEDITED OT US-BAYER-2012-094966 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis Yaz S  BAYER
Acne Yasmin S  BAYER
Weight increased SEASONIQUE S  
Menorrhagia ORTHO EVRA S  
Dysmenorrhoea  
Menstruation irregular  

8806018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806018 NON-EXPEDITED US-BAYER-2012-099307 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8806019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806019 NON-EXPEDITED US-BAYER-2012-099316 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806020 NON-EXPEDITED US-BAYER-2012-099179 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806021 NON-EXPEDITED US-BAYER-2012-098774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8806287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806287 NON-EXPEDITED US-BAYER-2012-099178 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806329 NON-EXPEDITED US-TEVA-360858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed REBIF C  

8806339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806339 NON-EXPEDITED US-BAYER-2012-099642 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8806354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806354 NON-EXPEDITED US-BAYER-2012-098871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S  BAYER

8806385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806385 EXPEDITED (15-DAY) OT US-BAYER-2012-097820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806393 NON-EXPEDITED US-BAYER-2012-097638 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER

8806402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806402 NON-EXPEDITED US-BAYER-2012-099357 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806540 NON-EXPEDITED US-TEVA-360871USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8806606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806606 NON-EXPEDITED US-TEVA-360865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
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Detailed Report
8806783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806783 EXPEDITED (15-DAY) OT NO-BAYER-2012-082960 38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Salpingo-oophoritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Candidiasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge DAKTACORT C  
Eczema  

8806798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806798 NON-EXPEDITED OT US-BAYER-2012-098314 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806800 EXPEDITED (15-DAY) OT US-BAYER-2012-097400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Amenorrhoea  
Polymenorrhoea  
Road traffic accident  
Vaginal haemorrhage  

8806949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806949 NON-EXPEDITED US-TEVA-360993USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hormone level abnormal  
Hypoaesthesia  
Menstruation irregular  
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Detailed Report
8806996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806996 NON-EXPEDITED US-BAYER-2012-099716 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806997 NON-EXPEDITED US-BAYER-2012-099858 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8806998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806998 NON-EXPEDITED US-BAYER-2012-099876 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8806999 NON-EXPEDITED US-BAYER-2012-099892 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  

8807000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807000 NON-EXPEDITED US-BAYER-2012-099125 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dyspareunia  
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Detailed Report
8807039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807039 NON-EXPEDITED US-TEVA-360982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807067 NON-EXPEDITED US-BAYER-2012-099933 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mg/24hr, UNK  BAYER

8807100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807100 NON-EXPEDITED US-TEVA-360936USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807119 NON-EXPEDITED US-TEVA-360786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807173 NON-EXPEDITED US-TEVA-361019USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807223 NON-EXPEDITED US-TEVA-361024USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8807488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807488 NON-EXPEDITED US-TEVA-360822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807490 NON-EXPEDITED US-BAYER-2012-099150 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8807503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807503 NON-EXPEDITED US-TEVA-360994USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Anxiety Medication C  
Birth Control Pill C  

8807527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807527 NON-EXPEDITED US-BAYER-2012-098281 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8807530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807530 NON-EXPEDITED US-BAYER-2012-099697 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8807583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807583 NON-EXPEDITED US-TEVA-360835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Multivitamin C  

8807590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807590 NON-EXPEDITED US-TEVA-360977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807595 NON-EXPEDITED US-BAYER-2012-099656 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8807598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807598 NON-EXPEDITED US-BAYER-2012-099722 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8807742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807742 NON-EXPEDITED US-TEVA-360781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8807754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807754 NON-EXPEDITED OT US-BAYER-2012-097519 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8807760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807760 NON-EXPEDITED US-TEVA-360867USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Zithromax Z-Pak C  

8807766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807766 NON-EXPEDITED OT US-BAYER-2012-097088 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8807774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807774 EXPEDITED (15-DAY) OT GB-BAYER-2012-099718 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Capillaritis Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8807800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807800 NON-EXPEDITED US-TEVA-360975USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Tri-Sprintec C  

8807957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8807957 NON-EXPEDITED US-TEVA-360956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8808173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8808173 NON-EXPEDITED US-BAYER-2012-099920 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8808175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8808175 NON-EXPEDITED US-BAYER-2012-099950 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8808196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8808196 NON-EXPEDITED US-BAYER-2012-099944 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8808197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8808197 NON-EXPEDITED US-BAYER-2012-099946 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8811114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2012 8811114 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia MIRENA S Dec 22, 2011 - March

25, 2011
 BAYER

Abasia  
Dysstasia  
Metrorrhagia  
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Detailed Report
7918351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 7918351 NON-EXPEDITED US-BAYER-2011-034350 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Device dislocation  
Dyspareunia  
Urinary tract infection  

8261618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8261618 NON-EXPEDITED OT US-BAYER-2011-109437 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8602209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8602209 EXPEDITED (15-DAY) DS JP-BAYER-2012-052908 41 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female LEVONORGESTREL S INTRAUTERINE Daily dose 20 ?g  BAYER
Metrorrhagia SOLANAX C ORAL UNK  

DOGMATYL C ORAL  
HORIZON C ORAL  

8641615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8641615 NON-EXPEDITED US-BAYER-2012-062894 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis contact Climara Pro S TRANSDERMAL UNK  BAYER
Application site erythema  
Application site pruritus  
Dermatitis  
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Detailed Report
8654000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8654000 EXPEDITED (15-DAY) OT US-BAYER-2012-067425 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Anaemia  
Pain  
Peritoneal haemorrhage  
Vaginal haemorrhage  

8664452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8664452 EXPEDITED (15-DAY) OT US-BAYER-2012-069413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue Yaz S ORAL UNK  BAYER
Alopecia  
Antinuclear antibody positive  
Arthralgia  
Asthenia  
Autoantibody positive  
Migraine  
Pallor  
Rash  
Raynaud's phenomenon  
Rheumatoid factor positive  
Systemic lupus erythematosus  
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Detailed Report
8694419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8694419 NON-EXPEDITED OT US-BAYER-2012-075616 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne Mirena S  BAYER
Arthralgia  
Back pain  
Bursitis  
Exercise tolerance decreased  
Hyporeflexia  
Pain in extremity  
Sleep disorder  
Walking distance test abnormal  

8736327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8736327 NON-EXPEDITED OT US-BAYER-2012-085248 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ZYRTEC C UNK UNK, PRN  

8808512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808512 NON-EXPEDITED US-TEVA-361098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8808520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808520 NON-EXPEDITED OT US-BAYER-2012-098971 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  
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Detailed Report
8808612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808612 NON-EXPEDITED US-BAYER-2012-099962 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8808613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808613 NON-EXPEDITED US-BAYER-2012-099821 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8808615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808615 NON-EXPEDITED US-BAYER-2012-099966 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK UNK, CONT  BAYER

8808616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808616 NON-EXPEDITED US-BAYER-2012-099956 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8808618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808618 EXPEDITED (15-DAY) OT US-BAYER-2012-099113 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oophorectomy bilateral Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8808619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808619 NON-EXPEDITED US-BAYER-2012-099114 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8808620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808620 NON-EXPEDITED US-BAYER-2012-099891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort Mirena S UNK  BAYER
Pyrexia NAPROXEN SODIUM (<= 220 mg) C  BAYER
Muscle spasms  

8808621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808621 NON-EXPEDITED US-BAYER-2012-099905 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8808623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808623 NON-EXPEDITED US-BAYER-2012-099861 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8808624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808624 NON-EXPEDITED US-BAYER-2012-099939 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  

8808692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808692 NON-EXPEDITED US-BAYER-2012-099932 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8808725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808725 NON-EXPEDITED US-TEVA-361096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gingival bleeding PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8808782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808782 NON-EXPEDITED OT US-PFIZER
INC-2012235011

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension Lybrel S UNK  PFIZER
Intentional drug misuse  

8808818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808818 NON-EXPEDITED US-TEVA-361061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PROZAC C  

8808876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808876 NON-EXPEDITED US-BAYER-2012-099929 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Medical device discomfort  

8808878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808878 NON-EXPEDITED US-BAYER-2012-100165 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8808960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8808960 NON-EXPEDITED OT US-BAYER-2012-098335 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8809005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809005 NON-EXPEDITED US-BAYER-2012-100288 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8809024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809024 NON-EXPEDITED US-BAYER-2012-099919 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8809058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809058 NON-EXPEDITED US-TEVA-361081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Vistaril C 50 Milligram Daily;  

8809067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809067 NON-EXPEDITED US-TEVA-361192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension Birth Control Pills C  
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Detailed Report
8809102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809102 NON-EXPEDITED US-TEVA-361103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal haemorrhage GENERIC EMERGENCY

CONTRACEPTIVE
S  

8809109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809109 NON-EXPEDITED US-BAYER-2012-100211 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8809113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809113 NON-EXPEDITED US-BAYER-2012-100168 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8809160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809160 NON-EXPEDITED US-TEVA-361041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8809163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809163 NON-EXPEDITED US-BAYER-2012-100305 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8809229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809229 NON-EXPEDITED US-TEVA-361039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8809246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809246 NON-EXPEDITED US-TEVA-361038USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8809251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809251 NON-EXPEDITED OT US-BAYER-2012-100134 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8809295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809295 NON-EXPEDITED US-TEVA-361076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8809304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809304 EXPEDITED (15-DAY) OT NL-BAYER-2012-095774 30 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Intra-abdominal haemorrhage  

8809373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809373 NON-EXPEDITED US-BAYER-2012-099803 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8809374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809374 NON-EXPEDITED US-BAYER-2012-099911 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8809379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809379 EXPEDITED (15-DAY) OT CA-PFIZER
INC-2012234846

24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis Alesse-21 S UNK  PFIZER
Hypoaesthesia  
Migraine with aura  
Paraesthesia  
Sensation of heaviness  

8809856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809856 NON-EXPEDITED US-BAYER-2012-100349 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8809857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809857 NON-EXPEDITED US-BAYER-2012-100377 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine stenosis Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8809858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809858 NON-EXPEDITED US-BAYER-2012-100400 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8809912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809912 NON-EXPEDITED OT US-BAYER-2012-099033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8809913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809913 NON-EXPEDITED US-BAYER-2012-096396 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL 0.045mg/0.015mg/day  BAYER

8809914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809914 NON-EXPEDITED US-BAYER-2012-100358 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8809917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809917 NON-EXPEDITED US-BAYER-2012-098347 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8809918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809918 NON-EXPEDITED US-BAYER-2012-099616 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE UNK  BAYER

8809919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809919 NON-EXPEDITED US-BAYER-2012-099947 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
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Detailed Report
8809920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8809920 NON-EXPEDITED US-BAYER-2012-100304 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810005 NON-EXPEDITED OT US-BAYER-2012-100198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER

8810006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810006 EXPEDITED (15-DAY) HO,OT GB-BAYER-2012-096713 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE UNK, CONT  BAYER
Abdominal adhesions  
Abdominal pain  
Appendicectomy  
Dysuria  
Groin pain  
Hydronephrosis  
Hydroureter  
Nausea  
Pelvic inflammatory disease  
Postoperative ileus  
Pyrexia  
Salpingitis  
Sepsis  
Tubo-ovarian abscess  
Vomiting  
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Detailed Report
8810008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810008 NON-EXPEDITED US-BAYER-2012-100339 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810087 NON-EXPEDITED US-BAYER-2012-100354 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8810088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810088 NON-EXPEDITED US-BAYER-2012-099906 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810107 NON-EXPEDITED OT US-BAYER-2012-098635 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8810117 NON-EXPEDITED US-BAYER-2012-100336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8814074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8814074 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne MIRENA IUD S INTRAUTERINE Every 5 years  
Back pain  
Coital bleeding  
Depression  
Dyspareunia  
Irritability  
Mood swings  
Palpitations  
Weight increased  

8814080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2012 8814080 DIRECT OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA S 15 MTH BAYER
Gastrointestinal disorder  
Medical device complication  
Mood swings  
Muscle spasms  
Ovarian cyst  
Uterine perforation  

8123528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8123528 NON-EXPEDITED US-BAYER-2011-016447 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Abdominal pain lower  
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Detailed Report
8668594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8668594 NON-EXPEDITED OT US-BAYER-2012-070884 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device dislocation  
Menorrhagia  

8712516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8712516 EXPEDITED (15-DAY) OT US-BAYER-2012-077579 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Dyspnoea  
Fall  
Head injury  
Mass  

8734026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8734026 NON-EXPEDITED US-BAYER-2012-084609 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Irritability Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hormone level abnormal  
Mood swings  
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Detailed Report
8739131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8739131 NON-EXPEDITED HO US-BAYER-2012-085094 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device failure  
Pain  

8796006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8796006 NON-EXPEDITED US-BAYER-2012-097034 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810779 NON-EXPEDITED US-TEVA-361356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

HYDROCODONE C  
EMOQUETTE C  

8810780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810780 NON-EXPEDITED OT US-BAYER-2012-098064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hot flush  
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Detailed Report
8810785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810785 NON-EXPEDITED OT US-BAYER-2012-098112 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain Mirena S  BAYER
Abdominal pain  
Procedural pain  
Vaginal lesion  

8810800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810800 NON-EXPEDITED US-TEVA-361348USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8810942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810942 NON-EXPEDITED OT US-BAYER-2012-097846 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease LEVONORGESTREL S INTRAUTERINE  BAYER

8810994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810994 NON-EXPEDITED US-BAYER-2012-100138 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810995 NON-EXPEDITED US-BAYER-2012-100450 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8810996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810996 NON-EXPEDITED US-BAYER-2012-100362 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810998 NON-EXPEDITED US-BAYER-2012-099297 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8810999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8810999 NON-EXPEDITED US-BAYER-2012-099000 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Amenorrhoea  
Breast tenderness  
Libido decreased  

8811000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811000 NON-EXPEDITED US-BAYER-2012-100402 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8811001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811001 NON-EXPEDITED US-BAYER-2012-100411 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Acne  
Fatigue  
Libido decreased  
Pruritus  
Vaginal discharge  
Vitamin B12 deficiency  
Vitamin B1 deficiency  
Vitamin D deficiency  
Weight increased  

8811010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811010 NON-EXPEDITED US-TEVA-361311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8811018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811018 NON-EXPEDITED US-TEVA-361305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8811038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811038 NON-EXPEDITED US-BAYER-2012-100814 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8811039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811039 NON-EXPEDITED US-BAYER-2012-100136 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811042 NON-EXPEDITED US-TEVA-361263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8811234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811234 NON-EXPEDITED US-BAYER-2012-099009 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811354 NON-EXPEDITED HO,OT US-BAYER-2012-097844 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease LEVONORGESTREL S INTRAUTERINE  BAYER
Pelvic inflammatory disease  
Vaginitis bacterial  

8811364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811364 NON-EXPEDITED US-BAYER-2012-100863 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8811415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811415 NON-EXPEDITED US-BAYER-2012-100745 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811466 NON-EXPEDITED US-BAYER-2012-100754 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811592 NON-EXPEDITED US-BAYER-2012-100716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8811594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811594 NON-EXPEDITED OT US-BAYER-2012-100765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S  BAYER

8811595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811595 NON-EXPEDITED US-BAYER-2012-099644 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical polyp  
Smear cervix abnormal  
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Detailed Report
8811597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811597 NON-EXPEDITED OT US-BAYER-2012-099623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8811760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811760 NON-EXPEDITED US-TEVA-361230USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8811778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811778 NON-EXPEDITED OT US-BAYER-2012-099989 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  

8811861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811861 NON-EXPEDITED US-TEVA-361314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8811877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811877 NON-EXPEDITED US-TEVA-361266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8811924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811924 NON-EXPEDITED US-BAYER-2012-101019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811925 NON-EXPEDITED US-BAYER-2012-100954 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811926 NON-EXPEDITED US-BAYER-2012-100998 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8811927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811927 NON-EXPEDITED US-BAYER-2012-101011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8811931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811931 NON-EXPEDITED US-BAYER-2012-100871 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8811932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811932 NON-EXPEDITED US-BAYER-2012-100861 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE UNK  BAYER
Device expulsion  
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Detailed Report
8811993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8811993 NON-EXPEDITED US-TEVA-361518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8812002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812002 NON-EXPEDITED US-TEVA-361505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry throat PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Oropharyngeal pain  
Pelvic pain  

8812050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812050 NON-EXPEDITED US-TEVA-361529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Z-PAK C  

8812109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812109 NON-EXPEDITED US-BAYER-2012-100886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  

8812110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812110 NON-EXPEDITED US-BAYER-2012-100965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Peripheral vascular disorder  
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Detailed Report
8812193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812193 NON-EXPEDITED US-TEVA-361187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORTHO TRI-CYCLEN LO C  

8812231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812231 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-070482 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst ruptured LEVONORGESTREL S INTRAUTERINE 20 ?g/d, CONT  BAYER
Fungal infection MOTRIN C 800 mg, UNK  
Convulsion LAMICTAL C 250 mg, QD  
Pelvic pain  

8812293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812293 NON-EXPEDITED US-TEVA-361182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8812320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812320 NON-EXPEDITED US-TEVA-361204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8812347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812347 NON-EXPEDITED US-BAYER-2012-100999 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8812392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812392 NON-EXPEDITED US-TEVA-361236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8812414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812414 NON-EXPEDITED OT US-BAYER-2012-100294 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8812419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812419 NON-EXPEDITED US-TEVA-361233USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Abilify C  
Concerta C  
Pristiq C  
Klonopin C  
Inderal C  
Trazodone C  

8812491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812491 NON-EXPEDITED US-TEVA-361549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8812539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812539 NON-EXPEDITED US-TEVA-361554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8812770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8812770 NON-EXPEDITED US-TEVA-361201USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8813599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813599 NON-EXPEDITED OT US-BAYER-2012-099119 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  

8813602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813602 EXPEDITED (15-DAY) OT US-BAYER-2012-099425 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervix disorder  
Device expulsion  
Vaginal haemorrhage  

8813608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813608 NON-EXPEDITED OT US-BAYER-2012-099149 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8813621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813621 NON-EXPEDITED US-BAYER-2012-100868 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8813674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813674 NON-EXPEDITED US-BAYER-2012-100918 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8813682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8813682 NON-EXPEDITED US-TEVA-361237USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8816363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2012 8816363 DIRECT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain MIRENA S INTRAUTERINE 20mcg/day Every 5

Years intra-uterine
 

Abdominal pain  
Abortion spontaneous  
Device dislocation  
Headache  
Maternal exposure before pregnancy  
Pregnancy  

8180644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8180644 NON-EXPEDITED OT US-BAYER-2011-095099 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Premature labour  
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Detailed Report
8663688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8663688 EXPEDITED (15-DAY) OT FR-BAYER-2012-068889 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic venous thrombosis Mirena S INTRAUTERINE 20 ?g, CONT  BAYER

Innohep C SUBCUTANEOUS  

8727165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8727165 NON-EXPEDITED US-BAYER-2012-083472 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8727608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8727608 NON-EXPEDITED US-BAYER-2012-084008 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ill-defined disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8743649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8743649 EXPEDITED (15-DAY) OT US-BAYER-2012-085369 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Skin exfoliation  
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Detailed Report
8779463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8779463 NON-EXPEDITED US-BAYER-2012-094782 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Acne  
Back pain  
Depression  
Frustration  

8801988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8801988 EXPEDITED (15-DAY) OT US-BAYER-2012-096063 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neisseria test positive Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Chlamydia test positive  
Pelvic pain  

Page: 11,906 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8814063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814063 EXPEDITED (15-DAY) HO GB-BAYER-2012-094413 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Acne  
Alopecia  
Back pain  
Dysmenorrhoea  
Emotional disorder  
Hirsutism  
Hyperhidrosis  
Mood swings  
Vaginal haemorrhage  
Vaginal infection  
Weight increased  

8814110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814110 EXPEDITED (15-DAY) OT US-BAYER-2012-100182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  

8814111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814111 NON-EXPEDITED OT US-BAYER-2012-100759 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8814112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814112 NON-EXPEDITED OT US-BAYER-2012-099154 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8814113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814113 EXPEDITED (15-DAY) OT US-BAYER-2012-099185 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometrial hyperplasia Mirena S 20 mcg/24hr, QD  BAYER

8814291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814291 NON-EXPEDITED US-BAYER-2012-101069 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814292 NON-EXPEDITED US-BAYER-2012-100822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psoriasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814293 NON-EXPEDITED US-BAYER-2012-101132 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814295 NON-EXPEDITED US-BAYER-2012-100834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8814299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814299 NON-EXPEDITED US-BAYER-2012-100940 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8814301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814301 NON-EXPEDITED US-BAYER-2012-100351 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814303 NON-EXPEDITED US-BAYER-2012-101091 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8814307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814307 NON-EXPEDITED US-BAYER-2012-101082 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8814308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814308 NON-EXPEDITED US-BAYER-2012-099977 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814309 NON-EXPEDITED OT US-BAYER-2012-100239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8814311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814311 NON-EXPEDITED US-BAYER-2012-100913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Medical device complication  
Polymenorrhoea  

8814312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814312 NON-EXPEDITED US-BAYER-2012-099931 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814316 NON-EXPEDITED US-TEVA-361605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8814416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814416 NON-EXPEDITED OT US-BAYER-2012-100119 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8814418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814418 NON-EXPEDITED US-BAYER-2012-100341 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8814492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814492 NON-EXPEDITED OT US-BAYER-2012-100225 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8814580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814580 NON-EXPEDITED US-TEVA-361724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8814614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814614 NON-EXPEDITED US-TEVA-361552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8814641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814641 NON-EXPEDITED OT US-BAYER-2012-099960 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
Vaginal haemorrhage  

8814684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814684 NON-EXPEDITED US-BAYER-2012-101441 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8814695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814695 NON-EXPEDITED US-TEVA-361517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8814791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814791 NON-EXPEDITED US-TEVA-361526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8814894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8814894 EXPEDITED (15-DAY) HO US-
WATSON-2012-16299

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby NEXT CHOICE S TRANSPLACENTAL 1 tablet one time  WATSON
Maternal drugs affecting foetus  

8815019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815019 NON-EXPEDITED OT US-BAYER-2012-100821 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  

8815034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815034 NON-EXPEDITED US-BAYER-2012-101459 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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8815065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815065 NON-EXPEDITED OT US-BAYER-2012-099934 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Pregnancy with contraceptive device  
Vaginal haemorrhage  

8815113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815113 NON-EXPEDITED US-BAYER-2012-096996 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Poor quality sleep  
Vaginitis bacterial  

8815114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815114 NON-EXPEDITED OT US-BAYER-2012-099969 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  

8815115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815115 NON-EXPEDITED US-BAYER-2012-101482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8815116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815116 NON-EXPEDITED OT US-BAYER-2012-099724 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8815240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815240 NON-EXPEDITED OT US-BAYER-2012-101433 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8815309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815309 NON-EXPEDITED US-BAYER-2012-101566 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8815310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815310 NON-EXPEDITED US-BAYER-2012-101554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8815311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815311 NON-EXPEDITED US-BAYER-2012-099854 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8815454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815454 NON-EXPEDITED US-BAYER-2012-101411 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  

8815455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815455 NON-EXPEDITED US-BAYER-2012-101572 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8815456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815456 NON-EXPEDITED US-BAYER-2012-100833 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event Mirena S INTRAUTERINE UNK  BAYER
Device difficult to use  

8815629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815629 NON-EXPEDITED US-BAYER-2012-101604 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S UNK  BAYER
Back pain  

8815630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815630 NON-EXPEDITED US-BAYER-2012-101620 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8815634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815634 NON-EXPEDITED US-TEVA-361734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8815659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815659 NON-EXPEDITED US-BAYER-2012-101613 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8815660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815660 NON-EXPEDITED US-BAYER-2012-101617 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8815664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815664 NON-EXPEDITED US-TEVA-361750USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8815682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8815682 NON-EXPEDITED US-TEVA-361798USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8816025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816025 EXPEDITED (15-DAY) HO IL-BAYER-2012-099070 40 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Blood pressure decreased  
Chills  
Poor peripheral circulation  
Pyrexia  
Sepsis  
Uterine cervical pain  

8816036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816036 NON-EXPEDITED US-TEVA-361584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8816071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816071 NON-EXPEDITED US-BAYER-2012-099006 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8816073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816073 EXPEDITED (15-DAY) OT US-BAYER-2012-099301 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S UNK  BAYER
Abdominal pain Bayer Genuine Aspirin Original

Strength
S  BAYER

Vaginal haemorrhage Aleve caplet/tablet,Midol Extended
Relief caplet

S ORAL  BAYER

Depression Tylenol S  
Abdominal pain IBUPROFEN S 800 mg, UNK  BAYER
Thyroid disorder  
Weight fluctuation  

8816628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816628 DIRECT OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abscess MIRENA IUD S  BAYER
Device dislocation  

8816630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816630 DIRECT OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female MIRENA S  
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Detailed Report
8816634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816634 DIRECT OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S VAGINAL 11 MTH
Uterine haemorrhage  

8816636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816636 DIRECT OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S VAGINAL One iud 5 years vag 10 MTH
Ovarian disorder  
Pain  

8816638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816638 DIRECT HO,LT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Caesarean section  
Haemorrhage  
Procedural complication  
Uterine perforation  

8816641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2012 8816641 DIRECT Y DS,OT,RI 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female MIRENA S  
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8819507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2012 8819507 NON-EXPEDITED US-TEVA-358402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S  DURAMED
Drug ineffective  
Vomiting  

8028042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8028042 NON-EXPEDITED US-BAYER-2011-057003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S UNK  BAYER

8165570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8165570 EXPEDITED (15-DAY) HO,LT,OT US-BAYER-2011-089288 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S UNK  BAYER
Ectopic pregnancy  

8341849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8341849 EXPEDITED (15-DAY) HO,DS,OT US-009507513-2011SP0
30647

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain NUVARING S  MERCK
Tachycardia NUVARING S  MERCK
Carotid artery dissection MIRENA S  
Back injury PHENDIMETRAZINE

HYDROCHLORIDE
C  

Arthralgia  
Arthritis  
Arthropod bite  
Blood triglycerides increased  
Carotid artery occlusion  
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8341849
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carpal tunnel syndrome  
Cellulitis  
Chest discomfort  
Chest X-ray abnormal  
Colonic polyp  
Cyst  
Diarrhoea  
Diplopia  
Gastrooesophageal reflux disease  
Head injury  
Herpes virus infection  
Hypercoagulation  
Joint injury  
Laryngitis  
Lung neoplasm  
Migraine  
Musculoskeletal chest pain  
Musculoskeletal pain  
Oedema peripheral  
Oral surgery  
Palpitations  
Pharyngitis  
Pulmonary embolism  
Pulmonary hypertension  
Sinus polyp  
Tonsillitis  
Weight increased  
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Detailed Report
8650596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8650596 NON-EXPEDITED US-BAYER-2012-064308 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
Amenorrhoea  
Hot flush  
Procedural pain  
Uterine pain  

8781816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8781816 NON-EXPEDITED US-TEVA-358742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Dizziness  
Headache  

8790099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8790099 NON-EXPEDITED OT US-BAYER-2012-093971 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Device expulsion  

8792010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8792010 NON-EXPEDITED US-TEVA-359612USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8806387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8806387 NON-EXPEDITED OT US-BAYER-2012-086547 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal distension  
Anaemia  
Dyspnoea  
Fatigue  
Headache  
Malaise  
Metrorrhagia  
Migraine  
Muscle spasms  
Neck pain  
Pain  
Pyrexia  
Uterine infection  
Vaginal haemorrhage  
Vaginal odour  
Weight increased  
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8816567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8816567 DIRECT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings MIRENA S  BAYER
Back pain  
Breast pain  
Depression  
Fatigue  
Hyperhidrosis  
Malaise  
Medical device complication  
Menorrhagia  
Pelvic pain  
Rash  
Weight increased  

8816624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8816624 DIRECT HO 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage COPPER MIRENA S  
Abdominal pain  
Device dislocation  
Dysmenorrhoea  
Headache  
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Detailed Report
8816625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8816625 DIRECT HO,DS,RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Device dislocation  
Medical device complication  
Post procedural complication  
Pregnancy with contraceptive device  
Scar  

8816841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8816841 DIRECT HO,OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain MIRENA S INTRAUTERINE 1 every 5+ years Intra-

uterine
 

Abdominal discomfort  
Appendicitis  
Device dislocation  
Gastric infection  
Medical device complication  

8816843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8816843 DIRECT OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper MIRENA S INTRAUTERINE 5 YEARS INTRA-

UTERINE
 

Back pain  
Feeling abnormal  
Hypoaesthesia  
Muscle spasms  
Pain  
Pain in extremity  
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8817209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817209 NON-EXPEDITED OT US-BAYER-2012-100348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
Vaginal haemorrhage  

8817210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817210 NON-EXPEDITED US-BAYER-2012-101928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstrual disorder Mirena S  BAYER

8817360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817360 NON-EXPEDITED OT US-BAYER-2012-101502 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Device dislocation  
Hypomenorrhoea  
Pain  

8817361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817361 NON-EXPEDITED HO,OT US-BAYER-2012-100380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst ruptured Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Amenorrhoea  
Intra-abdominal haemorrhage  
Ovarian cyst  
Pelvic infection  
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Detailed Report
8817432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817432 NON-EXPEDITED US-TEVA-362009USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8817453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817453 NON-EXPEDITED US-BAYER-2012-101987 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8817457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817457 NON-EXPEDITED US-BAYER-2012-101807 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unevaluable event  

8817477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817477 NON-EXPEDITED US-BAYER-2012-101913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8817591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817591 NON-EXPEDITED US-TEVA-362003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
8817595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817595 NON-EXPEDITED US-BAYER-2012-101805 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8817596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817596 NON-EXPEDITED US-BAYER-2012-101861 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8817599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817599 NON-EXPEDITED US-BAYER-2012-101904 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural discomfort  
Procedural pain  

8817621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817621 NON-EXPEDITED US-TEVA-361999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8817641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817641 NON-EXPEDITED US-BAYER-2012-101918 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8817642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817642 NON-EXPEDITED OT US-BAYER-2012-100470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Menorrhagia  

8817643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817643 NON-EXPEDITED US-BAYER-2012-089020 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

8817646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817646 NON-EXPEDITED OT US-BAYER-2012-100429 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Menopause  
Post procedural haemorrhage  

8817697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817697 NON-EXPEDITED US-BAYER-2012-102007 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8817698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817698 NON-EXPEDITED US-BAYER-2012-101814 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER
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Detailed Report
8817814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817814 NON-EXPEDITED US-TEVA-362018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8817935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8817935 NON-EXPEDITED US-BAYER-2012-102039 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Dyspareunia  

8818065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818065 NON-EXPEDITED US-TEVA-361795USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8818094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818094 NON-EXPEDITED US-TEVA-362007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8818112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818112 EXPEDITED (15-DAY) HO SE-BAYER-2012-073097 34 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-abdominal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cold sweat  
Ovarian cyst ruptured  
Procedural pain  
Vomiting  
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Detailed Report
8818143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818143 NON-EXPEDITED US-TEVA-362002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8818178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818178 NON-EXPEDITED US-BAYER-2012-093334 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use CYTOTEC C  

8818301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818301 NON-EXPEDITED US-TEVA-362078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8818381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818381 NON-EXPEDITED US-TEVA-361764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8818626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818626 NON-EXPEDITED US-TEVA-361755USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8818701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818701 NON-EXPEDITED US-BAYER-2012-100334 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818703 NON-EXPEDITED US-BAYER-2012-102108 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818706 NON-EXPEDITED US-BAYER-2012-096256 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device component issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818707 NON-EXPEDITED US-BAYER-2012-101984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8818747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818747 NON-EXPEDITED US-TEVA-361752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8818762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818762 NON-EXPEDITED US-BAYER-2012-101813 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8818866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818866 NON-EXPEDITED US-TEVA-361995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8818939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818939 NON-EXPEDITED US-TEVA-361854USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8818940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818940 NON-EXPEDITED US-BAYER-2012-101763 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8818942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818942 NON-EXPEDITED US-BAYER-2012-101796 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8818943 NON-EXPEDITED US-BAYER-2012-101916 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8819151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819151 NON-EXPEDITED US-TEVA-361856USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Menstruation irregular  
Pelvic pain  

8819262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819262 NON-EXPEDITED US-BAYER-2012-098348 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

8819264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819264 NON-EXPEDITED US-BAYER-2012-101440 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection Mirena S INTRAUTERINE UNK  BAYER

8819265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819265 NON-EXPEDITED US-BAYER-2012-101792 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8819298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819298 NON-EXPEDITED US-TEVA-361859USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Anxiety medication C  
Fatigue NuvaRing C  
Breast tenderness  
Headache  

8819306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819306 NON-EXPEDITED US-TEVA-361861USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8819349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819349 NON-EXPEDITED US-TEVA-361857USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8819424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819424 NON-EXPEDITED US-BAYER-2012-101677 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8819425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819425 NON-EXPEDITED US-BAYER-2012-101657 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER
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Detailed Report
8819426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819426 NON-EXPEDITED US-BAYER-2012-101658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8819428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819428 NON-EXPEDITED US-BAYER-2012-101664 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  
Menorrhagia  
Menstruation delayed  
Menstruation irregular  

8819691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819691 NON-EXPEDITED US-TEVA-361864USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Headache  

8819711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819711 NON-EXPEDITED US-BAYER-2012-101485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8819714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819714 NON-EXPEDITED US-BAYER-2012-101924 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8819735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819735 NON-EXPEDITED US-BAYER-2012-102177 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S UNK  BAYER

8819797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2012 8819797 NON-EXPEDITED US-TEVA-361742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8032898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8032898 EXPEDITED (15-DAY) OT US-BAYER-2011-058212 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retained placenta or membranes Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8301726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8301726 NON-EXPEDITED OT US-BAYER-2011-118836 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fallopian tube perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain ADDERALL C  
Device expulsion  
Pregnancy with contraceptive device  
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Detailed Report
8694290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8694290 NON-EXPEDITED OT US-BAYER-2012-074018 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Dyspareunia  
Vaginal haemorrhage  

8722318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8722318 NON-EXPEDITED OT US-BAYER-2012-081510 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANALGESICS C  

8722893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8722893 NON-EXPEDITED OT US-BAYER-2012-081227 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8726550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8726550 NON-EXPEDITED OT US-BAYER-2012-083380 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device dislocation  

8734578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8734578 NON-EXPEDITED HO US-BAYER-2012-084692 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8738334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8738334 NON-EXPEDITED OT US-BAYER-2012-085849 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  

8739133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8739133 EXPEDITED (15-DAY) OT US-BAYER-2012-085926 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Asthma  
Device expulsion  
Dysfunctional uterine bleeding  
Type 2 diabetes mellitus  

8743315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8743315 NON-EXPEDITED OT US-BAYER-2012-087350 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Device expulsion  

8747658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8747658 NON-EXPEDITED OT US-BAYER-2012-088253 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8770503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8770503 NON-EXPEDITED OT US-BAYER-2012-091336 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Genital haemorrhage  
Post procedural haemorrhage  

8776479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8776479 NON-EXPEDITED HO US-BAYER-2012-091703 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Nausea  
Uterine perforation  

8800530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8800530 EXPEDITED (15-DAY) OT BE-BAYER-2012-095748 35 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Encapsulation reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device dislocation  

8803787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8803787 NON-EXPEDITED US-TEVA-360769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8816842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8816842 DIRECT HO,OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S one insertion every five

years
6 MTH

Bone pain  
Complication of device removal  
Pain  
Vaginal haemorrhage  
Vaginal operation  

8816844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8816844 DIRECT OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings MIRENA IUD S  
Aggression  
Anger  
Anxiety  
Crying  
Depression  
Headache  
Menometrorrhagia  
Mental disorder  
Self-injurious ideation  
Sleep disorder  
Thinking abnormal  
Violence-related symptom  
Weight increased  
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Detailed Report
8816846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8816846 DIRECT HO,DS,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness MIRENA S VAGINAL 5 YR
Anxiety  
Blepharospasm  
Depression  
Insomnia  
Nausea  
Panic attack  
Suicidal ideation  
Weight increased  

8816854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8816854 DIRECT HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA S  BAYER
Endometriosis  

8816905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8816905 DIRECT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA IUD S VAGINAL VAG  BAYER
Maternal exposure during pregnancy  
Menorrhagia  

8817005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8817005 DIRECT Y Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menometrorrhagia SEASONIQUE S ORAL 0.15-0.30/.01mg po,

daily
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Detailed Report
8817676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8817676 NON-EXPEDITED US-BAYER-2012-102474 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8818114 NON-EXPEDITED US-TEVA-362077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8818122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8818122 NON-EXPEDITED US-TEVA-362093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8818402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8818402 NON-EXPEDITED US-TEVA-362076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8819803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8819803 NON-EXPEDITED US-TEVA-362113USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8819993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8819993 NON-EXPEDITED US-BAYER-2012-102161 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8820165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820165 NON-EXPEDITED US-TEVA-362081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8820373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820373 NON-EXPEDITED US-BAYER-2012-102262 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8820374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820374 NON-EXPEDITED US-BAYER-2012-101995 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8820379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820379 NON-EXPEDITED US-BAYER-2012-101846 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  

8820380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820380 NON-EXPEDITED US-BAYER-2012-102268 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8820381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820381 NON-EXPEDITED US-BAYER-2012-102288 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8820524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820524 NON-EXPEDITED US-TEVA-362080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  

8820526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820526 NON-EXPEDITED US-TEVA-362072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Dyspepsia  
Increased appetite  
Nausea  

8820592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820592 NON-EXPEDITED OT US-BAYER-2012-101588 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pain  

8820595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820595 NON-EXPEDITED US-TEVA-362108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8820688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820688 EXPEDITED (15-DAY) OT GB-TEVA-358632ISR 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception LEVONORGESTREL 1.5 MG

TABLET
S ORAL  DURAMED

Abortion spontaneous  
Maternal exposure during pregnancy  

8820764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820764 NON-EXPEDITED US-TEVA-362236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8820815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820815 NON-EXPEDITED US-TEVA-362117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8820848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820848 NON-EXPEDITED US-TEVA-362286USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8820871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820871 NON-EXPEDITED US-TEVA-362254USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8820909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820909 NON-EXPEDITED US-BAYER-2012-102533 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal pain  
Back pain  

8820950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8820950 NON-EXPEDITED US-TEVA-362278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

8821136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821136 NON-EXPEDITED US-TEVA-362125USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Menstruation irregular  
Nausea  

8821172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821172 NON-EXPEDITED US-TEVA-362265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8821230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821230 NON-EXPEDITED US-BAYER-2012-102763 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,946 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8821234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821234 NON-EXPEDITED US-BAYER-2012-102798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8821235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821235 NON-EXPEDITED US-BAYER-2012-102819 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8821242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821242 NON-EXPEDITED US-TEVA-362128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8821244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821244 NON-EXPEDITED US-BAYER-2012-102628 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8821245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821245 NON-EXPEDITED OT US-BAYER-2012-100278 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Abdominal pain  
Dyspareunia  
Uterine leiomyoma  
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Detailed Report
8821246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821246 NON-EXPEDITED US-BAYER-2012-102781 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8821248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821248 NON-EXPEDITED US-BAYER-2012-102746 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8821271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821271 NON-EXPEDITED US-TEVA-362309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8821282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821282 NON-EXPEDITED OT US-BAYER-2012-101469 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
Pain  

8821291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821291 NON-EXPEDITED OT US-BAYER-2012-101208 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  
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Detailed Report
8821332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821332 EXPEDITED (15-DAY) OT US-BAYER-2012-100843 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Petit mal epilepsy  

8821333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821333 NON-EXPEDITED OT US-BAYER-2012-100471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

8821368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821368 NON-EXPEDITED US-TEVA-362229USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8821384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821384 NON-EXPEDITED US-BAYER-2012-102847 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8821386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821386 NON-EXPEDITED US-BAYER-2012-102909 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8821396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821396 NON-EXPEDITED US-TEVA-362243USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

8821398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821398 NON-EXPEDITED US-TEVA-362302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Furosemide C  
Lisinopril C  

8821467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821467 NON-EXPEDITED US-BAYER-2012-102934 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8821468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821468 NON-EXPEDITED US-BAYER-2012-102863 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8821470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821470 NON-EXPEDITED US-TEVA-362395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pelvic pain  
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Detailed Report
8821480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2012 8821480 NON-EXPEDITED US-TEVA-362217USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Birth Control Patch C  

8523031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8523031 NON-EXPEDITED OT US-BAYER-2012-037660 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Genital haemorrhage  
Menorrhagia  

8579930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8579930 NON-EXPEDITED US-BAYER-2012-051418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8585254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8585254 NON-EXPEDITED US-BAYER-2012-052738 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8587829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8587829 EXPEDITED (15-DAY) OT SE-BAYER-2012-053561 45 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S UNK  BAYER
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Detailed Report
8647737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8647737 NON-EXPEDITED US-BAYER-2012-064187 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suppressed lactation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast discomfort  
Drug hypersensitivity  

8773033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8773033 NON-EXPEDITED US-BAYER-2012-090460 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8777489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8777489 NON-EXPEDITED OT US-BAYER-2012-090789 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8781468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8781468 NON-EXPEDITED OT US-BAYER-2012-093126 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Crying  
Depressed mood  
Depression  
Emotional disorder  
Heart rate increased  
Mood altered  
Palpitations  
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Detailed Report
8781644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8781644 NON-EXPEDITED US-BAYER-2012-093443 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8785247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8785247 EXPEDITED (15-DAY) HO FR-BAYER-2012-093771 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chest discomfort  
Malaise  

8790315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8790315 NON-EXPEDITED US-BAYER-2012-093879 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S q20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8791670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8791670 NON-EXPEDITED US-BAYER-2012-094360 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8810698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8810698 NON-EXPEDITED US-TEVA-361307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception Multivitamin C  
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Detailed Report
8817052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8817052 DIRECT RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA IUD S  
Pelvic inflammatory disease  
Scar  

8817053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8817053 DIRECT HO,DS,RI 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA S  
Abdominal pain  
Alopecia  
Back pain  
Blood pressure inadequately controlled  
Complication of device removal  
Device dislocation  
Hypoaesthesia  
Mood swings  

8817078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8817078 DIRECT HO 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intracranial venous sinus thrombosis LEVONORGESTREL/ETHINYL

ESTRADIOL
S ORAL 1PILL ONCE A DAY PO  

8821250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8821250 NON-EXPEDITED OT US-BAYER-2012-100259 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine cervix stenosis  
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Detailed Report
8822094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822094 NON-EXPEDITED US-TEVA-362393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8822139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822139 NON-EXPEDITED US-TEVA-362255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8822149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822149 NON-EXPEDITED US-BAYER-2012-102290 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822150 NON-EXPEDITED US-BAYER-2012-102942 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 UNK, UNK  BAYER

Mirena S  BAYER

8822151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822151 NON-EXPEDITED US-BAYER-2012-102898 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822152 NON-EXPEDITED US-BAYER-2012-102821 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8822153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822153 NON-EXPEDITED US-BAYER-2012-102277 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822154 NON-EXPEDITED US-BAYER-2012-099983 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822155 NON-EXPEDITED US-BAYER-2012-102146 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822156 NON-EXPEDITED US-BAYER-2012-102670 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822157 NON-EXPEDITED US-BAYER-2012-102142 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822158 NON-EXPEDITED US-BAYER-2012-102463 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8822164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822164 NON-EXPEDITED OT US-BAYER-2012-102071 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822165 NON-EXPEDITED OT US-BAYER-2012-102409 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8822167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822167 NON-EXPEDITED US-BAYER-2012-102808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tooth extraction Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822179 NON-EXPEDITED US-TEVA-362343USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8822254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822254 NON-EXPEDITED OT US-BAYER-2012-100220 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine haemorrhage  

8822324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822324 NON-EXPEDITED US-BAYER-2012-102912 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8822390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822390 NON-EXPEDITED US-BAYER-2012-102441 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8822413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822413 NON-EXPEDITED US-TEVA-362349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8822420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822420 NON-EXPEDITED US-BAYER-2012-102748 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

8822500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822500 NON-EXPEDITED US-BAYER-2012-102735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal swelling Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822510 NON-EXPEDITED US-TEVA-362462USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8822527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822527 EXPEDITED (15-DAY) OT US-BAYER-2012-101513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Mirena S UNK  BAYER
Device dislocation  
Loss of consciousness  

8822568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822568 NON-EXPEDITED US-BAYER-2012-102598 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8822607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822607 NON-EXPEDITED US-BAYER-2012-103043 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822608 NON-EXPEDITED US-BAYER-2012-103240 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8822613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822613 NON-EXPEDITED US-BAYER-2012-103019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8822615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822615 NON-EXPEDITED US-BAYER-2012-103121 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822651 NON-EXPEDITED US-TEVA-362350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

HYDROCODONE C  

8822674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822674 NON-EXPEDITED OT US-BAYER-2012-102464 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Device expulsion  
Vaginal haemorrhage  

8822675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822675 NON-EXPEDITED OT US-BAYER-2012-102770 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  

8822797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822797 NON-EXPEDITED US-BAYER-2012-103213 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8822800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822800 NON-EXPEDITED US-BAYER-2012-103321 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822804 NON-EXPEDITED US-BAYER-2012-103018 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822820 NON-EXPEDITED US-BAYER-2012-103164 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8822877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822877 NON-EXPEDITED US-TEVA-362564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  

8822890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822890 NON-EXPEDITED US-TEVA-362524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Swelling face  
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Freedom of Information Act (FOIA) 

Detailed Report
8822962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8822962 NON-EXPEDITED US-BAYER-2012-103299 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Uterine pain  

8823047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823047 NON-EXPEDITED US-BAYER-2012-103446 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8823086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823086 NON-EXPEDITED OT US-BAYER-2012-101562 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8823097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823097 NON-EXPEDITED US-TEVA-362312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception TYLENOL C  

8823125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823125 NON-EXPEDITED US-BAYER-2012-102542 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8823151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823151 NON-EXPEDITED US-TEVA-362389USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Off label use  
Parosmia  
Pregnancy  
Vaginal haemorrhage  

8823161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823161 NON-EXPEDITED OT US-PFIZER INC-
HQWYE143115JUL04

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Prempro S UNK  PFIZER

Premarin S UNK  PFIZER
Premphase S UNK  PFIZER
Provera S UNK  PFIZER
NORDETTE S UNK  PFIZER
Premarin S UNK  PFIZER
ACTIVELLA S UNK  
LOESTRIN S UNK  

8823202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823202 NON-EXPEDITED US-BAYER-2012-101361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device insertion Mirena S 20 mcg/24hr, CONT  BAYER
Muscle spasms  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
8823203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823203 NON-EXPEDITED US-BAYER-2012-103382 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8823204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823204 NON-EXPEDITED US-BAYER-2012-103363 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8823223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823223 EXPEDITED (15-DAY) OT US-BAYER-2012-101591 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abasia  
Product shape issue  
Vaginal haemorrhage  

8823227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823227 NON-EXPEDITED US-TEVA-362410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8823335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823335 NON-EXPEDITED US-TEVA-362602USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8823361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823361 NON-EXPEDITED OT US-BAYER-2012-101382 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
No adverse event  

8823374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823374 NON-EXPEDITED US-TEVA-362517USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8823419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2012 8823419 NON-EXPEDITED US-BAYER-2012-103503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8286797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8286797 EXPEDITED (15-DAY) OT US-TEVA-313327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abortion incomplete Loratadine C  
Abdominal pain  
Drug ineffective  
Menstruation irregular  
Pregnancy after post coital contraception  
Vaginal haemorrhage  
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Detailed Report
8292465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8292465 NON-EXPEDITED OT US-BAYER-2011-117911 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Haemorrhage in pregnancy  
Headache  
Pregnancy with contraceptive device  

8671192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8671192 NON-EXPEDITED US-BAYER-2012-071403 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8729140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8729140 NON-EXPEDITED OT US-BAYER-2012-084475 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8736324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8736324 NON-EXPEDITED OT US-BAYER-2012-084569 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Menorrhagia  
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Detailed Report
8748122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8748122 NON-EXPEDITED OT US-BAYER-2012-086087 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
LORTAB C 5 mg, UNK  
IBUPROFEN C 800 mg, UNK  

8771076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8771076 EXPEDITED (15-DAY) US-BAYER-2012-090295 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  
Medical device discomfort  
Menorrhagia  
Menstruation irregular  

8774341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8774341 NON-EXPEDITED HO US-BAYER-2012-091587 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device dislocation  
Pelvic pain  

Page: 11,967 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8778878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8778878 NON-EXPEDITED US-BAYER-2012-093811 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL UNK  BAYER
Biopsy  
Metrorrhagia  

8781895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8781895 NON-EXPEDITED US-BAYER-2012-093197 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Intentional medical device removal by patient Mirena S  BAYER
Pain Mirena S  BAYER
Abdominal pain  
Device expulsion  

8786072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8786072 EXPEDITED (15-DAY) OT TT-BAYER-2012-093604 35 YR Female TTO

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis Mirena S INTRAUTERINE 20 ?g, CONT  BAYER

8803135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8803135 NON-EXPEDITED US-TEVA-360761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8804168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8804168 NON-EXPEDITED OT US-BAYER-2012-096761 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  
Pelvic pain  

8809252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8809252 NON-EXPEDITED US-TEVA-361002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Prilosec C  
Pepcid AC C  

8824377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824377 NON-EXPEDITED US-BAYER-2012-103689 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824378 NON-EXPEDITED US-BAYER-2012-103600 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8824427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824427 NON-EXPEDITED US-TEVA-362613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal burning sensation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8824436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824436 NON-EXPEDITED US-BAYER-2012-102778 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8824439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824439 NON-EXPEDITED US-BAYER-2012-102801 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  
Menorrhagia  
Ovulation pain  
Weight increased  

8824442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824442 NON-EXPEDITED US-BAYER-2012-103504 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824443 NON-EXPEDITED US-BAYER-2012-103481 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824444 NON-EXPEDITED US-BAYER-2012-103545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8824445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824445 NON-EXPEDITED US-BAYER-2012-103604 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824447 NON-EXPEDITED US-BAYER-2012-103558 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8824448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824448 NON-EXPEDITED US-BAYER-2012-102633 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824485 NON-EXPEDITED US-BAYER-2012-102846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia  
Nausea  
Vertigo  

8824489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824489 NON-EXPEDITED US-TEVA-362632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8824526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824526 NON-EXPEDITED US-PFIZER
INC-2012241739

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hirsutism Alesse-21 S UNK  PFIZER

8824600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824600 EXPEDITED (15-DAY) OT FI-BAYER-2012-030902 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE  BAYER
Breech presentation  
Device expulsion  

8824601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824601 NON-EXPEDITED US-TEVA-362635USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea Multivitamin C  

8824761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824761 NON-EXPEDITED US-BAYER-2012-103830 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824762 NON-EXPEDITED US-BAYER-2012-103702 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,972 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8824806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824806 NON-EXPEDITED OT US-BAYER-2012-103242 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824847 NON-EXPEDITED US-TEVA-362771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast swelling PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8824848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824848 NON-EXPEDITED US-TEVA-362571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8824862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824862 NON-EXPEDITED OT US-BAYER-2012-101849 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Feeling abnormal  
Medical device complication  

8824917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8824917 NON-EXPEDITED US-TEVA-362558USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8825008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825008 NON-EXPEDITED US-TEVA-362523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8825094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825094 NON-EXPEDITED US-BAYER-2012-103867 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825096 NON-EXPEDITED US-BAYER-2012-102261 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Medical device discomfort  
Procedural pain  

8825115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825115 NON-EXPEDITED US-BAYER-2012-103840 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8825116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825116 NON-EXPEDITED US-BAYER-2012-103890 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8825257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825257 NON-EXPEDITED OT US-BAYER-2012-103607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825298 NON-EXPEDITED US-TEVA-362778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8825350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825350 NON-EXPEDITED OT US-BAYER-2012-103768 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8825513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825513 NON-EXPEDITED US-TEVA-362840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
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Detailed Report
8825526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825526 EXPEDITED (15-DAY) HO,OT US-009507513-2012SP0
34968

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction NUVARING S VAGINAL UNK  MERCK
Thrombosis ALEVE C ORAL UNK, prn  
Female sterilisation ORTHO EVRA S TRANSDERMAL UNK  
Abortion induced DEPO-PROVERA S INTRAMUSCULAR UNK  

UNSPECIFIED INGREDIENTS S ORAL UNK  
Ovarian cyst NORPLANT S SUBDERMAL UNK  
Anogenital warts  
Asthma  
Chest pain  
Coronary artery disease  
Deep vein thrombosis  
Depression  
Ectopic pregnancy  
Embolism  
Fungal infection  
Heart rate irregular  
Hypercholesterolaemia  
Hypertension  
Loop electrosurgical excision procedure  
Ovarian enlargement  
Peripheral vascular disorder  
Pulmonary embolism  
Urinary tract infection  
Vaginitis bacterial  
Ventricular hypokinesia  
Weight decreased  
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Detailed Report
8825539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825539 NON-EXPEDITED US-BAYER-2012-103826 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825540 NON-EXPEDITED US-BAYER-2012-103930 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825652 NON-EXPEDITED US-BAYER-2012-104101 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825680 NON-EXPEDITED US-TEVA-362884USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Low-Ogestrel C  
Low-Ogestrel C  

8825702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825702 NON-EXPEDITED US-TEVA-362880USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8825726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825726 NON-EXPEDITED US-BAYER-2012-104102 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Headache  
Pyrexia  

8825751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825751 NON-EXPEDITED US-TEVA-362794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Menstruation irregular  

8825785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825785 NON-EXPEDITED US-TEVA-362805USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8825802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2012 8825802 NON-EXPEDITED US-TEVA-362835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8036700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8036700 NON-EXPEDITED OT US-BAYER-2011-059361 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 11,978 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8759504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8759504 NON-EXPEDITED OT US-BAYER-2012-088922 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8776083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8776083 NON-EXPEDITED US-TEVA-358251USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
Pelvic pain  

8785297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8785297 NON-EXPEDITED US-BAYER-2012-095961 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8803203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8803203 NON-EXPEDITED US-TEVA-360826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain EFFEXOR C  
Menstruation irregular WELLBUTRIN C  

8825883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825883 NON-EXPEDITED US-BAYER-2012-104436 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
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Detailed Report
8825918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825918 NON-EXPEDITED OT US-BAYER-2012-104386 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8825924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825924 NON-EXPEDITED US-BAYER-2012-104450 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825927 NON-EXPEDITED US-BAYER-2012-104390 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8825929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825929 NON-EXPEDITED US-BAYER-2012-103876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Amenorrhoea  
Discomfort  
Hyperhidrosis  
Hypertrichosis  
Mood swings  
Musculoskeletal pain  
Peripheral coldness  
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Detailed Report
8825947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825947 NON-EXPEDITED US-BAYER-2012-104548 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8825973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825973 NON-EXPEDITED US-BAYER-2012-104553 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8825975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825975 NON-EXPEDITED US-BAYER-2012-104558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polycystic ovaries Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8825998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8825998 NON-EXPEDITED HO,OT US-BAYER-2012-104109 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8826079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826079 NON-EXPEDITED OT US-BAYER-2012-102586 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8826130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826130 NON-EXPEDITED US-BAYER-2012-104505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Chest pain  
Dizziness  
Nausea  

8826132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826132 NON-EXPEDITED US-BAYER-2012-104524 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8826219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826219 NON-EXPEDITED OT US-BAYER-2012-102578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia Mirena S UNK  BAYER
Paraesthesia  
Vaginal haemorrhage  

8826347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826347 EXPEDITED (15-DAY) OT CA-BAYER-2012-100466 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suppressed lactation MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PRENATAL VITAMINS [VIT C,VIT
H,MIN NOS,VIT PP,RETINOL,VIT
E,VIT B 

C  
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Detailed Report
8826350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826350 EXPEDITED (15-DAY) OT US-BAYER-2012-102271 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g, UNK  BAYER
Abdominal pain  
Appendicectomy  
Device dislocation  
Device expulsion  

8826469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826469 NON-EXPEDITED US-BAYER-2012-104500 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8826561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826561 NON-EXPEDITED US-BAYER-2012-103955 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8826582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826582 NON-EXPEDITED OT US-BAYER-2012-102615 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8826585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8826585 NON-EXPEDITED OT US-BAYER-2012-102682 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
8828223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828223 NON-EXPEDITED US-BAYER-2012-104370 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828231 NON-EXPEDITED US-BAYER-2012-104354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828232 NON-EXPEDITED OT US-BAYER-2012-101890 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  

8828234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828234 NON-EXPEDITED US-BAYER-2012-104413 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828235 NON-EXPEDITED OT US-BAYER-2012-102516 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828238 NON-EXPEDITED US-BAYER-2012-104315 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8828239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828239 NON-EXPEDITED US-BAYER-2012-104417 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828240 NON-EXPEDITED US-BAYER-2012-104225 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828242 NON-EXPEDITED US-BAYER-2012-104294 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828248 NON-EXPEDITED US-TEVA-362772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  

8828272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828272 NON-EXPEDITED US-BAYER-2012-104203 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8828274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828274 NON-EXPEDITED OT US-BAYER-2012-103515 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8828276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828276 NON-EXPEDITED OT US-BAYER-2012-103989 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S  BAYER

8828278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828278 EXPEDITED (15-DAY) OT NZ-BAYER-2012-099542 44 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Cholelithiasis  
Device dislocation  
Medical device complication  
Procedural pain  

8828280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828280 NON-EXPEDITED US-BAYER-2012-104160 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828397 NON-EXPEDITED US-TEVA-363048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8828424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828424 NON-EXPEDITED US-TEVA-362855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8828437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828437 NON-EXPEDITED US-TEVA-363015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8828488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828488 NON-EXPEDITED US-TEVA-362972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Dizziness  
Menorrhagia  
Menstruation irregular  
Nausea  
Pelvic pain  

8828489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828489 NON-EXPEDITED OT US-BAYER-2012-102293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8828499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828499 NON-EXPEDITED OT US-BAYER-2012-102639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain lower  
Product shape issue  

8828550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828550 NON-EXPEDITED US-TEVA-362887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8828623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828623 EXPEDITED (15-DAY) HO US-BAYER-2012-102235 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometriosis Mirena S 20 ?g, CONT  BAYER
Adhesion  
Endometriosis  
Menorrhagia  
Pelvic pain  

8828654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828654 NON-EXPEDITED OT US-BAYER-2012-101455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8828656 EXPEDITED (15-DAY) OT SE-BAYER-2012-100832 35 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8829696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8829696 DIRECT HO,OT,RI 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA IUD S  BAYER
Bladder injury  
Caesarean section  
Device dislocation  
Maternal exposure during pregnancy  
Procedural complication  

8832453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8832453 DIRECT HO,RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia MIRENA S 4 YR
Device dislocation  
Pain  

8832454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8832454 DIRECT OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain MIRENA S  
Device dislocation  
Neuralgia  
Pain  
Scar  
Uterine perforation  
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Detailed Report
8832455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8832455 DIRECT HO 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric disorder MIRENA S  
Device dislocation  
Haemorrhage  

8832456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2012 8832456 DIRECT HO,DS,LT,RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA IUD S  
Abdominal pain  
Device dislocation  
Gastrointestinal disorder  
Proctalgia  
Rectal haemorrhage  
Uterine perforation  

8167410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8167410 NON-EXPEDITED OT US-BAYER-2011-093112 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation SYNTHROID C  

ARMOUR THYROID C  
GABAPENTIN C  

8286465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8286465 NON-EXPEDITED US-BAYER-2011-116287 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S 20 ?g/d, CONT  BAYER
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Detailed Report
8605122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8605122 EXPEDITED (15-DAY) OT US-TEVA-341857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Ear pain PSEUDOEPHEDRINE C  
Depression  
Haemorrhage  
Human chorionic gonadotropin increased  
Malaise  
Maternal exposure during pregnancy  
Pregnancy  

8792413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8792413 NON-EXPEDITED OT US-BAYER-2012-094061 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device insertion Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device complication  
Procedural pain  
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Detailed Report
8826260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8826260 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-103617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hormone level abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
General physical health deterioration PARAGARD S UNK  
Cold sweat HORMONE REPLACEMENT

THERAPY
C  

Hot flush PREDNISONE C  
Depression  
Genital haemorrhage  
Intestinal obstruction  
Malaise  

8826267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8826267 NON-EXPEDITED US-BAYER-2012-105015 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8827482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8827482 NON-EXPEDITED US-BAYER-2012-104591 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8827825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8827825 NON-EXPEDITED US-BAYER-2012-103111 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8827958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8827958 EXPEDITED (15-DAY) OT US-BAYER-2012-102523 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cyst Mirena S INTRAUTERINE  BAYER
Abdominal pain  
Ovarian cyst torsion  

8829308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8829308 NON-EXPEDITED OT US-BAYER-2012-105112 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8829766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8829766 NON-EXPEDITED OT US-BAYER-2012-102854 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Medical device complication  

8830094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8830094 NON-EXPEDITED US-BAYER-2012-105100 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S INTRAUTERINE UNK  BAYER

8830172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8830172 NON-EXPEDITED OT US-BAYER-2012-102776 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8830814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8830814 EXPEDITED (15-DAY) OT US-BAYER-2012-103033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst  

8830866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8830866 EXPEDITED (15-DAY) OT CA-BAYER-2012-101619 44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis MIRENA S UNK  BAYER
Pulmonary embolism COUMADIN C  
Pulmonary embolism CYMBALTA C  
Anticoagulation drug level below therapeutic ARTHROTEC [DICLOFENAC

SODIUM]
C  

8831059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8831059 NON-EXPEDITED US-BAYER-2012-105095 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8831098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8831098 NON-EXPEDITED US-BAYER-2012-101589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Climara Pro S TRANSDERMAL  BAYER

8831106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2012 8831106 NON-EXPEDITED US-BAYER-2012-105096 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8125574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8125574 EXPEDITED (15-DAY) OT BR-BAYER-2011-078765 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy on oral contraceptive Miranova S ORAL 1 DF, QD  BAYER
Haemorrhage in pregnancy BENEGRIP C ORAL 1 DF, QD  

8595685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8595685 NON-EXPEDITED OT US-BAYER-2012-054926 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Ovarian cyst  

8673073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8673073 NON-EXPEDITED OT US-BAYER-2012-071940 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8720314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8720314 NON-EXPEDITED OT US-BAYER-2012-080169 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
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Detailed Report
8720556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8720556 EXPEDITED (15-DAY) OT US-BAYER-2012-081745 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Streptococcal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood urine present  
Herpes virus infection  
Procedural pain  
Vaginal disorder  
Vaginitis bacterial  

8726419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8726419 EXPEDITED (15-DAY) HO US-BAYER-2012-083116 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Appendicitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Nausea  
Vomiting  

8736328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8736328 NON-EXPEDITED OT US-BAYER-2012-084099 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8739091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8739091 NON-EXPEDITED OT US-BAYER-2012-086676 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation LIDOCAIN C INTRA-CERVICAL 1 %, UNK  
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Detailed Report
8767132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8767132 NON-EXPEDITED OT US-BAYER-2012-090627 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8769355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8769355 NON-EXPEDITED OT US-BAYER-2012-090173 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8769765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8769765 NON-EXPEDITED US-BAYER-2012-090146 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S  BAYER

8777490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8777490 NON-EXPEDITED OT US-BAYER-2012-090706 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use CYTOTEC C ORAL  

Depo C  
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Detailed Report
8777874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8777874 NON-EXPEDITED US-TEVA-358277USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine present PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Cyst  
Fatigue  
Headache  
Menstruation delayed  
Nausea  

8795515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8795515 NON-EXPEDITED US-TEVA-359480USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8809364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8809364 NON-EXPEDITED US-TEVA-361179USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache LISINOPRIL C  
Menstruation irregular  

8814269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8814269 NON-EXPEDITED US-TEVA-361587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8814556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8814556 NON-EXPEDITED US-TEVA-361625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness Viibryd C  

Xanax C  

8814686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8814686 EXPEDITED (15-DAY) OT US-BAYER-2012-101124 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Ascites  
Impaired work ability  
Metastases to liver  
Ovarian cyst  
Ovarian cyst ruptured  
Ovarian neoplasm  
Pelvic fluid collection  
Pelvic pain  
Stress  

8821247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8821247 NON-EXPEDITED OT US-BAYER-2012-102635 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Vaginal haemorrhage  
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Detailed Report
8828870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828870 NON-EXPEDITED US-BAYER-2012-103948 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828872 NON-EXPEDITED US-BAYER-2012-095992 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828874 NON-EXPEDITED US-BAYER-2012-103906 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8828876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828876 NON-EXPEDITED US-BAYER-2012-103577 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysphonia  
Pruritus  
Throat irritation  
Urticaria  

Page: 12,000 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8828882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828882 NON-EXPEDITED US-BAYER-2012-105345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S 20 mcg/24hr, CONT  BAYER
Nausea  
Pain  
Swelling  
Vaginal odour  

8828885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8828885 NON-EXPEDITED US-BAYER-2012-104084 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Back pain  

8830307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8830307 NON-EXPEDITED US-BAYER-2012-105602 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8830526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8830526 NON-EXPEDITED US-TEVA-363081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8830543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8830543 NON-EXPEDITED US-TEVA-363091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Multivitamin C  

8831283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831283 NON-EXPEDITED US-BAYER-2012-105236 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Pruritus  

8831496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831496 NON-EXPEDITED OT US-BAYER-2012-103512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8831569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831569 NON-EXPEDITED US-TEVA-363486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8831582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831582 NON-EXPEDITED US-TEVA-363500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8831585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831585 NON-EXPEDITED US-TEVA-363475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  

8831661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831661 NON-EXPEDITED US-TEVA-363465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8831673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831673 NON-EXPEDITED US-TEVA-363492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

AMLODIPINE C  

8831703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831703 NON-EXPEDITED OT US-BAYER-2012-103533 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8831706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831706 NON-EXPEDITED US-BAYER-2012-105693 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8831707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831707 NON-EXPEDITED OT US-BAYER-2012-103337 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8831726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831726 NON-EXPEDITED US-BAYER-2012-105699 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 1 DF, UNK  BAYER

8831764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831764 NON-EXPEDITED OT US-BAYER-2012-105294 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Procedural pain  

8831783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831783 EXPEDITED (15-DAY) OT US-BAYER-2012-103614 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholelithiasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  

8831785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831785 NON-EXPEDITED OT US-BAYER-2012-105069 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mirena S  BAYER
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Detailed Report
8831807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831807 NON-EXPEDITED US-TEVA-363459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8831825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831825 NON-EXPEDITED OT US-BAYER-2012-104048 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8831839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831839 NON-EXPEDITED US-TEVA-363456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8831895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831895 EXPEDITED (15-DAY) OT US-BAYER-2012-103016 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trigeminal nerve disorder Mirena S 20 mcg/24hr, CONT  BAYER

8831945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831945 NON-EXPEDITED US-TEVA-363005USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8831960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831960 NON-EXPEDITED US-TEVA-363018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
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Detailed Report
8831966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8831966 NON-EXPEDITED OT US-BAYER-2012-103571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8832140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832140 NON-EXPEDITED US-TEVA-363495USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832155 NON-EXPEDITED US-BAYER-2012-097542 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL  BAYER

Climara Pro S  BAYER

8832156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832156 NON-EXPEDITED US-BAYER-2012-103015 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site erythema Climara Pro S TRANSDERMAL UNK UNK, OW  BAYER
Product adhesion issue  

8832158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832158 NON-EXPEDITED US-BAYER-2012-102019 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot Climara Pro S TRANSDERMAL UNK  BAYER
Hyperhidrosis  
Product adhesion issue  
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Detailed Report
8832159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832159 NON-EXPEDITED US-BAYER-2012-103351 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abnormal withdrawal bleeding  
Amenorrhoea  
Back pain  
Breast tenderness  
Fatigue  
Menstruation delayed  
Weight increased  

8832199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832199 NON-EXPEDITED US-TEVA-363472USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832211 NON-EXPEDITED US-TEVA-363469USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832601 DIRECT OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Abdominal pain  
Decreased activity  
Device dislocation  
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Detailed Report
8832877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2012 8832877 DIRECT OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression LEVONORGESTREL AND

ETHINYL ESTRADIOL AND
ETHINYL ESTRADIOL

S ORAL  

Suicidal ideation  
Weight increased  

8710522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8710522 EXPEDITED (15-DAY) HO US-BAYER-2012-078988 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema infectiosum Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Urticaria  

8747431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8747431 EXPEDITED (15-DAY) HO US-BAYER-2012-085918 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervix carcinoma stage 0 Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8757676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8757676 NON-EXPEDITED OT US-BAYER-2012-088371 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  
Papilloma viral infection  

Page: 12,008 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8758907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8758907 NON-EXPEDITED US-BAYER-2012-088975 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8761072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8761072 NON-EXPEDITED US-BAYER-2012-089556 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device issue  

8772495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8772495 NON-EXPEDITED OT US-BAYER-2012-090776 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Complication of device removal Mirena S  BAYER
Device breakage  
Pregnancy with contraceptive device  

8785754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8785754 NON-EXPEDITED OT US-BAYER-2012-093436 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Menorrhagia  
Pain  
Pelvic pain  
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Detailed Report
8824319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8824319 NON-EXPEDITED US-TEVA-362584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832497 NON-EXPEDITED US-TEVA-363558USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832500 NON-EXPEDITED US-TEVA-363579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8832523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832523 NON-EXPEDITED US-TEVA-363545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Adderall C  
Ambien C  

8832526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832526 NON-EXPEDITED US-BAYER-2012-104319 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8832585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832585 NON-EXPEDITED US-TEVA-363561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832806 NON-EXPEDITED OT US-BAYER-2012-104080 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C  

8832931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832931 NON-EXPEDITED US-TEVA-363595USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8832939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832939 NON-EXPEDITED US-BAYER-2012-103701 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8832973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8832973 NON-EXPEDITED US-TEVA-363508USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8833062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833062 NON-EXPEDITED US-TEVA-363549USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  

8833093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833093 NON-EXPEDITED US-TEVA-363596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8833106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833106 NON-EXPEDITED US-TEVA-363594USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833127 NON-EXPEDITED US-TEVA-363506USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833152 NON-EXPEDITED US-TEVA-363552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Off label use  

Page: 12,012 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8833216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833216 NON-EXPEDITED US-BAYER-2012-105796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Metrorrhagia  

8833217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833217 NON-EXPEDITED US-BAYER-2012-105791 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE UNK  BAYER

8833218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833218 NON-EXPEDITED US-TEVA-363510USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8833431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833431 NON-EXPEDITED US-TEVA-363657USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833457 NON-EXPEDITED US-TEVA-363630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Sleep disorder  
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Detailed Report
8833481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833481 NON-EXPEDITED US-BAYER-2012-106123 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8833569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833569 NON-EXPEDITED US-BAYER-2012-106070 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8833578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833578 NON-EXPEDITED US-TEVA-363580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vulvovaginal dryness  
Vulvovaginal erythema  

8833613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833613 NON-EXPEDITED US-TEVA-363698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833688 NON-EXPEDITED US-TEVA-363585USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Nausea  
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Detailed Report
8833691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833691 NON-EXPEDITED US-TEVA-363642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Fatigue  
Nausea  

8833736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833736 NON-EXPEDITED US-TEVA-363654USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833869 DIRECT HO,LT,RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage  MIRENA S  
Anaemia  
Hypotension  
Uterine perforation  

8833897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833897 DIRECT DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anovulatory cycle MIRENA IUD S ENDOCERVICAL Endocervical  
Infertility female  
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Detailed Report
8833904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833904 DIRECT OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S  
Abortion spontaneous  
Device dislocation  
Ectopic pregnancy  

8833927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833927 DIRECT RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain MIRENA IUD S  
Device dislocation  
Uterine perforation  

8833945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833945 DIRECT HO,DS,LT,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Abdominal adhesions  
Ovarian cyst  
Pelvic infection  

8833981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833981 DIRECT HO,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper MIRENA S 18 MTH

MIRENA C  
Device dislocation  
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Detailed Report
8833988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8833988 DIRECT OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Anxiety  
Device issue  
Economic problem  
Mental impairment  
Pain  
Urinary tract infection  

8834010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834010 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use MIRENA S  
Infertility  

8834033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834033 DIRECT HO,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA IUD S  
Adnexa uteri pain  
Fallopian tube disorder  
Infertility  
Pelvic inflammatory disease  
Polyp  
Salpingitis  
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Detailed Report
8834046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834046 DIRECT HO,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Cervix disorder  
Device malfunction  

8834230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834230 NON-EXPEDITED OT US-BAYER-2012-105071 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8834324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834324 DIRECT OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 1 5 years intra-uterine 5 YR
Haemorrhage  
Infection  
Infertility  
Muscle spasms  
Pain  
Pelvic inflammatory disease  
Scar  

8834331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834331 DIRECT HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower MIRENA S  BAYER
Device dislocation  
Uterine perforation  
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Detailed Report
8834339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834339 DIRECT RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  

8834344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834344 DIRECT HO,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Device dislocation  

8834356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834356 DIRECT HO,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian disorder  MIRENA S VAGINAL 5 YR
Surgery  

8834362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834362 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use MIRENA IUD S  
Hysterectomy  

8834365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834365 DIRECT RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Haemorrhage  
Ovarian cyst  
Pelvic pain  
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Detailed Report
8834382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834382 NON-EXPEDITED US-BAYER-2012-106182 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8834391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834391 DIRECT HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Device dislocation  
Menorrhagia  
Muscle spasms  
Procedural pain  

8834400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834400 DIRECT RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nephrolithiasis  MIRENA S still have in me  
Device dislocation  

8834461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834461 DIRECT OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Genital disorder female  
Infertility female  
Uterine perforation  
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Detailed Report
8834465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834465 DIRECT OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA S other 4 YR
Colon cancer  
Discomfort  
Haemorrhage  
Uterine perforation  

8834478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834478 DIRECT OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Post procedural infection  
Uterine perforation  

8834488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834488 DIRECT RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Uterine perforation  

8834560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834560 NON-EXPEDITED US-BAYER-2012-106215 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8834565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834565 NON-EXPEDITED US-BAYER-2012-106149 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8834576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834576 NON-EXPEDITED US-TEVA-363638USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8834591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834591 NON-EXPEDITED US-BAYER-2012-096749 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL 0.045 mg, CONT  BAYER
Product adhesion issue Climara Pro S TRANSDERMAL 0.045 mg, CONT  BAYER

8834605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834605 NON-EXPEDITED US-TEVA-363651USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8834613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834613 NON-EXPEDITED US-TEVA-363713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8834627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834627 EXPEDITED (15-DAY) HO,OT FR-BAYER-2012-093135 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Haemorrhagic ovarian cyst  
Menorrhagia  
Metrorrhagia  
Pain  
Unevaluable event  
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8834673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2012 8834673 NON-EXPEDITED US-BAYER-2012-106181 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE  BAYER

Mirena S  BAYER

8746461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8746461 NON-EXPEDITED OT US-BAYER-2012-087648 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8790231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8790231 NON-EXPEDITED OT US-BAYER-2012-093873 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8799648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8799648 NON-EXPEDITED US-BAYER-2012-097003 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8802140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8802140 NON-EXPEDITED US-BAYER-2012-097468 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

LISINOPRIL C UNK  
IBUPROFEN C 800 mg, PRN  BAYER
OMEPRAZOL C UNK  
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Detailed Report
8818709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8818709 NON-EXPEDITED US-BAYER-2012-101935 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8819261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8819261 EXPEDITED (15-DAY) HO DE-BAYER-2012-099067 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anal cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833795 NON-EXPEDITED US-BAYER-2012-104669 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833805 NON-EXPEDITED US-BAYER-2012-103704 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833827 EXPEDITED (15-DAY) OT CA-BAYER-2012-103620 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833829 NON-EXPEDITED US-BAYER-2012-104633 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8833835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833835 NON-EXPEDITED US-BAYER-2012-105275 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833839 NON-EXPEDITED US-BAYER-2012-105309 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8833847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8833847 NON-EXPEDITED US-BAYER-2012-105215 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8835112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835112 NON-EXPEDITED US-TEVA-363941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Exposure during breast feeding  

8835351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835351 NON-EXPEDITED OT US-BAYER-2012-104449 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Device dislocation  
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Detailed Report
8835353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835353 NON-EXPEDITED US-TEVA-363818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  

8835354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835354 NON-EXPEDITED US-TEVA-363786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8835360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835360 NON-EXPEDITED US-BAYER-2012-104566 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea Mirena S 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Menstruation irregular  
Pain  
Pregnancy with contraceptive device  
Vomiting  

8835408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835408 NON-EXPEDITED US-TEVA-363728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8835423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835423 NON-EXPEDITED US-TEVA-363789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8835564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835564 NON-EXPEDITED US-TEVA-363710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8835604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835604 NON-EXPEDITED OT US-BAYER-2012-104397 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S 20 mcg/24hr, CONT  BAYER
Abortion early  
Discomfort  
Hormone level abnormal  
Menstruation delayed  
Pregnancy  

8835679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835679 NON-EXPEDITED OT US-BAYER-2012-104092 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8835681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835681 NON-EXPEDITED OT US-BAYER-2012-104535 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8835684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835684 NON-EXPEDITED OT US-BAYER-2012-104481 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8835748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835748 NON-EXPEDITED US-BAYER-2012-104473 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oligomenorrhoea  

8835759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835759 NON-EXPEDITED OT US-BAYER-2012-104492 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion  

8835761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835761 NON-EXPEDITED OT US-BAYER-2012-105498 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8835765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835765 NON-EXPEDITED OT US-BAYER-2012-104606 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Abdominal pain  

8835767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835767 NON-EXPEDITED OT US-BAYER-2012-104528 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8835871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835871 NON-EXPEDITED OT US-BAYER-2012-104428 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8835932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835932 NON-EXPEDITED OT US-BAYER-2012-103783 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8835957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8835957 NON-EXPEDITED US-PFIZER
INC-2012247705

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Levonorgestrel, Ethinyl Estradiol S 90/20 mcg, daily  PFIZER
Drug administration error Levonorgestrel, Ethinyl Estradiol S  PFIZER
Drug ineffective for unapproved indication Levonorgestrel, Ethinyl Estradiol S  PFIZER

Levonorgestrel, Ethinyl Estradiol S  PFIZER
LEVOTHYROXINE C 75 ug, daily  
HYDROXYCHLOROQUINE C 200 mg, 2x/day  
CELEBREX C 200 mg, 2x/day  
METHOTREXATE C 2.5 mg, daily  
LEFLUNOMIDE C 20 mg, daily  
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Detailed Report
8836059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836059 NON-EXPEDITED US-BAYER-2012-105677 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite Climara Pro S TRANSDERMAL UNK  BAYER
Diarrhoea  
Product adhesion issue  

8836065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836065 NON-EXPEDITED US-BAYER-2012-105832 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8836082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836082 NON-EXPEDITED US-TEVA-363831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8836131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836131 NON-EXPEDITED US-BAYER-2012-104514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Menorrhagia  

8836134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836134 NON-EXPEDITED US-BAYER-2012-105764 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Dizziness  
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Detailed Report
8836161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836161 NON-EXPEDITED US-TEVA-363838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8836174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836174 NON-EXPEDITED US-BAYER-2012-103700 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S CUTANEOUS UNK  BAYER
Skin exfoliation  

8836196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836196 NON-EXPEDITED US-TEVA-363783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

NUVARING C  
NUVARING C  

8836358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836358 NON-EXPEDITED US-TEVA-363707USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
8836968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8836968 DIRECT HO,OT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Abortion spontaneous  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  
Uterine perforation  

8837061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8837061 DIRECT HO,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA S INTRAUTERINE 1 mirena iud every 10

yrs intra-uterine
 

Haemorrhage  
Post procedural discomfort  
Scar  
Uterine perforation  

8837074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8837074 DIRECT HO,LT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  BAYER
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Detailed Report
8837089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8837089 DIRECT HO,DS,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Abdominal pain  
Device dislocation  
Ectopic pregnancy with intrauterine device  
Haemorrhage  
Maternal exposure during pregnancy  
Ruptured ectopic pregnancy  

8837101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8837101 NON-EXPEDITED US-TEVA-363382USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B S  DURAMED

8839612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2012 8839612 DIRECT HO,LT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Superior sagittal sinus thrombosis QUASENSE S ORAL  
Subarachnoid haemorrhage  

8680913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8680913 EXPEDITED (15-DAY) OT US-BAYER-2012-073091 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8836860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8836860 NON-EXPEDITED US-TEVA-364167USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  

8836986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8836986 NON-EXPEDITED US-TEVA-364054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Levothyroxine C  

8837019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837019 NON-EXPEDITED US-TEVA-363977USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension ZYRTEC C  
Fatigue  
Headache  
Menstruation delayed  

8837063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837063 NON-EXPEDITED US-BAYER-2012-104299 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837065 NON-EXPEDITED US-BAYER-2012-105025 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8837222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837222 NON-EXPEDITED US-TEVA-364060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8837230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837230 NON-EXPEDITED US-TEVA-364016USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Headache  

8837280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837280 NON-EXPEDITED US-BAYER-2012-105076 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Muscle spasms  

8837284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837284 NON-EXPEDITED US-BAYER-2012-105269 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837286 NON-EXPEDITED US-BAYER-2012-105196 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8837318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837318 NON-EXPEDITED US-TEVA-364327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

FUROSEMIDE C  
FUROSEMIDE C  

8837367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837367 NON-EXPEDITED US-TEVA-364055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hunger PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8837458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837458 NON-EXPEDITED US-TEVA-364066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8837460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837460 NON-EXPEDITED US-TEVA-364323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8837470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837470 NON-EXPEDITED US-BAYER-2012-104423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  
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Detailed Report
8837492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837492 NON-EXPEDITED US-BAYER-2012-105244 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837499 NON-EXPEDITED US-TEVA-364138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8837500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837500 NON-EXPEDITED US-BAYER-2012-105708 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8837586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837586 NON-EXPEDITED US-BAYER-2012-106053 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837608 NON-EXPEDITED US-TEVA-364114USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea Ephedrine C ORAL 37.5 Milligram Daily;  
Headache  
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Detailed Report
8837679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837679 NON-EXPEDITED US-BAYER-2012-105306 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837680 NON-EXPEDITED US-BAYER-2012-105506 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837683 NON-EXPEDITED US-BAYER-2012-105686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837685 NON-EXPEDITED US-BAYER-2012-105734 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837687 NON-EXPEDITED US-BAYER-2012-105140 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837689 NON-EXPEDITED US-BAYER-2012-105817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8837691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837691 NON-EXPEDITED US-BAYER-2012-104416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837694 NON-EXPEDITED US-BAYER-2012-105235 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837702 NON-EXPEDITED US-BAYER-2012-105607 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pain  

8837715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837715 NON-EXPEDITED OT US-BAYER-2012-106919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8837722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837722 NON-EXPEDITED US-BAYER-2012-104957 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8837725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837725 NON-EXPEDITED US-BAYER-2012-105310 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal discomfort  

8837727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837727 NON-EXPEDITED US-BAYER-2012-106269 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8837729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8837729 NON-EXPEDITED US-BAYER-2012-105285 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8838012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8838012 NON-EXPEDITED US-TEVA-364374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8838133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8838133 NON-EXPEDITED US-TEVA-364381USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8839414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8839414 DIRECT Y HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism LOESTRIN S ORAL  

Page: 12,040 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8839437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2012 8839437 DIRECT RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  MERIDIAN

8644649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2012 8644649 EXPEDITED (15-DAY) HO,DS FR-TEVA-345203ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuropathy LEELOO S ORAL 1 Dosage forms Daily;  DURAMED

7542556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 7542556 NON-EXPEDITED US-
BAYER-201026657NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE  BAYER
Feeling abnormal  

8564119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8564119 NON-EXPEDITED OT US-BAYER-2012-047419 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Asthenia  
Genital haemorrhage  
Weight increased  

8623716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8623716 EXPEDITED (15-DAY) HO PL-BAYER-2012-053760 38 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haematosalpinx  
Vaginal haemorrhage  
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Detailed Report
8774744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8774744 EXPEDITED (15-DAY) HO,OT AT-BAYER-2012-091111 33 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE UNK  BAYER
Acute abdomen  
Intra-abdominal haemorrhage  

8780663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8780663 NON-EXPEDITED OT US-BAYER-2012-092858 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Syncope Mirena S  BAYER
Device difficult to use  

8784943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8784943 EXPEDITED (15-DAY) HO RU-BAYER-2012-093193 32 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carcinoma in situ Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical friability  
Uterine cervical erosion  

8800815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8800815 NON-EXPEDITED OT US-BAYER-2012-095902 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event Mirena S  BAYER

Page: 12,042 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8814757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8814757 EXPEDITED (15-DAY) HO,LT RO-BAYER-2012-098609 46 YR Female ROU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic shock Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
Rash maculo-papular  
Respiratory failure  
Shock  
Swelling  
Tongue oedema  
Urticaria  

8817221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8817221 NON-EXPEDITED US-TEVA-362014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Anxiety  
Fatigue  
Oropharyngeal pain  

8818179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8818179 NON-EXPEDITED OT US-BAYER-2012-101512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8818192 NON-EXPEDITED US-TEVA-362065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

METFORMIN C  
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Detailed Report
8820776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8820776 NON-EXPEDITED US-BAYER-2012-102587 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8822468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8822468 NON-EXPEDITED US-TEVA-362387USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8822687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8822687 NON-EXPEDITED US-TEVA-362463USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Migraine  

8824459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8824459 NON-EXPEDITED US-TEVA-362638USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8824777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8824777 NON-EXPEDITED OT US-BAYER-2012-103687 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8825224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8825224 NON-EXPEDITED US-TEVA-362806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
IRON C  

8825816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8825816 NON-EXPEDITED US-TEVA-362852USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8830281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8830281 NON-EXPEDITED US-TEVA-363069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular AMITRIPTYLINE C  

8830374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8830374 NON-EXPEDITED US-TEVA-363082USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8833710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8833710 NON-EXPEDITED US-TEVA-363649USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

DEXEDRINE C  
ALTAVERA C  
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Detailed Report
8839184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839184 NON-EXPEDITED OT US-BAYER-2012-104532 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8839203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839203 NON-EXPEDITED OT US-BAYER-2012-106930 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8839398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839398 NON-EXPEDITED US-BAYER-2012-105507 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE UNK  BAYER

8839419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839419 NON-EXPEDITED US-BAYER-2012-105702 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8839592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839592 NON-EXPEDITED US-BAYER-2012-105185 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Discomfort  
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Detailed Report
8839978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8839978 NON-EXPEDITED US-TEVA-364283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840088 NON-EXPEDITED OT US-BAYER-2012-105720 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8840139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840139 NON-EXPEDITED US-BAYER-2012-105809 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8840154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840154 NON-EXPEDITED US-TEVA-364312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840361 NON-EXPEDITED US-TEVA-364550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8840423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840423 NON-EXPEDITED US-TEVA-364582USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hormone level abnormal PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8840513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840513 NON-EXPEDITED US-TEVA-364553USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840519 NON-EXPEDITED US-TEVA-364559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840554 NON-EXPEDITED US-TEVA-364568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840679 NON-EXPEDITED US-BAYER-2012-105297 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8840702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840702 NON-EXPEDITED US-TEVA-364574USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Antibiotic C  
Oral Contraceptive C  

8840820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840820 NON-EXPEDITED OT US-BAYER-2012-105626 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8840864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840864 NON-EXPEDITED US-TEVA-364526USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8840985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840985 NON-EXPEDITED US-TEVA-364540USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8840986 NON-EXPEDITED US-TEVA-364556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation delayed  
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Detailed Report
8841184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841184 NON-EXPEDITED US-TEVA-364392USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8841213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841213 NON-EXPEDITED US-TEVA-364521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8841241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841241 NON-EXPEDITED US-TEVA-364607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8841308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841308 NON-EXPEDITED US-TEVA-364262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8841363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841363 EXPEDITED (15-DAY) OT US-BAYER-2012-105216 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Asthenia  
Headache  
Hypoaesthesia  
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Detailed Report
8841410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841410 NON-EXPEDITED OT US-BAYER-2012-105038 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Abdominal pain  
Ultrasound scan  

8841423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841423 NON-EXPEDITED OT US-BAYER-2012-105590 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Uterine leiomyoma  

8841625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841625 NON-EXPEDITED US-TEVA-364571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Vomiting  

8841628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8841628 NON-EXPEDITED US-TEVA-364588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8842007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842007 DIRECT OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection CIPROFLOXACIN S  
Loss of consciousness  
Medical device complication  

8842103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842103 DIRECT HO,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S 1 iud  BAYER

MIRENA IUD C  
Uterine pain  

8842123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842123 DIRECT HO,OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error MIRENA S  
Device difficult to use  

8842127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842127 DIRECT HO,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S 5 years 5 YEAR S
Uterine perforation  
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Detailed Report
8842260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842260 DIRECT DS,LT,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S  
Autoimmune disorder  
Device dislocation  
Infertility  
Soft tissue disorder  
Swelling  
Transient ischaemic attack  
VIIth nerve paralysis  

 

8842420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842420 DIRECT HO,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA S  
Device dislocation  
Muscle spasms  
Uterine rupture  

8842459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842459 DIRECT HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S 5 times year 3 YR
Pain  

8842461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842461 DIRECT HO,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S 5 YR
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Detailed Report
8842484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842484 DIRECT HO,DS,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S  
Device dislocation  
Haemorrhage  
Uterine perforation  

8842488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842488 DIRECT OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S VAGINAL  
Device dislocation  
Haemorrhage  

8842503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2012 8842503 DIRECT OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Abortion spontaneous  
Urinary tract infection  

7809600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 7809600 NON-EXPEDITED US-BAYER-2011-013215 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8686011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8686011 NON-EXPEDITED OT US-BAYER-2012-074672 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

IMPLANON C UNK  

8724532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8724532 NON-EXPEDITED US-BAYER-2012-080373 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Medical device discomfort  

8769474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8769474 NON-EXPEDITED OT US-BAYER-2012-091487 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8770007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8770007 NON-EXPEDITED OT US-BAYER-2012-091891 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8785506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8785506 NON-EXPEDITED OT US-BAYER-2012-093528 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER
Vaginal haemorrhage Mirena S  BAYER
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Detailed Report
8814602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8814602 NON-EXPEDITED OT US-BAYER-2012-099899 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower LEVAQUIN C 500 g, QD  
Patient-device incompatibility FLAGYL C 500 g, BID  
Abdominal pain upper  
Dizziness  
Dyspareunia  
Galactorrhoea  
Headache  
Menstrual disorder  
Nausea  
Vaginal discharge  
Vomiting  
Vulvovaginal pain  
Vulvovaginal swelling  

8825887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8825887 EXPEDITED (15-DAY) HO,OT SE-BAYER-2012-100829 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Uterine prolapse ANAESTHETICS, LOCAL C  
Pelvic adhesions  
Vaginal haemorrhage  

8841768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841768 NON-EXPEDITED US-TEVA-364684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8841770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841770 EXPEDITED (15-DAY) OT US-BAYER-2012-104993 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Balance disorder  
Diplegia  
Dizziness  
Partial seizures  

8841771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841771 NON-EXPEDITED OT US-BAYER-2012-105280 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  

8841772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841772 NON-EXPEDITED OT US-BAYER-2012-105174 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8841788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841788 NON-EXPEDITED US-TEVA-364728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8841859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841859 NON-EXPEDITED US-TEVA-364742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8841879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841879 NON-EXPEDITED US-BAYER-2012-105340 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Uterine stenosis  

8841900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841900 NON-EXPEDITED US-BAYER-2012-104506 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S CUTANEOUS UNK UNK, CONT  BAYER

8841907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841907 NON-EXPEDITED US-BAYER-2012-105448 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8841916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841916 NON-EXPEDITED US-BAYER-2012-107400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8841925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841925 NON-EXPEDITED US-BAYER-2012-107251 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,058 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8841928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841928 NON-EXPEDITED US-BAYER-2012-106763 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8841931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841931 NON-EXPEDITED US-BAYER-2012-107254 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8841938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841938 NON-EXPEDITED US-BAYER-2012-106771 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8841939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841939 NON-EXPEDITED US-BAYER-2012-104480 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8841940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841940 NON-EXPEDITED US-BAYER-2012-105349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal  
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Detailed Report
8841946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841946 NON-EXPEDITED US-BAYER-2012-106271 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  
Uterine tenderness  

8841989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841989 NON-EXPEDITED US-BAYER-2012-107157 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8841991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8841991 NON-EXPEDITED US-BAYER-2012-106207 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842075 NON-EXPEDITED OT US-BAYER-2012-106641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8842095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842095 NON-EXPEDITED US-TEVA-364725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
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Detailed Report
8842206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842206 NON-EXPEDITED US-TEVA-364685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8842218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842218 NON-EXPEDITED US-TEVA-364681USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Menstruation irregular  
Pelvic pain  

8842224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842224 NON-EXPEDITED US-BAYER-2012-106888 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842227 NON-EXPEDITED US-BAYER-2012-106345 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842230 NON-EXPEDITED US-BAYER-2012-107491 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Climara Pro S TRANSDERMAL 0.045mg/0.015mg/day  BAYER
Memory impairment Climara Pro S  BAYER
Product adhesion issue  
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Detailed Report
8842231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842231 NON-EXPEDITED US-BAYER-2012-107117 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842232 NON-EXPEDITED US-BAYER-2012-107069 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842261 NON-EXPEDITED US-TEVA-364829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8842479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842479 NON-EXPEDITED US-TEVA-364879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8842656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842656 NON-EXPEDITED OT US-BAYER-2012-106258 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8842764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842764 NON-EXPEDITED OT US-BAYER-2012-106678 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8842765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842765 NON-EXPEDITED OT US-BAYER-2012-106142 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8842796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842796 NON-EXPEDITED OT US-BAYER-2012-105820 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal pain  
Device expulsion  

8842810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842810 NON-EXPEDITED US-TEVA-364845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia Wellbutrin C ORAL  

8842813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842813 NON-EXPEDITED OT US-BAYER-2012-106656 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8842815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842815 NON-EXPEDITED US-TEVA-364872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8842836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8842836 NON-EXPEDITED US-TEVA-364876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8843434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8843434 NON-EXPEDITED OT US-BAYER-2012-106020 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

8843803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8843803 EXPEDITED (15-DAY) OT US-BAYER-2012-105256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8843807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8843807 NON-EXPEDITED US-BAYER-2012-105324 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8844041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8844041 NON-EXPEDITED OT US-BAYER-2012-105727 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8844052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8844052 EXPEDITED (15-DAY) OT CA-PFIZER
INC-2012253278

18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy ALESSE 28 S UNK  PFIZER

DEPAKENE C 400 mg, 2x/day  
VYVANSE C 50 mg, UNK  

8844090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8844090 NON-EXPEDITED OT US-BAYER-2012-106692 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8844167 NON-EXPEDITED US-TEVA-364847USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8844168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8844168 NON-EXPEDITED OT US-BAYER-2012-105999 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Chest pain  
Dyspareunia  
Medical device complication  
Muscle spasms  
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Detailed Report
8846867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2012 8846867 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S 4.5 YR
Abortion spontaneous  
Cervical incompetence  
Emotional disorder  
Maternal exposure before pregnancy  
Pregnancy  
Premature delivery  
Unevaluable event  
Uterine perforation  

8759340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8759340 EXPEDITED (15-DAY) OT US-BAYER-2012-086700 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal mycotic infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use SYNTHROID C 0.075, QD  
Amenorrhoea INSULIN C  
Migraine AMITRIPTYLIN C 10 mg, QD  
Vaginal haemorrhage MILNACIPRAN HYDROCHLORIDE C 50 mg, BID  
Menometrorrhagia  
Uterine cervix stenosis  

8770932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8770932 NON-EXPEDITED OT US-BAYER-2012-091641 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8835495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8835495 NON-EXPEDITED US-TEVA-364014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Gianvi C  
Lamictal C  
Pristiq C  
Seroquel C  
DEPLIN C  
Singulair C  

8844254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844254 NON-EXPEDITED US-TEVA-364987USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  

8844359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844359 EXPEDITED (15-DAY) OT CA-BAYER-2012-104207 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menometrorrhagia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Product shape issue  
Vaginal haemorrhage  
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Detailed Report
8844375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844375 NON-EXPEDITED OT US-BAYER-2012-106474 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  
Device dislocation  

8844582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844582 NON-EXPEDITED OT US-BAYER-2012-106651 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8844678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844678 NON-EXPEDITED US-BAYER-2012-108328 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844681 NON-EXPEDITED US-BAYER-2012-108403 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844698 NON-EXPEDITED US-BAYER-2012-107489 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8844700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844700 NON-EXPEDITED US-BAYER-2012-106850 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844703 NON-EXPEDITED US-BAYER-2012-107124 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844705 NON-EXPEDITED US-BAYER-2012-106878 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844706 NON-EXPEDITED US-BAYER-2012-108141 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8844707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844707 NON-EXPEDITED US-BAYER-2012-106859 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844709 NON-EXPEDITED US-BAYER-2012-107667 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8844711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844711 NON-EXPEDITED US-BAYER-2012-107269 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844713 NON-EXPEDITED US-BAYER-2012-108170 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844715 NON-EXPEDITED US-BAYER-2012-106917 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844716 NON-EXPEDITED US-BAYER-2012-107614 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844727 NON-EXPEDITED US-BAYER-2012-106324 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
Metrorrhagia  

8844730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844730 NON-EXPEDITED US-BAYER-2012-108394 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8844733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844733 NON-EXPEDITED US-BAYER-2012-107144 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844751 NON-EXPEDITED US-BAYER-2012-106579 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844759 NON-EXPEDITED US-BAYER-2012-107325 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844788 NON-EXPEDITED OT US-BAYER-2012-106286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  

8844790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844790 EXPEDITED (15-DAY) OT GB-BAYER-2012-104002 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage MICRONOR C UNK  
Uterine leiomyoma  
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Detailed Report
8844830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844830 NON-EXPEDITED US-TEVA-364916USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8844844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844844 NON-EXPEDITED US-TEVA-364910USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Adderall C ORAL 60 Milligram Daily;  

Klonopin C ORAL 3 Milligram Daily;  

8844845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844845 NON-EXPEDITED US-TEVA-364906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8844853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844853 NON-EXPEDITED US-TEVA-364963USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception AVONEX C  

CLONAZEPAM C  
ST. JOHN'S WORT C  

8844968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844968 NON-EXPEDITED US-TEVA-365142USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8844970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844970 NON-EXPEDITED US-TEVA-365214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Nausea  

8844995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8844995 NON-EXPEDITED US-TEVA-364949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8845114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845114 NON-EXPEDITED US-BAYER-2012-107484 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8845126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845126 NON-EXPEDITED US-BAYER-2012-107657 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8845210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845210 NON-EXPEDITED OT US-BAYER-2012-106697 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Uterine pain  
Uterine spasm  
Vaginal haemorrhage  

8845397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845397 NON-EXPEDITED US-TEVA-365129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8845799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845799 NON-EXPEDITED US-TEVA-365257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8845870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845870 NON-EXPEDITED OT US-BAYER-2012-106171 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8845871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8845871 NON-EXPEDITED OT US-BAYER-2012-106865 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
Device expulsion  
Pain  

8846050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846050 NON-EXPEDITED US-TEVA-365168USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Urine output increased  

8846191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846191 NON-EXPEDITED US-TEVA-365217USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8846229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846229 NON-EXPEDITED US-BAYER-2012-105733 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8846431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846431 NON-EXPEDITED US-TEVA-365267USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Anxiety  
Nausea  
Parosmia  
Vomiting  

8846443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846443 NON-EXPEDITED OT US-BAYER-2012-107114 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8846575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846575 NON-EXPEDITED US-BAYER-2012-108705 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER

8846578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846578 NON-EXPEDITED OT US-BAYER-2012-105828 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Ovarian cyst  
Vaginal haemorrhage  
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Detailed Report
8846593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846593 NON-EXPEDITED OT US-BAYER-2012-106012 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Abdominal pain  
Alopecia  
Device dislocation  
Headache  
Medical device complication  
Procedural pain  
Uterine pain  

8846602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846602 EXPEDITED (15-DAY) HO,OT GB-BAYER-2012-105675 22 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Eczema CHLORPHENAMINE C  
Conjunctivitis allergic EUMOVATE C  
Eyelid oedema FEXOFENADINE C  
Urticaria thermal FML C  
Anaphylactic reaction HYDROCORTISONE C  
Fatigue PREDNISOLONE C  
Pyrexia VENTOLIN C  
Chills  

8846620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8846620 NON-EXPEDITED US-TEVA-365274USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash erythematous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Rash pruritic  
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Detailed Report
8847029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8847029 DIRECT HO,LT,RI 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism MIRENA S  BAYER
Hypercoagulation  

8848833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8848833 DIRECT OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain MIRENA IUD S INTRAUTERINE IUD, plastic  
Abdominal pain  
Device dislocation  

8848843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8848843 DIRECT OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S 3 MTH
Uterine perforation  

8848888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8848888 DIRECT OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Feeling abnormal  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  
Uterine perforation  
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8848895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8848895 DIRECT HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain MIRENA IUD S 5 YR
Abdominal pain  
Complication of device removal  
Device dislocation  

8849060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8849060 DIRECT OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Complication of device removal  
Uterine perforation  

8849078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8849078 DIRECT HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section MIRENA S  BAYER
Medical device complication  
Uterine perforation  

8849304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8849304 NON-EXPEDITED US-TEVA-364953USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8849306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8849306 NON-EXPEDITED US-TEVA-364995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8849307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2012 8849307 NON-EXPEDITED US-TEVA-364991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premenstrual syndrome PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8399563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8399563 NON-EXPEDITED US-TEVA-321884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8722629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8722629 EXPEDITED (15-DAY) HO US-BAYER-2012-080593 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Knee arthroplasty Mirena S INTRAUTERINE 20 ?g, UNK  BAYER
Weight decreased ADIPEX C  

8767160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8767160 NON-EXPEDITED OT US-BAYER-2012-089542 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginitis bacterial  

8784819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8784819 NON-EXPEDITED OT US-BAYER-2012-093500 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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8785618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8785618 NON-EXPEDITED OT US-BAYER-2012-093414 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervicitis  
Device expulsion  

8828014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8828014 NON-EXPEDITED OT US-BAYER-2012-102186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8835880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8835880 NON-EXPEDITED OT US-BAYER-2012-104351 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8846913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846913 NON-EXPEDITED US-BAYER-2012-109130 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8846914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846914 NON-EXPEDITED US-BAYER-2012-106760 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8846926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846926 NON-EXPEDITED US-TEVA-365316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8846929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846929 NON-EXPEDITED US-BAYER-2012-106327 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8846930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846930 NON-EXPEDITED US-BAYER-2012-107412 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8846957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846957 NON-EXPEDITED US-TEVA-365150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8846978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846978 NON-EXPEDITED OT US-BAYER-2012-106490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8846979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846979 EXPEDITED (15-DAY) HO,LT PL-BAYER-2012-106013 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8846980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846980 NON-EXPEDITED OT US-BAYER-2012-106844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Feeling abnormal  
Pregnancy with contraceptive device  
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Detailed Report
8846993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846993 EXPEDITED (15-DAY) HO,OT US-009507513-2009-198
567-NL

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction NUVARING S  MERCK
Pneumonia MIRENA S  
Fluid overload CEPHALEXIN C 500 mg, UNK  
Cardiac failure congestive AMITRIPTYLINE

HYDROCHLORIDE
C 10 mg, UNK  

Bronchitis  
Chest pain  
Cough  
Depressed mood  
Dysmenorrhoea  
Dyspareunia  
Gastroenteritis  
Menorrhagia  
Menstruation delayed  
Metrorrhagia  
Migraine  
Musculoskeletal pain  
Nausea  
Nodule  
Pain in extremity  
Pelvic pain  
Pulmonary embolism  
Pyrexia  
Unintended pregnancy  
Urinary tract infection  
Vaginal cyst  
Vaginitis bacterial  
Viral upper respiratory tract infection  
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Detailed Report
8846996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8846996 NON-EXPEDITED OT US-BAYER-2012-106454 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8847025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847025 NON-EXPEDITED US-TEVA-365385USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8847041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847041 NON-EXPEDITED US-BAYER-2012-108225 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847043 NON-EXPEDITED US-BAYER-2012-106839 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847044 NON-EXPEDITED US-BAYER-2012-108342 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847063 NON-EXPEDITED US-BAYER-2012-106837 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8847065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847065 NON-EXPEDITED US-BAYER-2012-107758 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847113 NON-EXPEDITED US-BAYER-2012-108908 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847133 NON-EXPEDITED OT US-BAYER-2012-106320 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8847134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847134 NON-EXPEDITED OT US-BAYER-2012-106571 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847290 EXPEDITED (15-DAY) OT DE-BAYER-2012-106553 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion late  
Chorioamnionitis  
Premature rupture of membranes  
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Detailed Report
8847330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847330 NON-EXPEDITED US-BAYER-2012-109265 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847425 NON-EXPEDITED OT US-BAYER-2012-107270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Mood swings  
Pelvic infection  

8847473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847473 NON-EXPEDITED US-BAYER-2012-106635 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8847893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847893 NON-EXPEDITED US-BAYER-2012-109266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8847894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847894 NON-EXPEDITED US-BAYER-2012-108745 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8847899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8847899 NON-EXPEDITED US-BAYER-2012-106801 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine disorder Mirena S UNK  BAYER

8848051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848051 NON-EXPEDITED US-TEVA-365427USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
ERRIN C  

8848085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848085 NON-EXPEDITED US-BAYER-2012-108589 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL UNK  BAYER
Insomnia  
Product adhesion issue  

8848165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848165 NON-EXPEDITED US-TEVA-365308USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8848226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848226 NON-EXPEDITED US-TEVA-365143USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heat rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8848236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848236 NON-EXPEDITED OT US-BAYER-2012-107323 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8848241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848241 NON-EXPEDITED US-TEVA-365139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8848355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848355 NON-EXPEDITED US-TEVA-365293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Maternal exposure during pregnancy  
Nausea  
Pregnancy  

8848364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848364 NON-EXPEDITED US-TEVA-365277USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Lisinopril C  
Dizziness Advair C  
Fatigue Prednisone C  
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Detailed Report
8848658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848658 NON-EXPEDITED US-BAYER-2012-108544 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8848802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848802 NON-EXPEDITED CA-TEVA-364825USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL 1.5 Milligram Daily;  DURAMED

8848805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848805 NON-EXPEDITED US-BAYER-2012-106666 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8848806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848806 NON-EXPEDITED US-BAYER-2012-108860 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848807 NON-EXPEDITED US-BAYER-2012-106730 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848809 NON-EXPEDITED US-BAYER-2012-108884 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848810 NON-EXPEDITED US-BAYER-2012-106781 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8848811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848811 NON-EXPEDITED US-BAYER-2012-108933 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848812 NON-EXPEDITED US-BAYER-2012-106569 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848825 NON-EXPEDITED US-BAYER-2012-107750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848853 NON-EXPEDITED US-BAYER-2012-107247 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848855 NON-EXPEDITED US-BAYER-2012-104458 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Crying  
Emotional disorder  
Screaming  

8848856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848856 NON-EXPEDITED US-BAYER-2012-106658 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848857 NON-EXPEDITED US-BAYER-2012-107243 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8848866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848866 NON-EXPEDITED US-BAYER-2012-106648 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848867 NON-EXPEDITED US-BAYER-2012-107490 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848868 NON-EXPEDITED US-BAYER-2012-107654 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848870 NON-EXPEDITED US-BAYER-2012-108347 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848871 NON-EXPEDITED US-BAYER-2012-106129 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848872 NON-EXPEDITED US-BAYER-2012-108716 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848874 NON-EXPEDITED US-BAYER-2012-107625 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848876 NON-EXPEDITED US-BAYER-2012-106554 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848880 NON-EXPEDITED US-TEVA-365249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8848915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8848915 NON-EXPEDITED US-BAYER-2012-108648 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849538 DIRECT HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S  
Medical device complication  

8849589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849589 DIRECT OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Uterine perforation  
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Detailed Report
8849597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849597 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S  
Chills  
Complication of device removal  
Fatigue  
Nausea  
Night sweats  
Uterine cancer  

8849619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849619 DIRECT HO 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S VAGINAL IUD 5 YR
Procedural pain  

8849648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849648 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA S URETHRAL 5 years urethral 5 YR
Pelvic pain  
Vaginal haemorrhage  
Vaginal odour  

8849655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849655 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain MIRENA IUD S  
Device dislocation  
Uterine perforation  
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Detailed Report
8849657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8849657 DIRECT LT,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain MIRENA S 3 YR
Device dislocation  
Uterine perforation  

8851727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8851727 DIRECT HO,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S levonorgestral-releasing  
Scar  

8851735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2012 8851735 DIRECT HO,DS,OT,RI 213 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain MIRENA S ENDOCERVICAL 1 5 YR

ENDOCERVICAL
5 YR

Device dislocation  
Pelvic inflammatory disease  
Product quality issue  
Staphylococcal infection  

8645299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8645299 NON-EXPEDITED OT US-BAYER-2012-064227 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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Detailed Report
8670421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8670421 NON-EXPEDITED HO US-BAYER-2012-070529 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  
Procedural pain  

8723388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8723388 NON-EXPEDITED OT US-BAYER-2012-079162 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne Mirena S  BAYER
Abdominal pain lower  
Device difficult to use  
Mood altered  
Procedural pain  

8743042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8743042 NON-EXPEDITED OT US-BAYER-2012-086741 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain Mirena S  BAYER

Mirena S  BAYER
CYTOTEC C UNK  
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Detailed Report
8778949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8778949 NON-EXPEDITED US-BAYER-2012-094565 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain upper  
Back pain  
Feeling abnormal  
Headache  
Weight increased  

8793430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8793430 NON-EXPEDITED OT US-BAYER-2012-093895 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Menorrhagia  

8815621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8815621 NON-EXPEDITED OT US-BAYER-2012-101593 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Actinomyces test positive  
Pelvic pain  
Vaginal discharge  
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Detailed Report
8815623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8815623 NON-EXPEDITED OT US-BAYER-2012-101579 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Actinomyces test positive PROZAC C ORAL 40 mg, QD  
Vaginal discharge PROZAC C  
Pelvic pain XANAX C ORAL UNK UNK, QD  

8815637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8815637 NON-EXPEDITED OT US-BAYER-2012-101563 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Actinomyces test positive  
Pelvic pain  
Vaginal discharge  

8832191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8832191 NON-EXPEDITED US-TEVA-363466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Food intolerance  
Nausea  

8833205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8833205 NON-EXPEDITED US-TEVA-363509USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,099 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8833747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8833747 NON-EXPEDITED US-BAYER-2012-103561 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Climara Pro S TRANSDERMAL  BAYER
Product adhesion issue  

8833832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8833832 NON-EXPEDITED OT US-BAYER-2012-105251 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8848944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848944 NON-EXPEDITED US-BAYER-2012-109532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848945 NON-EXPEDITED US-BAYER-2012-109386 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8848947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848947 NON-EXPEDITED US-BAYER-2012-109196 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848948 NON-EXPEDITED US-BAYER-2012-109541 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848949 NON-EXPEDITED US-BAYER-2012-109533 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848951 NON-EXPEDITED US-BAYER-2012-109446 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8848952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848952 NON-EXPEDITED US-BAYER-2012-109328 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848953 NON-EXPEDITED US-BAYER-2012-109402 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848955 NON-EXPEDITED US-BAYER-2012-109518 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

Page: 12,101 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8848956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848956 NON-EXPEDITED US-BAYER-2012-109405 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848957 NON-EXPEDITED OT US-BAYER-2012-107232 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848959 NON-EXPEDITED US-BAYER-2012-106873 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus  

8848975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848975 NON-EXPEDITED US-BAYER-2012-109258 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848976 NON-EXPEDITED US-BAYER-2012-109108 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848978 NON-EXPEDITED US-BAYER-2012-108255 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848981 NON-EXPEDITED US-BAYER-2012-109111 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848982 NON-EXPEDITED US-BAYER-2012-109335 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848985 NON-EXPEDITED US-BAYER-2012-109504 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848986 NON-EXPEDITED US-BAYER-2012-109279 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848987 NON-EXPEDITED US-BAYER-2012-103518 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8848991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848991 NON-EXPEDITED US-BAYER-2012-108858 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8848992 NON-EXPEDITED US-BAYER-2012-107633 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8849483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849483 NON-EXPEDITED US-BAYER-2012-109250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8849484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849484 NON-EXPEDITED US-BAYER-2012-109461 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849507 NON-EXPEDITED HO US-BAYER-2012-107294 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849569 NON-EXPEDITED US-BAYER-2012-109478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849587 NON-EXPEDITED US-TEVA-365410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8849712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849712 EXPEDITED (15-DAY) OT CA-BAYER-2012-106419 49 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion MIRENA S INTRAUTERINE Daily dose 20 ?g  BAYER
Device deployment issue  

8849713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849713 NON-EXPEDITED US-BAYER-2012-109736 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849735 NON-EXPEDITED US-BAYER-2012-106830 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849789 EXPEDITED (15-DAY) HO,DS US-BAYER-2012-106997 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Muscular weakness  
Peroneal nerve palsy  

8849814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849814 NON-EXPEDITED US-BAYER-2012-109761 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8849867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849867 NON-EXPEDITED US-BAYER-2012-106749 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8849921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849921 NON-EXPEDITED OT US-BAYER-2012-107842 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849975 NON-EXPEDITED US-TEVA-365434USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8849976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8849976 NON-EXPEDITED US-TEVA-365515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8850119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850119 NON-EXPEDITED US-TEVA-365519USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8850125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850125 EXPEDITED (15-DAY) OT NO-BAYER-2012-106685 33 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervix haemorrhage uterine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8850185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850185 NON-EXPEDITED US-BAYER-2012-107450 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850186 NON-EXPEDITED US-BAYER-2012-109785 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850406 NON-EXPEDITED US-TEVA-365743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
Pregnancy after post coital contraception  
Vaginal haemorrhage  

8850676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850676 NON-EXPEDITED OT US-BAYER-2012-107260 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8850677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850677 EXPEDITED (15-DAY) OT US-BAYER-2012-107609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometrial cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8850697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850697 NON-EXPEDITED US-TEVA-365478USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8850729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850729 NON-EXPEDITED US-BAYER-2012-109373 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850730 NON-EXPEDITED US-BAYER-2012-109856 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850788 NON-EXPEDITED US-TEVA-365477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8850815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850815 EXPEDITED (15-DAY) DS DE-BAYER-2012-106565 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune thyroiditis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depressed mood  
Hyperhidrosis  
Libido decreased  

8850835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850835 NON-EXPEDITED OT US-BAYER-2012-107979 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
Pain  

8850875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850875 NON-EXPEDITED US-BAYER-2012-107964 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product shape issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8850876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850876 NON-EXPEDITED US-BAYER-2012-107385 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850878 NON-EXPEDITED US-BAYER-2012-109659 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8850880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850880 NON-EXPEDITED US-BAYER-2012-109141 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8850966 NON-EXPEDITED OT US-BAYER-2012-106352 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8851145 NON-EXPEDITED US-BAYER-2012-105180 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8851246 EXPEDITED (15-DAY) HO SE-BAYER-2012-106036 37 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haemoglobin decreased  

8851274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8851274 EXPEDITED (15-DAY) DE,OT PHHY2012DK092183 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction NOVYNETTE S ORAL 1 DF, QD  
Cardiac tamponade NOVYNETTE S ORAL 1 DF, QD  
Myocardial rupture MALONETTA S ORAL 1 DF, QD  NOVARTIS
Chest pain IMIGRAN C  
Migraine  
Nausea  
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Detailed Report
8854060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854060 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia MIRENA S INTRAUTERINE mirena ius once

intrauterine
 

Device dislocation  
Uterine perforation  

8854065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854065 DIRECT OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease MIRENA S  
Fatigue MIRENA C  
Device related infection  
Dyspareunia  
Tachycardia  
Vomiting  

8854066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854066 DIRECT HO,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Abdominal pain  
Activities of daily living impaired  
Asthenia  
Inadequate analgesia  
Menometrorrhagia  
Partner stress  

Page: 12,111 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8854078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854078 DIRECT OT,RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA S  
Back pain  
Depressed mood  
Libido decreased  
Menstrual disorder  
Pelvic pain  

8854079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854079 DIRECT HO,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  BAYER
Abdominal pain  
Feeling abnormal  

8854088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854088 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism SEASONIQUE S  

8854145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854145 DIRECT RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Hormone level abnormal  
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Detailed Report
8854148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854148 DIRECT Y RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Haemorrhage  

8854152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854152 DIRECT HO,DS,LT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy MIRENA S  BAYER
Device dislocation  
Fallopian tube perforation  
Maternal exposure during pregnancy  
Ruptured ectopic pregnancy  

8854157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854157 DIRECT Y HO,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S INTRAUTERINE 28mg per day 1 iud for

5yrs intra-uterine
5 YR

8854301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854301 DIRECT HO,LT,RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA S INTRAUTERINE 3.5 YR BAYER
Breast cancer  

8854306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8854306 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mastitis MIRENA S  
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Detailed Report
8855730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2012 8855730 DIRECT OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA S  BAYER
Irritability  
Mood swings  
Premenstrual syndrome  

8167373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8167373 NON-EXPEDITED OT US-BAYER-2011-090374 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Pregnancy with contraceptive device  

8600246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8600246 NON-EXPEDITED OT US-BAYER-2012-054846 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device breakage  
Device difficult to use  
Procedural pain  

8731812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8731812 EXPEDITED (15-DAY) CA FR-BAYER-2012-083780 14 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Talipes Mirena S TRANSPLACENTAL 20 ?g, CONT  BAYER
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Detailed Report
8781464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8781464 NON-EXPEDITED OT US-BAYER-2012-093304 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g, UNK  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Pain PRENATAL VITAMINS C UNK  
Device expulsion PRENATAL VITAMINS C  
Dyspareunia  
Medical device discomfort  

8799634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8799634 NON-EXPEDITED US-BAYER-2012-096222 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Medical device discomfort  

8814294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8814294 NON-EXPEDITED US-BAYER-2012-101058 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8814298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8814298 NON-EXPEDITED US-BAYER-2012-099992 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8828880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8828880 NON-EXPEDITED US-BAYER-2012-105313 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased Mirena S 20 mcg/24hr, CONT  BAYER

8834638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8834638 NON-EXPEDITED US-TEVA-363664USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8837310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8837310 NON-EXPEDITED US-TEVA-364065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fungal infection TOPAMAX C  

PROPRANOLOL C  
ALLERGY MEDICATION C  

8838111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8838111 NON-EXPEDITED US-TEVA-364359USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8840303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8840303 NON-EXPEDITED US-TEVA-364295USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8851630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851630 NON-EXPEDITED US-BAYER-2012-110049 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851631 NON-EXPEDITED US-BAYER-2012-110189 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851632 NON-EXPEDITED US-BAYER-2012-110053 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851635 NON-EXPEDITED US-TEVA-365634USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  

8851637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851637 NON-EXPEDITED US-BAYER-2012-110192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851644 NON-EXPEDITED US-BAYER-2012-110046 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8851645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851645 NON-EXPEDITED US-BAYER-2012-110181 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851646 NON-EXPEDITED US-BAYER-2012-110190 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8851647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851647 NON-EXPEDITED US-BAYER-2012-110068 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851648 NON-EXPEDITED US-BAYER-2012-110034 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851651 NON-EXPEDITED US-BAYER-2012-110193 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851682 NON-EXPEDITED US-BAYER-2012-106576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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Detailed Report
8851715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851715 EXPEDITED (15-DAY) OT CA-BAYER-2012-106287 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8851816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851816 NON-EXPEDITED US-TEVA-365667USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LOESTRIN 24 C  

8851831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851831 NON-EXPEDITED OT US-BAYER-2012-107937 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8851834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851834 NON-EXPEDITED OT US-BAYER-2012-107840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851849 NON-EXPEDITED US-BAYER-2012-110007 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8851864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851864 NON-EXPEDITED US-BAYER-2012-109894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851884 NON-EXPEDITED US-BAYER-2012-110160 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851907 NON-EXPEDITED US-BAYER-2012-110320 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8851912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851912 NON-EXPEDITED US-BAYER-2012-110187 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8851922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851922 EXPEDITED (15-DAY) HO US-BAYER-2012-107298 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Pelvic pain  
Viral infection  
White blood cell count increased  
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Detailed Report
8851923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851923 EXPEDITED (15-DAY) OT GB-BAYER-2012-108114 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness Mirena S 20 UNK, UNK  BAYER
Migraine  
Photophobia  

8851925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851925 NON-EXPEDITED OT US-BAYER-2012-107707 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion Mirena S  BAYER

8851928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851928 NON-EXPEDITED OT US-BAYER-2012-107418 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8851929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851929 NON-EXPEDITED US-BAYER-2012-109317 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
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Detailed Report
8851970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851970 NON-EXPEDITED OT US-BAYER-2012-107790 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal distension  
Breast pain  
Haemorrhage in pregnancy  
Menstruation delayed  
Nausea  
Vaginal haemorrhage  
Weight decreased  

8851984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8851984 NON-EXPEDITED US-BAYER-2012-104086 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8852038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852038 EXPEDITED (15-DAY) OT CN-BAYER-2012-107209 Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Schizophrenia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8852040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852040 EXPEDITED (15-DAY) OT CH-BAYER-2012-107312 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carcinoma in situ Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8852071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852071 EXPEDITED (15-DAY) OT NO-BAYER-2012-106638 46 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

8852104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852104 NON-EXPEDITED US-TEVA-365728USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovulation pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8852110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852110 NON-EXPEDITED US-TEVA-365922USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Breast tenderness  
Menstruation irregular  

8852172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852172 NON-EXPEDITED US-BAYER-2012-106558 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8852175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852175 EXPEDITED (15-DAY) OT US-BAYER-2012-108153 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Surgery  
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Detailed Report
8852201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852201 NON-EXPEDITED US-BAYER-2012-110232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8852204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852204 NON-EXPEDITED US-BAYER-2012-110191 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea Mirena S  BAYER

8852230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852230 NON-EXPEDITED OT US-BAYER-2012-108192 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Feeling abnormal  
Medical device complication  

8852353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852353 NON-EXPEDITED US-TEVA-365999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8852404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852404 NON-EXPEDITED US-TEVA-366005USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8852443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852443 NON-EXPEDITED US-TEVA-366026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8852476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852476 NON-EXPEDITED US-BAYER-2012-110444 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8852504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852504 NON-EXPEDITED US-TEVA-365912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8852773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852773 NON-EXPEDITED US-TEVA-365979USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8852784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852784 NON-EXPEDITED US-TEVA-365940USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8852815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8852815 NON-EXPEDITED US-TEVA-366050USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed Iron C  

8853139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853139 NON-EXPEDITED US-TEVA-365972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZOLOFT C ORAL 100 Milligram Daily;  
RISPERDAL C ORAL 25 Milligram Daily;  

8853166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853166 NON-EXPEDITED US-TEVA-365945USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Menstruation delayed  

8853174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853174 NON-EXPEDITED US-TEVA-365935USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8853181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853181 NON-EXPEDITED CA-TEVA-365679USA 22 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL 2 tablets (0.75mg x 2)  DURAMED
Abdominal pain PLAN B S ORAL 2 tablets (0.75mg x 2)  DURAMED
Vaginal discharge Advair C  
Menstruation delayed  

8853182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853182 NON-EXPEDITED US-TEVA-365726USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8853207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853207 NON-EXPEDITED US-BAYER-2012-110178 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853209 NON-EXPEDITED US-BAYER-2012-109426 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853286 NON-EXPEDITED US-TEVA-365969USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8853387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853387 NON-EXPEDITED US-BAYER-2012-109115 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853475 NON-EXPEDITED US-TEVA-366004USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8853933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853933 NON-EXPEDITED US-BAYER-2012-109304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8853936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853936 NON-EXPEDITED US-BAYER-2012-110074 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Dyspareunia  
Pelvic pain  
Procedural pain  

8853951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853951 NON-EXPEDITED US-BAYER-2012-109909 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8853952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853952 NON-EXPEDITED US-BAYER-2012-108988 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  

8853953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853953 NON-EXPEDITED US-BAYER-2012-110019 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853955 NON-EXPEDITED US-BAYER-2012-109370 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853959 NON-EXPEDITED US-BAYER-2012-108297 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853964 NON-EXPEDITED US-BAYER-2012-109706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853967 NON-EXPEDITED US-BAYER-2012-109442 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8853969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853969 NON-EXPEDITED US-BAYER-2012-109545 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8853973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853973 NON-EXPEDITED US-BAYER-2012-108296 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Dyspnoea  

8853974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853974 NON-EXPEDITED US-BAYER-2012-107677 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853978 NON-EXPEDITED US-BAYER-2012-107406 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8853980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853980 NON-EXPEDITED US-BAYER-2012-107285 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Feeling hot  
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Detailed Report
8853981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853981 NON-EXPEDITED US-BAYER-2012-107439 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853983 NON-EXPEDITED US-BAYER-2012-106623 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event  

8853984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853984 NON-EXPEDITED US-BAYER-2012-106815 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
Device difficult to use  

8853987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853987 NON-EXPEDITED US-BAYER-2012-107153 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Headache  
Libido decreased  

8853988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8853988 NON-EXPEDITED US-BAYER-2012-106743 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device intolerance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8854146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854146 NON-EXPEDITED US-TEVA-365583USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Back pain  
Decreased appetite  
Dizziness  
Fatigue  
Headache  
Hypoaesthesia  
Menstruation delayed  
Nausea  

8854150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854150 NON-EXPEDITED OT US-BAYER-2012-107836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine haemorrhage  

8854151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854151 NON-EXPEDITED OT US-BAYER-2012-107848 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854154 NON-EXPEDITED US-BAYER-2012-105741 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal pain  
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Detailed Report
8854204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854204 NON-EXPEDITED US-BAYER-2012-108282 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug intolerance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  

8854243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8854243 NON-EXPEDITED US-BAYER-2012-108358 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Diarrhoea  

8857066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8857066 DIRECT DS 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance MIRENA S 5 YR
Infertility female  
Loss of libido  
Medical device complication  
Uterine disorder  
Uterine perforation  

8857070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8857070 DIRECT HO,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S 4 YR
Uterine perforation  
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Detailed Report
8857084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8857084 DIRECT OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Uterine perforation  

8857112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8857112 DIRECT HO,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise MIRENA S  
Loss of consciousness  
Muscle spasms  
Pelvic inflammatory disease  
Tremor  
Vomiting  

8857117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8857117 DIRECT HO,LT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  
Device dislocation  
Uterine perforation  
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Detailed Report
8858809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2012 8858809 DIRECT OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident MIRENA IUD S  
Abdominal distension  
Abdominal pain  
Arthralgia  
Depression suicidal  
Device dislocation  
Dyspareunia  
Emotional disorder  
Foetal death  
Headache  
Impaired work ability  
Infertility  
Maternal exposure before pregnancy  
Nausea  
Ovarian cyst  
Pain  
Pregnancy  
Procedural pain  
Uterine pain  
Vulvovaginal pain  
Weight increased  

8666238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8666238 NON-EXPEDITED US-BAYER-2012-068718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8799244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8799244 NON-EXPEDITED US-BAYER-2012-095087 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8801278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8801278 NON-EXPEDITED US-BAYER-2012-098044 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Arthralgia  
Dizziness  
Headache  
Hyperhidrosis  
Muscle spasms  
Oedema peripheral  
Pain  
Paraesthesia  

8853760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8853760 EXPEDITED (15-DAY) OT CA-BAYER-2012-107950 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast mass MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8853784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8853784 NON-EXPEDITED OT US-BAYER-2012-108672 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural dizziness  

Page: 12,136 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8854318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854318 NON-EXPEDITED OT US-BAYER-2012-109413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854319 NON-EXPEDITED OT US-BAYER-2012-108800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854320 NON-EXPEDITED OT US-BAYER-2012-108646 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Genital discharge  

8854324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854324 NON-EXPEDITED OT US-BAYER-2012-108446 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pain  
Product quality issue  

Page: 12,137 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8854326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854326 EXPEDITED (15-DAY) OT US-BAYER-2012-108824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyst rupture Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Coital bleeding  
Dyspareunia  

8854334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854334 NON-EXPEDITED CA-TEVA-364396USA 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B S ORAL 2 pills (2 x 0.75mg)  DURAMED
Breast tenderness  
Nipple disorder  

8854475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854475 NON-EXPEDITED US-TEVA-366159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8854483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854483 NON-EXPEDITED OT US-BAYER-2012-108186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8854484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854484 EXPEDITED (15-DAY) OT US-BAYER-2012-108269 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Device difficult to use  
Foaming at mouth  
Muscle rigidity  

8854525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854525 NON-EXPEDITED US-TEVA-366134USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8854591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854591 NON-EXPEDITED US-TEVA-365995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8854666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854666 NON-EXPEDITED US-BAYER-2012-110606 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Musculoskeletal discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  

8854682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854682 NON-EXPEDITED US-TEVA-366059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8854693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854693 NON-EXPEDITED US-BAYER-2012-110031 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK UNK, CONT  BAYER

8854694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854694 NON-EXPEDITED US-BAYER-2012-110723 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854695 NON-EXPEDITED US-BAYER-2012-110626 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854696 NON-EXPEDITED US-BAYER-2012-110455 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854698 NON-EXPEDITED US-BAYER-2012-110693 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

creams C  
PREDNISONE C  

8854699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854699 NON-EXPEDITED US-BAYER-2012-110235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8854700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854700 NON-EXPEDITED US-BAYER-2012-110816 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854701 NON-EXPEDITED US-BAYER-2012-110335 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854702 NON-EXPEDITED US-BAYER-2012-110788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854703 NON-EXPEDITED US-BAYER-2012-107272 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8854704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854704 NON-EXPEDITED US-BAYER-2012-107240 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

other medications C  
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8854705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854705 NON-EXPEDITED US-BAYER-2012-110485 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8854706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854706 NON-EXPEDITED US-BAYER-2012-108993 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Infertility female  

8854707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854707 NON-EXPEDITED US-BAYER-2012-110786 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854708 NON-EXPEDITED US-BAYER-2012-110612 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8854711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854711 NON-EXPEDITED US-BAYER-2012-110222 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation irregular  
Metrorrhagia  
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Detailed Report
8854712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854712 NON-EXPEDITED US-BAYER-2012-110488 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854728 NON-EXPEDITED US-BAYER-2012-094577 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

UNKNOWN DRUG C  

8854757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854757 NON-EXPEDITED US-TEVA-366001USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8854886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854886 NON-EXPEDITED US-BAYER-2012-108793 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8854887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854887 NON-EXPEDITED US-BAYER-2012-106590 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8854888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854888 NON-EXPEDITED US-BAYER-2012-109439 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

8854889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854889 NON-EXPEDITED US-BAYER-2012-101471 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

8854895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854895 NON-EXPEDITED OT US-BAYER-2012-108644 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood pressure decreased  
Dizziness  
Heart rate decreased  
Nausea  
Pallor  
Pelvic pain  

8854898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854898 NON-EXPEDITED US-BAYER-2012-109356 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK UNK, CONT  BAYER

8854964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854964 NON-EXPEDITED US-TEVA-366022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MULTIVITAMIN C  
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Detailed Report
8854978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854978 NON-EXPEDITED CA-TEVA-364978USA 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B S ORAL 1.5 Milligram Daily;  DURAMED

AVIANE C  

8854985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8854985 NON-EXPEDITED CA-TEVA-364830USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL .75 Milligram Daily;  DURAMED

8855069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8855069 NON-EXPEDITED US-BAYER-2012-110163 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8855076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8855076 NON-EXPEDITED US-TEVA-366055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8855102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8855102 NON-EXPEDITED US-TEVA-366067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8858736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858736 DIRECT HO,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S 5 or 6 days 

06/01/2008   06/06/2008
5 DAY

Device dislocation  
Medical device complication  

8858744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858744 DIRECT Y HO,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervical pain MIRENA S 2 MTH
Pregnancy on oral contraceptive  
Uterine disorder  
Uterine perforation  

8858802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858802 DIRECT HO 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower MIRENA S ONE TIME INSERTION

5YRS.
6 DAY

Uterine perforation  
Vulvovaginal pain  

8858804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858804 DIRECT RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise MIRENA S  
Device dislocation  
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Detailed Report
8858805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858805 DIRECT HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Uterine perforation  

8858820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8858820 DIRECT HO,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S IUD  BAYER
Device dislocation  

8874255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8874255 NON-EXPEDITED US-TEVA-366151USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8874828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8874828 NON-EXPEDITED US-BAYER-2012-110743 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8875142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8875142 NON-EXPEDITED US-TEVA-366266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8875146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8875146 NON-EXPEDITED OT US-BAYER-2012-109351 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8875152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8875152 NON-EXPEDITED OT US-BAYER-2012-108341 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8875159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8875159 EXPEDITED (15-DAY) OT US-BAYER-2012-110141 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Vulvovaginal pain  

8875359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2012 8875359 NON-EXPEDITED US-TEVA-366204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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8355281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8355281 EXPEDITED (15-DAY) OT US-BAYER-2012-007971 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional disorder Mirena S  BAYER
Depressed mood HCG pill C ORAL UNK  
Anxiety HCG pill C 0.1 mg, UNK  
Major depression HCG pill C 0.1 mg, UNK  
Tearfulness VIVELLE-DOT C TRANSDERMAL 0.1 mg, UNK  
Depressed mood  

8693064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8693064 NON-EXPEDITED OT US-BAYER-2012-075849 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Genital haemorrhage  

8712515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8712515 NON-EXPEDITED HO US-BAYER-2012-078588 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8735696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8735696 NON-EXPEDITED US-BAYER-2012-084766 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER
Device expulsion  
Pregnancy with contraceptive device  
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Detailed Report
8736322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8736322 NON-EXPEDITED OT US-BAYER-2012-084556 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  

8798448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8798448 NON-EXPEDITED OT US-BAYER-2012-096528 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain ADVAIR C 250/50, everyday  

WELLBUTRIN XL C 300 mg, everyday  
DEPAKOTE C 250 mg, BID  
ZYRTEC C 10 mg, everyday  
MULTIVITAMIN C UNK  

8798818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8798818 NON-EXPEDITED OT US-BAYER-2012-096114 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8798819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8798819 NON-EXPEDITED OT US-BAYER-2012-096105 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8800522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8800522 NON-EXPEDITED OT US-BAYER-2012-095930 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8807747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8807747 NON-EXPEDITED OT US-BAYER-2012-099290 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pain  

8811731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8811731 EXPEDITED (15-DAY) OT US-BAYER-2012-099131 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation LIDOCAINE C INTRAUTERINE 1 cc 2%  
Uterine perforation CYTOTEC C  
Pelvic adhesions  
Pulmonary embolism  

8820775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8820775 NON-EXPEDITED OT US-BAYER-2012-096908 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8844732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8844732 NON-EXPEDITED US-BAYER-2012-107395 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8846601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8846601 NON-EXPEDITED OT US-BAYER-2012-107389 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8848285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8848285 EXPEDITED (15-DAY) OT US-BAYER-2012-109214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine injury Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8850184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8850184 NON-EXPEDITED US-BAYER-2012-109812 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8857583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8857583 NON-EXPEDITED US-BAYER-2012-102768 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8857584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8857584 NON-EXPEDITED US-BAYER-2012-102836 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8857589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8857589 NON-EXPEDITED US-BAYER-2012-104406 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8858641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858641 NON-EXPEDITED US-BAYER-2012-109815 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation normal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oligomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8858643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858643 NON-EXPEDITED US-BAYER-2012-110784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8858661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858661 NON-EXPEDITED US-BAYER-2012-110456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8858683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858683 NON-EXPEDITED US-TEVA-366275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8858686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858686 NON-EXPEDITED OT US-BAYER-2012-110748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Pain  
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Detailed Report
8858687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858687 NON-EXPEDITED OT US-BAYER-2012-110759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Infertility female  
Procedural pain  

8858696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858696 NON-EXPEDITED US-BAYER-2012-109381 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858697 NON-EXPEDITED US-BAYER-2012-102451 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia  

8858698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858698 NON-EXPEDITED OT US-BAYER-2012-109198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858699 NON-EXPEDITED US-BAYER-2012-109296 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8858700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858700 NON-EXPEDITED US-BAYER-2012-110375 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

8858701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858701 NON-EXPEDITED US-BAYER-2012-109403 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine inflammation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Diarrhoea  
Gastrointestinal inflammation  

8858702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858702 NON-EXPEDITED US-BAYER-2012-111062 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Mood altered  

8858703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858703 NON-EXPEDITED US-BAYER-2012-111257 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858704 NON-EXPEDITED US-BAYER-2012-111242 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,155 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8858705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858705 NON-EXPEDITED US-BAYER-2012-107387 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension LIDOCAINE S UNK  
Sunburn LIDOCAINE S TOPICAL UNK  
Drug hypersensitivity  
Erythema  
Eye swelling  

8858706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858706 NON-EXPEDITED US-BAYER-2012-111092 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858707 NON-EXPEDITED US-BAYER-2012-110802 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858902 NON-EXPEDITED US-TEVA-366305USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8858922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858922 NON-EXPEDITED OT US-BAYER-2012-107398 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Genital haemorrhage  
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Detailed Report
8858932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858932 EXPEDITED (15-DAY) HO,OT SE-BAYER-2012-095810 35 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Endometritis Mirena S  BAYER
Abdominal pain  
Pyrexia  

8858933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858933 NON-EXPEDITED OT US-BAYER-2012-109163 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Genital haemorrhage  

8858968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8858968 NON-EXPEDITED US-TEVA-366318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toothache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8859055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859055 NON-EXPEDITED US-TEVA-366241USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8859092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859092 NON-EXPEDITED US-TEVA-366299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8859139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859139 NON-EXPEDITED US-TEVA-366231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8859154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859154 DIRECT HO,OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S VAGINAL 1 time vag  
Device dislocation  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  

8859192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859192 DIRECT HO,OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S 2 YR
Anxiety  
Caesarean section  
Depression  
Ectopic pregnancy  
Scar  
Uterine perforation  

Page: 12,158 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8859208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859208 DIRECT HO 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Medical device complication  
Pain  

8859506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8859506 NON-EXPEDITED US-TEVA-366264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8868590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8868590 EXPEDITED (15-DAY) OT US-BAYER-2012-110742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Habitual abortion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female  

8868594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8868594 NON-EXPEDITED US-BAYER-2012-110754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fear Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8868781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2012 8868781 NON-EXPEDITED OT US-BAYER-2012-110774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female  
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Detailed Report
8668059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8668059 NON-EXPEDITED OT US-BAYER-2012-070837 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8767427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8767427 NON-EXPEDITED OT US-BAYER-2012-089557 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event VITAMIN D C 50000 iu, Qwk  

8774412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8774412 NON-EXPEDITED OT US-BAYER-2012-092651 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8835864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8835864 NON-EXPEDITED US-TEVA-363823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ADDERALL C  

8836748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8836748 NON-EXPEDITED US-TEVA-364085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8844105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8844105 NON-EXPEDITED US-TEVA-364840USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Nausea  

8851016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8851016 NON-EXPEDITED US-TEVA-365488USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8853183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8853183 NON-EXPEDITED US-TEVA-365929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8859981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8859981 NON-EXPEDITED US-BAYER-2012-111846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S UNK  BAYER
Intra-uterine contraceptive device removal  
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Detailed Report
8859983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8859983 EXPEDITED (15-DAY) OT GB-BAYER-2012-050787 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mental disorder Mirena S  BAYER
Abdominal pain  
Aggression  
Bladder disorder  
Burning sensation  
Dyspepsia  
Feeling abnormal  
Medical device discomfort  
Ovarian cyst  
Pain  
Pain in extremity  
Pelvic pain  
Psychopathic personality  
Rash  
Uterine disorder  
Uterine pain  
Vaginal discharge  
Vulvovaginal burning sensation  
Vulvovaginal discomfort  

8860006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860006 NON-EXPEDITED OT US-BAYER-2012-109798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Dysmenorrhoea  
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Detailed Report
8860040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860040 NON-EXPEDITED US-TEVA-366489USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8860177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860177 NON-EXPEDITED US-TEVA-366432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8860336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860336 NON-EXPEDITED US-BAYER-2012-099148 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860337 NON-EXPEDITED US-BAYER-2012-101976 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860360 NON-EXPEDITED US-TEVA-366521USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension Multivitamin C  
Breast pain  
Drug ineffective  
Pelvic pain  
Pregnancy after post coital contraception  
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Detailed Report
8860365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860365 NON-EXPEDITED OT US-BAYER-2012-109548 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Menstruation delayed  
Weight increased  

8860367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860367 NON-EXPEDITED US-BAYER-2012-111827 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860368 NON-EXPEDITED US-BAYER-2012-111678 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860369 NON-EXPEDITED US-BAYER-2012-111880 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860370 NON-EXPEDITED US-BAYER-2012-111634 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8860380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860380 NON-EXPEDITED OT US-BAYER-2012-103532 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860406 NON-EXPEDITED US-BAYER-2012-111492 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860407 NON-EXPEDITED US-BAYER-2012-111655 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860408 NON-EXPEDITED US-BAYER-2012-111688 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8860409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860409 NON-EXPEDITED US-BAYER-2012-111644 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8860546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860546 NON-EXPEDITED US-BAYER-2012-102592 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
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Detailed Report
8860554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860554 NON-EXPEDITED US-BAYER-2012-108176 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  

8860623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8860623 EXPEDITED (15-DAY) OT CA-PFIZER INC-CA-
WYE-G03983209

38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective ALESSE-28 S ORAL 1 DF, 1x/day  PFIZER
Pregnancy on oral contraceptive TEGRETOL S ORAL 600 mg, 1x/day  
Drug interaction  

8861977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8861977 NON-EXPEDITED US-TEVA-366565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Laxative C  

8863192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8863192 NON-EXPEDITED US-TEVA-366556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8863379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8863379 EXPEDITED (15-DAY) HO US-BAYER-2012-109492 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Amenorrhoea  
Headache  
Lymphadenopathy  

8866091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8866091 NON-EXPEDITED US-TEVA-366676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8866097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8866097 NON-EXPEDITED US-TEVA-366431USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8866199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8866199 NON-EXPEDITED US-TEVA-366694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORAL CONTRACEPTIVE C  

8869148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8869148 DIRECT OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
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8870073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8870073 DIRECT HO,LT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S INTRAUTERINE One Device Implanted 5 YR
Abdominal pain upper  
Alopecia  
Asthenia  
Depression  
Device dislocation  
Dizziness  
Fatigue  
Hyperhidrosis  
Menstrual disorder  
Mood altered  
Weight increased  

8870229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8870229 DIRECT HO,LT,OT,RI 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S every day  BAYER
Device dislocation  

8870236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2012 8870236 DIRECT DS,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIRENA IUD S  

Device dislocation  
Ovarian cyst  
Uterine perforation  
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8701933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8701933 NON-EXPEDITED OT US-BAYER-2012-077330 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  

8702612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8702612 NON-EXPEDITED OT US-BAYER-2012-076450 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Decreased appetite  
Dyspnoea  
Migraine  
Nausea  
Pregnancy with contraceptive device  
Pyrexia  

8721498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8721498 NON-EXPEDITED OT US-BAYER-2012-080784 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage KLONOPIN C UNK UNK, PRN  
Pregnancy with contraceptive device ESKALITH C  
Abdominal pain SEROQUEL C  

8763177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8763177 NON-EXPEDITED US-BAYER-2012-090179 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER
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8767131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8767131 NON-EXPEDITED OT US-BAYER-2012-089499 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Genital haemorrhage  

8831675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8831675 NON-EXPEDITED US-BAYER-2012-104060 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL UNK  BAYER
Night sweats ANTIHYPERTENSIVES C  
Feeling abnormal  
Hyperhidrosis  
Menopausal symptoms  

8861284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8861284 NON-EXPEDITED OT US-BAYER-2012-110767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device intolerance  

8861286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8861286 NON-EXPEDITED OT US-BAYER-2012-109649 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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8861305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8861305 NON-EXPEDITED OT US-BAYER-2012-109417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8862087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862087 NON-EXPEDITED US-TEVA-366740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8862091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862091 NON-EXPEDITED OT US-BAYER-2012-109353 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8862134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862134 NON-EXPEDITED US-TEVA-366835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8862160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862160 NON-EXPEDITED CA-TEVA-365518USA 17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B S ORAL 2 tb (2 x 0.75mg)  DURAMED

8862170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862170 NON-EXPEDITED US-BAYER-2012-089283 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

Page: 12,171 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8862225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862225 NON-EXPEDITED US-TEVA-366675USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S ORAL 1.5 Milligram Daily;  

8862341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862341 NON-EXPEDITED OT US-BAYER-2012-108870 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8862347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862347 NON-EXPEDITED US-BAYER-2012-111820 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8862377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862377 EXPEDITED (15-DAY) OT US-BAYER-2012-110435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Blood urine present  
Tremor  

8862602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862602 NON-EXPEDITED US-TEVA-366819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

Page: 12,172 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8862611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862611 NON-EXPEDITED US-BAYER-2012-091479 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8862753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862753 NON-EXPEDITED US-TEVA-366807USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus generalised PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Depo Shot C  

8862814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862814 NON-EXPEDITED OT US-BAYER-2012-109949 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8862864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8862864 NON-EXPEDITED US-TEVA-366837USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8863052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863052 EXPEDITED (15-DAY) OT US-
PERRIGO-12US008784

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst LEVONORGESTREL S ORAL 0.75 mg, single at 1200  PERRIGO
Amenorrhoea LEVONORGESTREL S ORAL 0.75 mg, single at 0000  PERRIGO
Vaginal haemorrhage Acyclovir C ORAL UNK, prn  
Abdominal pain  
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Detailed Report
8863096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863096 NON-EXPEDITED US-TEVA-366719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8863097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863097 NON-EXPEDITED OT US-BAYER-2012-109262 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Device issue  

8863100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863100 NON-EXPEDITED US-TEVA-366681USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8863164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863164 NON-EXPEDITED US-BAYER-2012-105224 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Crying  
Presyncope  

8863165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8863165 NON-EXPEDITED US-BAYER-2012-109996 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation irregular  
Pelvic pain  
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8877476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8877476 DIRECT OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations MIRENA S  
Arrhythmia  
Blood pressure increased  
Loss of libido  

8878667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878667 NON-EXPEDITED US-BAYER-2012-112315 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  

8878674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878674 NON-EXPEDITED US-BAYER-2012-112120 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878675 NON-EXPEDITED US-BAYER-2012-112388 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878676 NON-EXPEDITED US-BAYER-2012-112482 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,175 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8878677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878677 NON-EXPEDITED US-BAYER-2012-112449 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878678 NON-EXPEDITED US-BAYER-2012-112471 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878679 NON-EXPEDITED US-BAYER-2012-112517 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878680 NON-EXPEDITED US-BAYER-2012-111854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal tenderness  
Menstruation delayed  

8878681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878681 NON-EXPEDITED US-BAYER-2012-112478 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8878682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878682 NON-EXPEDITED US-BAYER-2012-112206 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878683 NON-EXPEDITED US-BAYER-2012-112392 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878684 NON-EXPEDITED US-BAYER-2012-112467 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878689 NON-EXPEDITED US-BAYER-2012-112399 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878690 NON-EXPEDITED US-BAYER-2012-111808 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878691 NON-EXPEDITED US-BAYER-2012-112191 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8878692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878692 NON-EXPEDITED US-BAYER-2012-112390 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878693 NON-EXPEDITED US-BAYER-2012-112323 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8878694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878694 NON-EXPEDITED US-BAYER-2012-112479 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8878695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878695 NON-EXPEDITED US-BAYER-2012-112124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878696 NON-EXPEDITED US-BAYER-2012-109482 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8878842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8878842 NON-EXPEDITED US-BAYER-2012-109422 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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8879139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8879139 DIRECT HO 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyst MIRENA S  BAYER
Bladder injury  
Device dislocation  
Urinary incontinence  

8879141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8879141 DIRECT HO 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S INTRA-CERVICAL 1 placement  
Dehydration  
Medical device complication  
Uterine infection  
Vaginal haemorrhage  

8879157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8879157 DIRECT HO,DS,LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA S  
Cystitis  
Drug ineffective  
Muscle spasms  
Pelvic pain  
Syncope  
Urinary tract infection  
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Detailed Report
8879158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8879158 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyst MIRENA IUD S INTRAUTERINE Intra-uterine  
Amenorrhoea  
Device dislocation  
Pain  
Umbilical hernia  

8879159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2012 8879159 DIRECT HO,DS 492196 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper MIRENA IUD S INTRAUTERINE 35 MTH BAYER
Pain  
Uterine perforation  

8336557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8336557 NON-EXPEDITED US-BAYER-2012-004054 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion VARICELLA VACCINES C  

AMOXICILLIN C  
CEFDINIR C  
CONTRAST MEDIA C  
GILENYA C  
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8612499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8612499 NON-EXPEDITED OT US-BAYER-2012-057190 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pelvic discomfort  

8621061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8621061 NON-EXPEDITED US-BAYER-2012-058300 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion SYNTHROID C ORAL 50 mg, QD  

8723558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8723558 NON-EXPEDITED OT US-BAYER-2012-082033 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Dysmenorrhoea  
Uterine spasm  
Vaginal haemorrhage  

8795700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8795700 EXPEDITED (15-DAY) OT GB-BAYER-2012-095715 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vasculitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vasculitic rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometritis  
Vaginal discharge  
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8797337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8797337 NON-EXPEDITED US-BAYER-2012-096437 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8858598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8858598 NON-EXPEDITED US-TEVA-366464USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flank pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Dizziness  
Nausea  
Off label use  
Pelvic pain  
Vomiting  

8871723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871723 NON-EXPEDITED US-BAYER-2012-112558 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8871804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871804 NON-EXPEDITED US-BAYER-2012-112244 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8871807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871807 NON-EXPEDITED US-BAYER-2012-112981 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8871811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871811 NON-EXPEDITED US-BAYER-2012-112475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chloasma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8871815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871815 NON-EXPEDITED US-BAYER-2012-112739 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8871820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871820 NON-EXPEDITED US-BAYER-2012-111807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8871825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871825 NON-EXPEDITED US-BAYER-2012-112914 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8871830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8871830 NON-EXPEDITED US-BAYER-2012-113039 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8872226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872226 NON-EXPEDITED US-TEVA-367192USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8872362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872362 NON-EXPEDITED US-TEVA-367212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8872470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872470 NON-EXPEDITED US-TEVA-367199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Menstruation irregular  

8872602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872602 NON-EXPEDITED US-BAYER-2012-112735 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8872608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872608 NON-EXPEDITED US-BAYER-2012-113126 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8872614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8872614 NON-EXPEDITED US-BAYER-2012-113013 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8873848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8873848 EXPEDITED (15-DAY) OT US-BAYER-2012-110913 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Benign intracranial hypertension  
Blindness transient  
Dizziness  
Headache  
Hypoaesthesia  
Memory impairment  
Nausea  
Paraesthesia  

8873881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8873881 NON-EXPEDITED US-TEVA-367263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8873959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8873959 NON-EXPEDITED US-BAYER-2012-113120 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8874332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8874332 NON-EXPEDITED US-TEVA-367259USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8874955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8874955 NON-EXPEDITED US-TEVA-367262USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8875284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8875284 NON-EXPEDITED OT US-BAYER-2012-110148 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8875291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8875291 NON-EXPEDITED OT US-BAYER-2012-110147 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8875465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8875465 NON-EXPEDITED US-TEVA-367266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8876920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8876920 NON-EXPEDITED US-BAYER-2012-113045 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia Climara Pro S TRANSDERMAL UNK  BAYER
Hot flush Climara Pro S  BAYER
Product adhesion issue  
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Detailed Report
8877079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 8877079 EXPEDITED (15-DAY) OT NO-BAYER-2012-109729 23 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulval leukoplakia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dysuria  
Fungal infection  
Procedural pain  
Urinary tract infection  
Vulvovaginal pain  
Vulvovaginal pruritus  

9178369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178369 NON-EXPEDITED US-TEVA-367223USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178447 NON-EXPEDITED US-BAYER-2012-112971 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9178451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178451 NON-EXPEDITED US-BAYER-2012-111754 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Psoriasis  
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Detailed Report
9178455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178455 NON-EXPEDITED US-BAYER-2012-113212 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9178459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178459 EXPEDITED (15-DAY) OT FI-BAYER-2012-112293 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomycosis Mirena S INTRAUTERINE 20 µg, CONT  BAYER

9178583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178583 NON-EXPEDITED US-TEVA-367205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178733 NON-EXPEDITED US-TEVA-367053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178753 NON-EXPEDITED OT US-BAYER-2012-110548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9178757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178757 NON-EXPEDITED US-BAYER-2012-112893 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9178774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178774 NON-EXPEDITED US-TEVA-366955USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9178982 NON-EXPEDITED US-BAYER-2012-112902 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9179128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179128 NON-EXPEDITED US-TEVA-367060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9179145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179145 NON-EXPEDITED US-BAYER-2012-112839 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9179314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179314 NON-EXPEDITED OT US-BAYER-2012-110790 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

9179383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179383 NON-EXPEDITED US-BAYER-2012-110765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9179552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179552 NON-EXPEDITED US-TEVA-367061USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9179611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179611 NON-EXPEDITED US-TEVA-367058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
Menstruation delayed  

9179681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179681 NON-EXPEDITED US-BAYER-2012-110775 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9179689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179689 NON-EXPEDITED OT US-BAYER-2012-110131 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S  BAYER

9179843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179843 NON-EXPEDITED US-TEVA-367056USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
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Detailed Report
9179997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9179997 NON-EXPEDITED US-BAYER-2012-113082 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2012 9180023 NON-EXPEDITED US-TEVA-367222USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Increased appetite Adderall C  
Menstruation irregular Doxycycline C  
Fatigue  
Nausea  

8466896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8466896 EXPEDITED (15-DAY) OT GB-BAYER-2012-024716 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE  BAYER
Haemorrhage in pregnancy  
Infection  

8475632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8475632 NON-EXPEDITED OT US-BAYER-2012-027401 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8669322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8669322 NON-EXPEDITED OT US-BAYER-2012-070307 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain IMITREX C 25 mg, PRN  
Device dislocation  
Device physical property issue  
Discomfort  
Ovarian cyst  

8687049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8687049 NON-EXPEDITED OT US-BAYER-2012-074169 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Device dislocation  
Pregnancy with contraceptive device  

8837698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8837698 NON-EXPEDITED US-BAYER-2012-105836 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8839480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8839480 EXPEDITED (15-DAY) OT DE-BAYER-2012-103691 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anal abscess Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst  
Subcutaneous abscess  

Page: 12,192 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8847239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8847239 EXPEDITED (15-DAY) HO PHHY2012FR091074 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic venous thrombosis LEELOO S ORAL 1 DF, QD  NOVARTIS

LEVOTHYROX C ORAL 1 DF, QD  
PARIET C  

8871504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8871504 NON-EXPEDITED US-TEVA-367037USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8872456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8872456 NON-EXPEDITED US-TEVA-367292USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8872624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8872624 NON-EXPEDITED US-TEVA-367524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8873041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8873041 NON-EXPEDITED US-TEVA-367466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  

Page: 12,193 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8873376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8873376 NON-EXPEDITED US-TEVA-366995USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Off label use  

8873714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8873714 NON-EXPEDITED US-TEVA-367033USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8873923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8873923 NON-EXPEDITED US-TEVA-367002USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8874000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8874000 NON-EXPEDITED OT US-BAYER-2012-111596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8874051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8874051 NON-EXPEDITED US-TEVA-366984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8874154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8874154 NON-EXPEDITED US-TEVA-366960USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8875308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8875308 NON-EXPEDITED US-TEVA-367529USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8875436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8875436 NON-EXPEDITED US-BAYER-2012-113674 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8875437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8875437 NON-EXPEDITED US-BAYER-2012-113749 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8875537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8875537 NON-EXPEDITED US-TEVA-367482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Loestrin 24 Fe C  
Loestrin 24 Fe C  

8875740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8875740 NON-EXPEDITED OT US-BAYER-2012-109865 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER
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Detailed Report
8876137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876137 NON-EXPEDITED OT US-BAYER-2012-110499 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8876138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876138 NON-EXPEDITED OT US-BAYER-2012-110489 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876142 NON-EXPEDITED OT US-BAYER-2012-110144 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8876154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876154 NON-EXPEDITED OT US-BAYER-2012-110739 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pregnancy with contraceptive device  

8876156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876156 NON-EXPEDITED OT US-BAYER-2012-110905 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pelvic pain  
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8876167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876167 NON-EXPEDITED HO US-BAYER-2012-110167 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometritis Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Dyspareunia  
Ovarian cyst ruptured  

8876169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876169 NON-EXPEDITED OT US-BAYER-2012-110143 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876172 NON-EXPEDITED US-BAYER-2012-110408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876188 NON-EXPEDITED OT US-BAYER-2012-111002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device  

8876191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876191 NON-EXPEDITED OT US-BAYER-2012-110655 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8876197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876197 NON-EXPEDITED US-BAYER-2012-113618 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876200 NON-EXPEDITED US-BAYER-2012-112277 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use BETADINE C  
Anxiety  
Procedural pain  

8876973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8876973 NON-EXPEDITED US-TEVA-367588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8878502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 8878502 NON-EXPEDITED US-TEVA-367265USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9182048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 9182048 NON-EXPEDITED US-TEVA-367295USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9182284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2012 9182284 NON-EXPEDITED US-TEVA-367311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8455391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8455391 NON-EXPEDITED OT US-BAYER-2012-022328 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal CITALOPRAM C 20 mg, UNK  
Abortion spontaneous CLONIDINE C 0.1 mg, UNK  

HYDROCHLOROTHIAZID C 25 mg, UNK  
VITAMIN D2 C UNK  

8604220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8604220 EXPEDITED (15-DAY) OT US-BAYER-2012-054855 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Vaginal haemorrhage  

8696739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8696739 NON-EXPEDITED OT US-BAYER-2012-075946 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
Vaginal haemorrhage  
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8710372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8710372 NON-EXPEDITED OT US-BAYER-2012-078541 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

8811366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8811366 NON-EXPEDITED OT US-BAYER-2012-099139 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Discomfort  
Vaginal haemorrhage  

8811732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8811732 NON-EXPEDITED OT US-BAYER-2012-099142 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8818180 NON-EXPEDITED US-BAYER-2012-100460 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8818360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8818360 NON-EXPEDITED OT US-BAYER-2012-100231 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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8822159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8822159 NON-EXPEDITED US-BAYER-2012-102906 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8832507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8832507 EXPEDITED (15-DAY) OT US-BAYER-2012-103960 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Alopecia  
Anxiety  
Arthralgia  
Back pain  
Breast pain  
Coital bleeding  
Cystitis  
Depression  
Dyspareunia  
Gait disturbance  
Hair growth abnormal  
Headache  
Libido decreased  
Nail growth abnormal  
Nervousness  
Oedema peripheral  
Ovarian cyst  
Pelvic pain  
Quality of life decreased  
Streptococcal infection  
Vaginal discharge  
Vaginal haemorrhage  
Vaginal infection  
Weight decreased  

Page: 12,202 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8842074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8842074 NON-EXPEDITED OT US-BAYER-2012-105347 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8849866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8849866 NON-EXPEDITED US-BAYER-2012-109707 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8851070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8851070 NON-EXPEDITED OT US-BAYER-2012-106874 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Vaginal haemorrhage  

8855068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8855068 EXPEDITED (15-DAY) OT US-BAYER-2012-110225 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Infection  

8874526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874526 NON-EXPEDITED US-BAYER-2012-113542 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8874529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874529 NON-EXPEDITED US-BAYER-2012-112451 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint crepitation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Musculoskeletal pain  

8874532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874532 NON-EXPEDITED US-BAYER-2012-114025 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8874543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874543 NON-EXPEDITED US-BAYER-2012-114028 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8874548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874548 NON-EXPEDITED US-BAYER-2012-113216 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  

8874549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874549 NON-EXPEDITED US-BAYER-2012-113429 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

Page: 12,204 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8874552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874552 NON-EXPEDITED OT US-BAYER-2012-113468 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anaemia  
Fatigue  
Headache  
Post procedural haemorrhage  
Quality of life decreased  
Weight increased  

8874694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874694 NON-EXPEDITED US-TEVA-367586USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Feeling cold Next Choice S  
Menstruation irregular  
Weight increased  

8874745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8874745 NON-EXPEDITED US-TEVA-367729USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8876278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876278 NON-EXPEDITED US-BAYER-2012-113183 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8876279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876279 NON-EXPEDITED US-BAYER-2012-113137 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876281 NON-EXPEDITED US-BAYER-2012-113189 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876285 NON-EXPEDITED US-BAYER-2012-113198 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876286 NON-EXPEDITED US-BAYER-2012-113181 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876288 NON-EXPEDITED US-BAYER-2012-113213 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S  BAYER

8876289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876289 NON-EXPEDITED US-BAYER-2012-113170 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g, UNK  BAYER
Abdominal pain lower  
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Detailed Report
8876291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876291 NON-EXPEDITED US-BAYER-2012-112986 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER

8876293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876293 NON-EXPEDITED US-BAYER-2012-113211 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal pain lower  

8876295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876295 NON-EXPEDITED US-BAYER-2012-113111 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8876309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876309 NON-EXPEDITED OT US-BAYER-2012-111136 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  

8876313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876313 NON-EXPEDITED OT US-BAYER-2012-111214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8876315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876315 NON-EXPEDITED OT US-BAYER-2012-111536 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dyspareunia  

8876316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8876316 NON-EXPEDITED OT US-BAYER-2012-111554 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8877604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877604 DIRECT HO,RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine with aura MIRENA S INTRA-CERVICAL  BAYER
Adhesion  
Device dislocation  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  
Uterine perforation  

8877625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877625 DIRECT HO,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Uterine perforation  
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Detailed Report
8877647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877647 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Liver disorder  
Liver injury  
Renal disorder  
Uterine perforation  

8877648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877648 DIRECT OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA IUD S  
Device dislocation  
Economic problem  
Nightmare  
Stress  
Vaginal haemorrhage  

8877649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877649 DIRECT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA IUD S  
Borderline ovarian tumour  
Menorrhagia  
Menstruation irregular  
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Detailed Report
8877653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8877653 DIRECT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Medical device complication  

8879029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879029 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S VAGINAL every 5 yrs vag  
Medical device complication  

8879034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879034 DIRECT OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Back pain  
Pain in extremity  
Sexual dysfunction  

8879035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879035 DIRECT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease MIRENA IUD S  
Device dislocation  
Infertility female  
Ovarian cyst  
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Detailed Report
8879036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879036 DIRECT HO,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  
Haemorrhage  

8879037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879037 DIRECT HO 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fallopian tube abscess MIRENA IUD S  
Fallopian tube disorder  
Fallopian tube operation  
Infertility female  
Pelvic inflammatory disease  

8879048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879048 DIRECT OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Abortion spontaneous  DEVICE C  
Maternal exposure before pregnancy  
Scar  

8879051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879051 DIRECT HO,LT,RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  BAYER
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Detailed Report
8879059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879059 DIRECT HO,RI 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage MIRENA IUD S INTRAUTERINE 1 every 5-years intra-

uterine
 

Complication of device insertion  
Endometrial ablation  

8879060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879060 DIRECT HO,OT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA IUD S VAGINAL 1 IUD 1 year vag  BAYER
Device dislocation  

8879061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879061 DIRECT HO,OT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Device dislocation  

8879065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879065 DIRECT Y HO,LT,CA,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA IUD S VAGINAL one iud once every 5 yr

vag
16 MTH

Abdominal pain  
Device dislocation  
Foetal death  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  
Scar  
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Detailed Report
8879140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879140 DIRECT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S VAGINAL every 5 years  

8879851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8879851 NON-EXPEDITED US-TEVA-367815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8880024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8880024 NON-EXPEDITED US-TEVA-367827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Facial pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Menstruation irregular  
Pelvic pain  

8881107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8881107 NON-EXPEDITED CA-TEVA-364981USA 28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
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8881130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8881130 EXPEDITED (15-DAY) OT US-BAYER-2012-111600 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Hypomenorrhoea  
Menorrhagia  
Menstruation irregular  
Weight increased  

8881176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 8881176 EXPEDITED (15-DAY) OT US-BAYER-2012-111547 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chromaturia  

9182453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182453 NON-EXPEDITED US-BAYER-2012-112959 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

9182479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182479 NON-EXPEDITED US-BAYER-2012-113695 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9182502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182502 NON-EXPEDITED US-BAYER-2012-112925 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

9182528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182528 NON-EXPEDITED US-BAYER-2012-113634 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9182549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182549 NON-EXPEDITED US-BAYER-2012-113407 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER

9182570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182570 NON-EXPEDITED US-BAYER-2012-113668 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

9182640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182640 NON-EXPEDITED US-BAYER-2012-112231 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

9182645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182645 NON-EXPEDITED US-BAYER-2012-111871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9182651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182651 NON-EXPEDITED OT US-BAYER-2012-112249 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea Mirena S  BAYER
Menstruation delayed  
Pregnancy  

9182681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182681 NON-EXPEDITED OT US-BAYER-2012-111897 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Ovarian cyst  
Palpitations  
Vaginal haemorrhage  

9182811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182811 NON-EXPEDITED US-BAYER-2012-112432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9182823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182823 NON-EXPEDITED OT US-BAYER-2012-111583 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
9182906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9182906 NON-EXPEDITED OT US-BAYER-2012-112087 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9184042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184042 NON-EXPEDITED US-TEVA-367614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9184080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184080 NON-EXPEDITED US-TEVA-367720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9184243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184243 NON-EXPEDITED OT US-BAYER-2012-111663 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  

9184327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184327 NON-EXPEDITED US-TEVA-367755USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9184336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184336 NON-EXPEDITED US-TEVA-367598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9184361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184361 NON-EXPEDITED US-TEVA-367799USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9184531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9184531 NON-EXPEDITED US-BAYER-2012-111582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9185210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9185210 NON-EXPEDITED US-TEVA-367626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Zyrtec C  
Menstruation irregular Loryna C  
Headache  

9185566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9185566 NON-EXPEDITED OT US-BAYER-2012-111558 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Medical device discomfort  
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Detailed Report
9187035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2012 9187035 EXPEDITED (15-DAY) OT US-BAYER-2012-111501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8311697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8311697 NON-EXPEDITED US-BAYER-2011-120950 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8531673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8531673 EXPEDITED (15-DAY) HO,OT ES-BAYER-2012-038888 40 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Angina pectoris  

8601789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8601789 NON-EXPEDITED OT US-BAYER-2012-056021 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  
Drug ineffective  

8607731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8607731 NON-EXPEDITED US-BAYER-2012-056870 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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Detailed Report
8709174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8709174 EXPEDITED (15-DAY) OT US-BAYER-2012-078655 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrooesophageal reflux disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chest pain  
Oesophageal spasm  

8770464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8770464 NON-EXPEDITED OT US-BAYER-2012-090448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

8814417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8814417 NON-EXPEDITED OT US-BAYER-2012-099859 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain VICODIN C  
Abdominal pain MISOPROSTOL C  
Post procedural haemorrhage VALIUM C  

8879266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879266 NON-EXPEDITED US-BAYER-2012-114359 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL  BAYER
Metrorrhagia  
Product adhesion issue  
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Detailed Report
8879296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879296 NON-EXPEDITED US-TEVA-367895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8879474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879474 NON-EXPEDITED OT US-BAYER-2012-112238 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8879476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879476 EXPEDITED (15-DAY) HO,LT SI-BAYER-2012-104376 33 YR Female SVN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  
Salpingo-oophorectomy  

8879481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879481 NON-EXPEDITED OT US-BAYER-2012-112281 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne cystic  
Amenorrhoea  
Hair disorder  
Headache  
Migraine  
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Detailed Report
8879541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879541 NON-EXPEDITED US-TEVA-367893USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8879753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879753 NON-EXPEDITED OT US-BAYER-2012-112417 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8879760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879760 NON-EXPEDITED OT US-BAYER-2012-112362 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8879792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879792 NON-EXPEDITED OT US-BAYER-2012-113002 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8879814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879814 NON-EXPEDITED US-TEVA-367865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
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Detailed Report
8879852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879852 NON-EXPEDITED OT US-BAYER-2012-113180 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8879857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879857 NON-EXPEDITED US-BAYER-2012-113205 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8879882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879882 NON-EXPEDITED US-TEVA-367880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Headache  
Menstruation irregular  
Nausea  

8879924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8879924 NON-EXPEDITED US-TEVA-367892USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Topamax C  
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Detailed Report
8880027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880027 NON-EXPEDITED OT US-BAYER-2012-111834 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Polymenorrhoea  

8880127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880127 NON-EXPEDITED US-TEVA-367883USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8880149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880149 NON-EXPEDITED US-TEVA-367856USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8880151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880151 NON-EXPEDITED OT US-BAYER-2012-111798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880153 NON-EXPEDITED HO US-BAYER-2012-113027 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880154 EXPEDITED (15-DAY) OT US-BAYER-2012-112114 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervix carcinoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Anxiety  
Back pain  
Feeling cold  
Hunger  
Musculoskeletal stiffness  
Nausea  

8880191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880191 NON-EXPEDITED OT US-BAYER-2012-112221 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880432 NON-EXPEDITED US-BAYER-2012-114442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine spasm Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8880468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880468 NON-EXPEDITED US-BAYER-2012-111579 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Loss of libido  
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Detailed Report
8880494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880494 NON-EXPEDITED US-BAYER-2012-114087 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880498 NON-EXPEDITED US-BAYER-2012-114089 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880502 NON-EXPEDITED US-BAYER-2012-114277 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880508 NON-EXPEDITED US-BAYER-2012-114286 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880555 NON-EXPEDITED US-BAYER-2012-113594 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880560 NON-EXPEDITED US-BAYER-2012-114232 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880565 NON-EXPEDITED US-BAYER-2012-114606 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880590 NON-EXPEDITED OT US-BAYER-2012-112199 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880623 NON-EXPEDITED US-BAYER-2012-111618 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal tenderness  
Nipple pain  
Suprapubic pain  

8880681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880681 NON-EXPEDITED US-BAYER-2012-112576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880688 NON-EXPEDITED US-BAYER-2012-114207 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880721 NON-EXPEDITED OT US-BAYER-2012-111822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880753 NON-EXPEDITED US-TEVA-367894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8880810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880810 NON-EXPEDITED US-BAYER-2012-112553 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8880813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880813 NON-EXPEDITED US-BAYER-2012-114098 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880816 NON-EXPEDITED US-BAYER-2012-114518 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8880820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880820 NON-EXPEDITED US-BAYER-2012-114252 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880823 NON-EXPEDITED US-BAYER-2012-112874 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8880826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880826 NON-EXPEDITED US-BAYER-2012-114401 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8880850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880850 NON-EXPEDITED US-BAYER-2012-114097 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880851 NON-EXPEDITED US-BAYER-2012-112412 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8880854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880854 NON-EXPEDITED US-BAYER-2012-114309 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880856 NON-EXPEDITED US-BAYER-2012-114056 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880858 NON-EXPEDITED US-BAYER-2012-114486 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8880861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880861 NON-EXPEDITED US-BAYER-2012-114017 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880863 NON-EXPEDITED US-BAYER-2012-113367 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880867 NON-EXPEDITED US-BAYER-2012-114447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880870 NON-EXPEDITED US-BAYER-2012-114343 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8880873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880873 NON-EXPEDITED US-BAYER-2012-114451 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880875 NON-EXPEDITED US-BAYER-2012-113585 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8880922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8880922 NON-EXPEDITED US-TEVA-367964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8881069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8881069 NON-EXPEDITED US-BAYER-2012-113377 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8881074 NON-EXPEDITED US-TEVA-367888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8889368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8889368 DIRECT OT,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIRENA IUD S  
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Detailed Report
8889369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8889369 DIRECT HO,DS,OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst MIRENA IUD S  
Device dislocation  
Uterine enlargement  

8889370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 8889370 DIRECT Y OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings MIRENA IUD S  
Acne cystic  
Depression  
Diarrhoea  
Premenstrual syndrome  

9185157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 9185157 NON-EXPEDITED OT US-BAYER-2012-114678 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9185281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 9185281 NON-EXPEDITED US-BAYER-2012-111795 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  
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Detailed Report
9185288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 9185288 NON-EXPEDITED OT US-BAYER-2012-112389 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9185421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2012 9185421 NON-EXPEDITED OT US-BAYER-2012-112462 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8859659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8859659 NON-EXPEDITED US-TEVA-366527USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8862708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8862708 NON-EXPEDITED US-TEVA-366833USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Nausea  
Pruritus  

8875990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8875990 NON-EXPEDITED US-TEVA-366222USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Feeling abnormal  
Off label use  
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Detailed Report
8881462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8881462 NON-EXPEDITED US-TEVA-368069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8881500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8881500 NON-EXPEDITED OT PR-BAYER-2012-112128 Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dyspareunia  
Menstrual disorder  
Vaginal haemorrhage  
Vulvovaginal dryness  

8881637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8881637 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-113089 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Nephrolithiasis  
Pelvic pain  

8881811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8881811 NON-EXPEDITED US-TEVA-367971USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8882049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8882049 NON-EXPEDITED US-TEVA-368023USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLIVA C  

8882293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8882293 NON-EXPEDITED US-TEVA-368335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain DOXYCYCLINE C  

8883386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8883386 NON-EXPEDITED US-TEVA-368352USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8883415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8883415 NON-EXPEDITED US-BAYER-2012-110760 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product contamination Mirena S UNK UNK, CONT  BAYER
Device damage  

8884149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884149 NON-EXPEDITED US-TEVA-368207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8884793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884793 NON-EXPEDITED OT PR-BAYER-2012-113458 Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  

8884839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884839 NON-EXPEDITED US-TEVA-368097USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8884854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884854 NON-EXPEDITED US-BAYER-2012-114913 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8884856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884856 NON-EXPEDITED US-BAYER-2012-114846 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884857 NON-EXPEDITED US-BAYER-2012-114700 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884861 NON-EXPEDITED US-BAYER-2012-114916 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8884866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884866 NON-EXPEDITED US-BAYER-2012-114910 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884869 NON-EXPEDITED US-BAYER-2012-114976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Nausea  

8884872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884872 NON-EXPEDITED US-BAYER-2012-114800 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884875 NON-EXPEDITED US-BAYER-2012-114905 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884878 NON-EXPEDITED US-BAYER-2012-114922 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884892 NON-EXPEDITED US-BAYER-2012-114879 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,237 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8884896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884896 NON-EXPEDITED US-BAYER-2012-114688 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884901 NON-EXPEDITED US-BAYER-2012-114946 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884905 NON-EXPEDITED US-BAYER-2012-114912 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884907 NON-EXPEDITED US-BAYER-2012-114882 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884910 NON-EXPEDITED OT US-BAYER-2012-114954 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8884913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884913 NON-EXPEDITED US-BAYER-2012-114936 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8884917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884917 NON-EXPEDITED US-BAYER-2012-110622 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8884923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884923 NON-EXPEDITED US-BAYER-2012-114931 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884931 NON-EXPEDITED US-BAYER-2012-113203 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8884935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884935 NON-EXPEDITED US-BAYER-2012-114204 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8884941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884941 NON-EXPEDITED US-BAYER-2012-113177 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8884945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884945 NON-EXPEDITED US-BAYER-2012-113176 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Smear cervix abnormal  

8884947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884947 NON-EXPEDITED US-BAYER-2012-112863 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus creams C UNK  
Mood swings ADVIL C UNK  
Dysmenorrhoea  
Emotional disorder  

8884954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884954 NON-EXPEDITED US-BAYER-2012-114811 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia Mirena S  BAYER
Acne  
Libido decreased  

8884962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884962 NON-EXPEDITED US-BAYER-2012-112993 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8884975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8884975 NON-EXPEDITED US-BAYER-2012-112441 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8885894 NON-EXPEDITED US-TEVA-368058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8889908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8889908 DIRECT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia LEVONORGESTREL S  

8891338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8891338 DIRECT RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA IUD S  
Device breakage  
Device dislocation  
Muscle spasms  

8891339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8891339 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Fallopian tube perforation  
Uterine perforation  
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Detailed Report
8891343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8891343 DIRECT HO,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  

8891346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 8891346 DIRECT OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Uterine perforation  

9186725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2012 9186725 NON-EXPEDITED US-BAYER-2012-114524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8803216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8803216 NON-EXPEDITED US-BAYER-2012-096381 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device component issue Mirena S 20 mcg/24hr, UNK  BAYER
Device expulsion  

8824456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8824456 EXPEDITED (15-DAY) OT AT-BAYER-2012-100787 37 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glioblastoma multiforme Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8844799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8844799 NON-EXPEDITED US-TEVA-364882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular ZOLOFT C  
Nausea  

8846183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8846183 NON-EXPEDITED US-TEVA-365215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Feeling hot ALBUTEROL INHALER C  
Feeling cold  
Influenza like illness  
Nausea  
Pelvic pain  

8873813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8873813 NON-EXPEDITED US-TEVA-366961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness ASTHMANEX C  
Nausea VITAMINS C  
Pelvic pain  

8873872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8873872 NON-EXPEDITED US-TEVA-366932USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8880489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8880489 NON-EXPEDITED US-BAYER-2012-114227 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881760 NON-EXPEDITED US-TEVA-368374USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

One A Day Multivitamin C  
Vitamin D C  

8881794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881794 NON-EXPEDITED US-BAYER-2012-115278 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881799 NON-EXPEDITED US-BAYER-2012-115287 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881802 NON-EXPEDITED US-BAYER-2012-115207 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881805 NON-EXPEDITED US-BAYER-2012-115238 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8881812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881812 NON-EXPEDITED US-BAYER-2012-113652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881816 NON-EXPEDITED US-BAYER-2012-108404 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881820 NON-EXPEDITED US-BAYER-2012-115252 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S 20 mcg/24hr, CONT  BAYER

8881824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881824 NON-EXPEDITED US-BAYER-2012-115243 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8881833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881833 NON-EXPEDITED US-BAYER-2012-115267 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  

8881836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881836 NON-EXPEDITED US-BAYER-2012-114894 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8881840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881840 NON-EXPEDITED OT US-BAYER-2012-113613 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Pregnancy with contraceptive device  

8881845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881845 EXPEDITED (15-DAY) OT US-BAYER-2012-114021 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haemorrhage in pregnancy  
Pregnancy with contraceptive device  
Vaginal haemorrhage  

8881848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8881848 NON-EXPEDITED OT US-BAYER-2012-113631 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882371 NON-EXPEDITED US-BAYER-2012-115456 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882395 NON-EXPEDITED US-BAYER-2012-115389 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8882398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882398 NON-EXPEDITED US-BAYER-2012-115380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882401 NON-EXPEDITED US-BAYER-2012-115351 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8882405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882405 NON-EXPEDITED US-BAYER-2012-115400 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8882408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882408 NON-EXPEDITED US-BAYER-2012-115598 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882411 NON-EXPEDITED US-BAYER-2012-115314 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882413 NON-EXPEDITED US-BAYER-2012-115432 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8882416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882416 NON-EXPEDITED US-BAYER-2012-115353 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8882556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882556 NON-EXPEDITED US-TEVA-368312USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8882823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882823 NON-EXPEDITED US-BAYER-2012-112919 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Migraine  

8882831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882831 NON-EXPEDITED US-BAYER-2012-115447 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8882841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882841 NON-EXPEDITED US-BAYER-2012-114743 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Joint swelling  
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Detailed Report
8882848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8882848 NON-EXPEDITED OT US-BAYER-2012-112917 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885327 NON-EXPEDITED US-TEVA-367257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8885798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885798 NON-EXPEDITED US-BAYER-2012-115755 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885842 NON-EXPEDITED US-TEVA-368534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8885857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885857 NON-EXPEDITED US-BAYER-2012-115747 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885860 NON-EXPEDITED OT US-BAYER-2012-113178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8885863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885863 NON-EXPEDITED US-BAYER-2012-115259 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885868 NON-EXPEDITED US-BAYER-2012-111219 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885870 NON-EXPEDITED US-BAYER-2012-115746 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8885873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885873 NON-EXPEDITED OT US-BAYER-2012-113155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hot flush  
Menstruation irregular  
Nausea  
Skin exfoliation  

8885971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8885971 NON-EXPEDITED US-BAYER-2012-115892 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8886056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886056 NON-EXPEDITED US-BAYER-2012-115338 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8886060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886060 NON-EXPEDITED US-BAYER-2012-115760 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8886289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886289 NON-EXPEDITED US-TEVA-368544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8886829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886829 NON-EXPEDITED US-TEVA-368504USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8886841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886841 NON-EXPEDITED US-TEVA-368528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Albuterol C  
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Detailed Report
8886916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886916 NON-EXPEDITED US-TEVA-368514USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8886954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886954 NON-EXPEDITED US-TEVA-368561USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Linessa C  

8886991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886991 NON-EXPEDITED US-TEVA-368490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZITHROMAX C  

8886998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8886998 NON-EXPEDITED US-TEVA-368551USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8887020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8887020 NON-EXPEDITED US-TEVA-368524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,252 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8887186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8887186 NON-EXPEDITED US-BAYER-2012-115417 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8887187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8887187 NON-EXPEDITED OT US-BAYER-2012-113324 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

8889729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8889729 DIRECT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian disorder MIRENA IUD S  
Abdominal pain  

8891348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891348 DIRECT RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased MIRENA IUD S  
Convulsion  
Supraventricular tachycardia  
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Detailed Report
8891358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891358 DIRECT OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S  
Cold sweat  
Headache  
Nervousness  
Pelvic inflammatory disease  
Pyrexia  

8891359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891359 DIRECT Y 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge MIRENA IUD S  
Vulvovaginal discomfort  

8891360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891360 DIRECT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain MIRENA IUD S  
Abdominal pain  
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Detailed Report
8891361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891361 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA IUD S  
Acne  
Adhesion  
Device dislocation  
Nausea  
Pain  
Pelvic inflammatory disease  
Uterine perforation  

8891367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891367 DIRECT OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain  
Dizziness  
Dyspareunia  
Headache  
Mood swings  

8891371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891371 DIRECT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Precancerous cells present MIRENA S  
Cervix disorder  
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Detailed Report
8891373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8891373 DIRECT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA S  
Dyspareunia  

8892111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8892111 DIRECT OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event MIRENA S VAGINAL 5 years   out in 3 years

vag
 

8892146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8892146 DIRECT HO,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic anaemia MIRENA S  BAYER
Device dislocation  
Menorrhagia  

8892167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2012 8892167 DIRECT HO,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  

8727685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8727685 NON-EXPEDITED US-BAYER-2012-082277 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8739328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8739328 NON-EXPEDITED OT US-BAYER-2012-086520 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
ZOCOR C 20 mg, QD  
ZYRTEC C UNK UNK, QD  

8835771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8835771 EXPEDITED (15-DAY) OT US-BAYER-2012-103843 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhoids Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Rectal haemorrhage  

8839420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8839420 NON-EXPEDITED US-BAYER-2012-105194 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Human papilloma virus test positive  
Smear cervix abnormal  
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Detailed Report
8878935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8878935 EXPEDITED (15-DAY) OT NO-BAYER-2012-109227 42 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Device dislocation  
Ovarian cyst  

8887862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8887862 NON-EXPEDITED US-TEVA-368618USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8887992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8887992 NON-EXPEDITED US-BAYER-2012-116044 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888128 NON-EXPEDITED US-TEVA-368659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8888158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888158 NON-EXPEDITED US-BAYER-2012-116057 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
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8888176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888176 NON-EXPEDITED US-TEVA-368650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8888249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888249 NON-EXPEDITED OT US-BAYER-2012-113487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device complication  

8888253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888253 NON-EXPEDITED OT US-BAYER-2012-113132 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

8888254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888254 NON-EXPEDITED OT US-BAYER-2012-113142 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle spasms  
Post procedural haemorrhage  
Procedural pain  
Uterine cervix stenosis  

8888255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888255 NON-EXPEDITED OT US-BAYER-2012-114798 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8888256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888256 NON-EXPEDITED US-TEVA-368648USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8888273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888273 NON-EXPEDITED US-TEVA-368760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8888321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888321 NON-EXPEDITED OT US-BAYER-2012-113688 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Dermatitis allergic  
Hypersensitivity  
Nausea  

8888325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888325 NON-EXPEDITED US-BAYER-2012-114433 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8888368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888368 NON-EXPEDITED OT US-BAYER-2012-113664 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8888369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888369 NON-EXPEDITED OT US-BAYER-2012-113639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8888396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888396 NON-EXPEDITED US-BAYER-2012-115924 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  

8888397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888397 NON-EXPEDITED US-BAYER-2012-115972 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888398 NON-EXPEDITED US-BAYER-2012-113428 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8888400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888400 NON-EXPEDITED US-BAYER-2012-114302 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8888403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888403 NON-EXPEDITED US-BAYER-2012-116040 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888405 NON-EXPEDITED US-BAYER-2012-115962 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8888407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888407 NON-EXPEDITED US-BAYER-2012-116064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888408 NON-EXPEDITED US-BAYER-2012-116046 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888410 NON-EXPEDITED US-BAYER-2012-116022 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888412 NON-EXPEDITED US-BAYER-2012-115978 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8888417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888417 NON-EXPEDITED US-TEVA-368636USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hot flush Sprintec C  
Menstruation irregular  

8888433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888433 NON-EXPEDITED US-BAYER-2012-113705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888434 NON-EXPEDITED US-BAYER-2012-113349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adnexa uteri pain Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER
No adverse event  
Pain in extremity  

8888436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888436 NON-EXPEDITED US-BAYER-2012-116067 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888464 EXPEDITED (15-DAY) OT GB-BAYER-2012-113401 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haemorrhage  
Pain in extremity  
Suicidal ideation  
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Detailed Report
8888550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888550 NON-EXPEDITED US-TEVA-368874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8888588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888588 NON-EXPEDITED US-BAYER-2012-115816 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888591 NON-EXPEDITED US-BAYER-2012-115261 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Pain  

8888594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888594 NON-EXPEDITED US-BAYER-2012-115820 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8888598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888598 NON-EXPEDITED US-BAYER-2012-112995 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Metrorrhagia  
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Detailed Report
8888600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888600 NON-EXPEDITED US-BAYER-2012-115833 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888605 NON-EXPEDITED US-BAYER-2012-115607 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888609 NON-EXPEDITED US-BAYER-2012-115302 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

8888661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888661 NON-EXPEDITED US-BAYER-2012-111515 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

8888664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888664 NON-EXPEDITED US-BAYER-2012-115366 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hirsutism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888743 NON-EXPEDITED OT US-BAYER-2012-114416 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8888745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888745 NON-EXPEDITED OT US-BAYER-2012-114226 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8888802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888802 NON-EXPEDITED US-TEVA-368836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8888830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888830 NON-EXPEDITED US-TEVA-368814USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain VITAMINS C  
Menstruation irregular  

8888868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888868 NON-EXPEDITED US-TEVA-368806USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8888884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8888884 NON-EXPEDITED US-TEVA-368819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8889018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889018 NON-EXPEDITED US-TEVA-368590USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8889023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889023 NON-EXPEDITED US-TEVA-368810USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Atenolol C 50 Milligram Daily;  

Paxil C 40 Milligram Daily;  

8889047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889047 NON-EXPEDITED OT US-BAYER-2012-114420 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8889089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889089 NON-EXPEDITED US-TEVA-368613USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  
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Detailed Report
8889101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889101 NON-EXPEDITED US-BAYER-2012-102524 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry skin Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Erythema  
Ovarian cyst  
Rash  
Skin irritation  
Swelling face  

8889151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889151 NON-EXPEDITED US-TEVA-368786USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8889226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889226 NON-EXPEDITED OT US-BAYER-2012-114054 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Malaise  
Muscle spasms  

8889276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889276 NON-EXPEDITED US-BAYER-2012-102871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Weight increased  
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Detailed Report
8889278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8889278 EXPEDITED (15-DAY) OT GB-BAYER-2012-113923 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anal fissure Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8890994 NON-EXPEDITED US-TEVA-368876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  

8892803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8892803 DIRECT Y LT,OT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage AMETHIA S  
Menorrhagia  

8896233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8896233 DIRECT OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIRENA S  

Activities of daily living impaired  
Device dislocation  
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Detailed Report
8896246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8896246 DIRECT OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia MIRENA IUD S  
Amenorrhoea  
Depression  
Fatigue  
Gastrointestinal disorder  
Menstruation irregular  
Weight decreased  

8896249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8896249 DIRECT Y HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA  IUD S  
Device dislocation  
Dyspareunia  
Impaired work ability  
Muscle spasms  
Vaginal haemorrhage  
Vulvovaginal dryness  

8896252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2012 8896252 DIRECT OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Device dislocation  
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6943835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 6943835 EXPEDITED (15-DAY) HO SE-
BAYER-200915992GPV

41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyelonephritis MIRENA S INTRAUTERINE UNK  BAYER
Sepsis PLACEBO S SUBLINGUAL  
Pyrexia LEVONORGESTREL S INTRAUTERINE  BAYER
Abdominal pain Ciprofloxacin C  
Back pain Omeprazol C ORAL 20 mg (Daily Dose), QD,

oral
 

Flagyl C ORAL  
Flagyl C ORAL  
Kavepenin C ORAL  
FLAGYL C ORAL  

8784412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8784412 NON-EXPEDITED US-PFIZER
INC-2012220406

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed mood Lybrel S UNK  PFIZER
Irritability Lybrel S  PFIZER
Drug administration error  
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8835683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8835683 NON-EXPEDITED OT US-BAYER-2012-104195 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia MAXALT C 10 mg, PRN  
Abdominal pain LORATADINE C ORAL 10 mg, QD  
Device deployment issue SINGULAIR C 10 mg, HS  

AURALGAN
[BENZOCAINE,HYDROXYQUINOLI
NE SULFATE]

C INTRA-AURAL 3 drops each ear thrice
daily, PRN

 

LEVOTHYROXINE C ORAL 25 ?g, QD  

8889768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8889768 NON-EXPEDITED US-TEVA-368885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8889807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8889807 NON-EXPEDITED US-TEVA-368913USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8889947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8889947 NON-EXPEDITED US-TEVA-369013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
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8890006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890006 NON-EXPEDITED US-TEVA-368901USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8890055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890055 NON-EXPEDITED US-PFIZER
INC-2012270020

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic reaction Lybrel S UNK  PFIZER

8890079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890079 NON-EXPEDITED US-TEVA-368906USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8890110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890110 NON-EXPEDITED US-BAYER-2012-115421 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890131 NON-EXPEDITED US-BAYER-2012-114055 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8890189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890189 NON-EXPEDITED US-BAYER-2012-115822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8890190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890190 NON-EXPEDITED US-BAYER-2012-116287 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890193 NON-EXPEDITED US-BAYER-2012-116281 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890194 NON-EXPEDITED OT US-BAYER-2012-115508 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8890258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890258 NON-EXPEDITED US-TEVA-368888USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Yaz C  

8890303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890303 NON-EXPEDITED US-TEVA-368905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8890384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890384 NON-EXPEDITED OT US-BAYER-2012-114279 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8890388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890388 NON-EXPEDITED OT US-BAYER-2012-113640 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8890390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890390 NON-EXPEDITED US-BAYER-2012-116360 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8890410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890410 NON-EXPEDITED US-BAYER-2012-116471 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890411 NON-EXPEDITED US-BAYER-2012-116565 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8890413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890413 NON-EXPEDITED US-BAYER-2012-116512 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8890415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890415 NON-EXPEDITED US-BAYER-2012-116474 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890418 NON-EXPEDITED US-BAYER-2012-111128 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Irritability  
Mood altered  
Pruritus  

8890419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890419 NON-EXPEDITED US-BAYER-2012-112846 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  

8890420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890420 NON-EXPEDITED US-BAYER-2012-116323 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890423 NON-EXPEDITED US-BAYER-2012-116383 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

ORAL CONTRACEPTIVE NOS C ORAL  
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8890432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890432 EXPEDITED (15-DAY) HO,OT IE-BAYER-2012-113889 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nephrotic syndrome Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Rheumatoid arthritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890629 NON-EXPEDITED US-BAYER-2012-114171 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8890727 NON-EXPEDITED US-TEVA-368910USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8891071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891071 NON-EXPEDITED US-BAYER-2012-105798 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8891086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891086 EXPEDITED (15-DAY) HO NO-PFIZER
INC-2012274385

24 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure decreased LOETTE-28 S ORAL 1 DF, 1x/day  PFIZER
Anaphylactoid reaction  
Arthralgia  
Feeling cold  
Swelling  
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8891132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891132 EXPEDITED (15-DAY) OT CA-BAYER-2012-113959 22 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Headache  
Menorrhagia  
Migraine  
Ovarian cystectomy  
Pain  

8891243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891243 NON-EXPEDITED OT US-BAYER-2012-113683 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8891244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891244 NON-EXPEDITED US-BAYER-2012-108177 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8891278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891278 NON-EXPEDITED OT US-BAYER-2012-113719 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Menorrhagia  
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8891280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8891280 NON-EXPEDITED OT US-BAYER-2012-115741 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loop electrosurgical excision procedure Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  

8896440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8896440 DIRECT Y HO,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device deployment issue  
Device dislocation  
Uterine perforation  

8896632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2012 8896632 DIRECT OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered MIRENA S  
Anxiety  
Libido decreased  

8816005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8816005 EXPEDITED (15-DAY) OT GB-BAYER-2012-099073 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyelocaliectasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst Mirena S  BAYER
Blood bilirubin increased  
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Detailed Report
8879339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8879339 NON-EXPEDITED US-TEVA-367615USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Beyaz S  

8893189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893189 NON-EXPEDITED US-BAYER-2012-116061 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893194 NON-EXPEDITED OT US-BAYER-2012-114973 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Inappropriate schedule of drug administration  

8893212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893212 NON-EXPEDITED US-BAYER-2012-116822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893218 NON-EXPEDITED US-BAYER-2012-117071 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8893222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893222 NON-EXPEDITED US-BAYER-2012-116938 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893226 NON-EXPEDITED US-BAYER-2012-116862 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893240 NON-EXPEDITED US-BAYER-2012-117160 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8893243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893243 NON-EXPEDITED US-BAYER-2012-116528 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

8893246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893246 NON-EXPEDITED US-BAYER-2012-116270 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893250 NON-EXPEDITED US-BAYER-2012-117149 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8893255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893255 NON-EXPEDITED US-BAYER-2012-117175 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893257 NON-EXPEDITED US-BAYER-2012-117103 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893263 NON-EXPEDITED US-BAYER-2012-117002 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893269 NON-EXPEDITED US-BAYER-2012-116805 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893288 NON-EXPEDITED US-TEVA-369130USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
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Detailed Report
8893393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893393 NON-EXPEDITED US-TEVA-369048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
Menstruation irregular  

8893645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893645 NON-EXPEDITED US-TEVA-369105USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8893700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893700 NON-EXPEDITED US-BAYER-2012-115408 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate schedule of drug administration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893716 NON-EXPEDITED US-BAYER-2012-115463 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

8893723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893723 NON-EXPEDITED US-BAYER-2012-115479 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8893726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893726 NON-EXPEDITED US-BAYER-2012-116824 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8893995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893995 NON-EXPEDITED US-BAYER-2012-115469 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8893998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8893998 NON-EXPEDITED OT US-BAYER-2012-114902 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8894000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894000 NON-EXPEDITED US-BAYER-2012-117018 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8894004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894004 NON-EXPEDITED US-BAYER-2012-116907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8894161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894161 NON-EXPEDITED OT US-BAYER-2012-116943 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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8894201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894201 NON-EXPEDITED US-TEVA-368999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  

8894361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894361 NON-EXPEDITED US-TEVA-369007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8894377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894377 NON-EXPEDITED US-BAYER-2012-116825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8894451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894451 NON-EXPEDITED US-BAYER-2012-116894 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall Mirena S 20 mcg/24hr, CONT  BAYER
Arthralgia  
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8894692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894692 EXPEDITED (15-DAY) OT BR-PFIZER
INC-2010142477

36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Nordette-21 S ORAL 1 DF, 1x/day,

[levonorgestrel 0.15mg/
ethinyl estradiol0.03mg]

 PFIZER

Cholelithiasis Nordette-21 S ORAL 1 DF, 1x/day,
[levonorgestrel 0.15mg/
ethinyl estradiol0.03mg]

 PFIZER

Abnormal withdrawal bleeding  
Inappropriate schedule of drug administration  
Metrorrhagia  
Pain  

8894705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894705 NON-EXPEDITED HO US-BAYER-2012-114799 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine infection Mirena S  BAYER
Device difficult to use  
Pelvic discomfort  

8894708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894708 NON-EXPEDITED OT US-BAYER-2012-114781 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
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Detailed Report
8894759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8894759 NON-EXPEDITED US-TEVA-367253USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  

8895309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895309 NON-EXPEDITED OT US-BAYER-2012-114794 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8895315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895315 NON-EXPEDITED OT US-BAYER-2012-114927 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Headache  

8895376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895376 NON-EXPEDITED OT US-BAYER-2012-114607 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8895621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895621 NON-EXPEDITED US-BAYER-2012-112447 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural hypotension ORAL CONTRACEPTIVE NOS C ORAL UNK  
Post procedural discomfort  
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8895663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895663 NON-EXPEDITED US-TEVA-369053USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8895740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895740 NON-EXPEDITED US-BAYER-2012-115328 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Intentional medical device removal by patient  
Medical device discomfort  

8895745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895745 NON-EXPEDITED OT US-BAYER-2012-114901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8895762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895762 NON-EXPEDITED US-TEVA-369094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8895793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895793 NON-EXPEDITED US-TEVA-369015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8895889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895889 NON-EXPEDITED US-BAYER-2012-113029 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8895958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8895958 NON-EXPEDITED US-TEVA-369136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8896057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8896057 NON-EXPEDITED US-BAYER-2012-107455 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal burning sensation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8896060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8896060 EXPEDITED (15-DAY) OT US-BAYER-2012-114746 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abscess Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Perineal cyst  

8896084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8896084 NON-EXPEDITED OT US-BAYER-2012-114834 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8896140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8896140 EXPEDITED (15-DAY) OT US-BAYER-2012-114614 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  
Bipolar disorder  
Depression  
Headache  
Incorrect drug administration duration  
Pelvic inflammatory disease  
Weight increased  

8901327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8901327 NON-EXPEDITED US-TEVA-368617USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Muscle spasms  

8901682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2012 8901682 DIRECT RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
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7236997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 7236997 NON-EXPEDITED US-
BAYER-200942119NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Upper respiratory tract infection MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Facial pain  
Toothache  
Tooth infection  

8402285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8402285 NON-EXPEDITED US-TEVA-321838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
Vaginal haemorrhage  

8765394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8765394 NON-EXPEDITED OT US-BAYER-2012-088405 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8854709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8854709 NON-EXPEDITED US-BAYER-2012-109863 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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8860520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8860520 NON-EXPEDITED US-TEVA-366406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8882045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8882045 NON-EXPEDITED US-TEVA-367967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8885994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8885994 NON-EXPEDITED US-TEVA-368565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8886214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8886214 NON-EXPEDITED US-TEVA-368610USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Headache  
Nausea  

8898782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8898782 NON-EXPEDITED US-TEVA-369367USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8899042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899042 NON-EXPEDITED US-BAYER-2012-115596 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8899047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899047 NON-EXPEDITED US-BAYER-2012-115382 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  

8899059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899059 NON-EXPEDITED US-BAYER-2012-115356 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8899647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899647 EXPEDITED (15-DAY) OT CA-BAYER-2012-114769 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid cyst MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Arthralgia  
Breast tenderness  
Fatigue  
Headache  
Pain  
Thyroid neoplasm  
Weight increased  
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8899745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899745 NON-EXPEDITED OT US-BAYER-2012-114803 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device physical property issue  

8899749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899749 NON-EXPEDITED OT US-BAYER-2012-115324 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8899755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899755 NON-EXPEDITED OT US-BAYER-2012-115480 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8899760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899760 NON-EXPEDITED OT US-BAYER-2012-115269 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8899764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899764 NON-EXPEDITED OT US-BAYER-2012-115837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8899768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8899768 NON-EXPEDITED OT US-BAYER-2012-115459 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER

8900106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900106 EXPEDITED (15-DAY) OT US-BAYER-2012-115297 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain neoplasm Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8900143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900143 NON-EXPEDITED US-TEVA-369335USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8900211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900211 NON-EXPEDITED OT US-BAYER-2012-114477 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Pelvic pain  

8900213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900213 NON-EXPEDITED OT US-BAYER-2012-115251 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8900222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900222 NON-EXPEDITED OT US-BAYER-2012-115392 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8900224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900224 NON-EXPEDITED OT US-BAYER-2012-115398 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8900225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900225 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-114940 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Allergy to metals  
Amenorrhoea  
Pruritus  
Vaginal haemorrhage  

8900230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900230 NON-EXPEDITED OT US-BAYER-2012-115260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
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8900231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900231 EXPEDITED (15-DAY) OT US-BAYER-2012-114761 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S 20 mcg/24hr, CONT  BAYER
Face oedema  
Fall  
Joint dislocation  
Loss of consciousness  
Musculoskeletal pain  

8900512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900512 NON-EXPEDITED OT US-BAYER-2012-114966 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8900687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900687 EXPEDITED (15-DAY) OT AU-PFIZER
INC-2012275164

36 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hernia ETHINYL ESTRADIOL

\LEVONORGESTREL
S UNK  PFIZER

Drug dose omission VITAMIN D C  
INNER HEALTH POWDER C  

8900934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900934 NON-EXPEDITED US-TEVA-369306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8900955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900955 NON-EXPEDITED US-TEVA-367968USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8900967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8900967 NON-EXPEDITED US-BAYER-2012-117496 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling of body temperature change Climara Pro S TRANSDERMAL UNK  BAYER
Crying  
Depression  
Disturbance in attention  
Feeling of body temperature change  
Hyperaesthesia  
Paraesthesia  
Product adhesion issue  

8901161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901161 NON-EXPEDITED US-TEVA-369368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8901460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901460 NON-EXPEDITED US-BAYER-2012-117492 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8901462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901462 NON-EXPEDITED US-BAYER-2012-117516 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8901464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901464 NON-EXPEDITED US-BAYER-2012-117485 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901466 NON-EXPEDITED US-BAYER-2012-117338 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901468 NON-EXPEDITED US-BAYER-2012-117558 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8901470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901470 NON-EXPEDITED US-BAYER-2012-117565 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8901488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901488 NON-EXPEDITED US-BAYER-2012-116514 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea Mirena S  BAYER
Abdominal pain lower  
Drug ineffective  

8901490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901490 NON-EXPEDITED US-BAYER-2012-117478 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic discomfort Mirena S  BAYER
Abdominal pain lower  

8901492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901492 NON-EXPEDITED US-BAYER-2012-117314 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  

8901493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901493 NON-EXPEDITED US-BAYER-2012-117568 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8901496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901496 NON-EXPEDITED US-BAYER-2012-117347 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901500 NON-EXPEDITED US-BAYER-2012-117437 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901503 NON-EXPEDITED US-BAYER-2012-115399 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901504 NON-EXPEDITED OT US-BAYER-2012-114911 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Medical device complication  

8901505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901505 NON-EXPEDITED US-BAYER-2012-117327 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901507 NON-EXPEDITED US-BAYER-2012-117511 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,301 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8901509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901509 NON-EXPEDITED US-BAYER-2012-117554 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901512 NON-EXPEDITED US-BAYER-2012-117277 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8901514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8901514 NON-EXPEDITED US-BAYER-2012-117491 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8906321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906321 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

8906351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906351 DIRECT HO,DS,LT,RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S  BAYER
Gait disturbance  
Uterine perforation  
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Detailed Report
8906354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906354 DIRECT HO,DS,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA S  BAYER
Hypoaesthesia  
Hypothyroidism  
Muscle spasms  
Paraesthesia  

8906357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906357 DIRECT HO 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIRENA IUD S  

Abdominal pain  
Depression  
Device dislocation  
Dyspareunia  
Emotional disorder  
Uterine perforation  

8906360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906360 DIRECT OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE CONTSTANT DOSE 5 YR
Syncope  
Vaginal haemorrhage  
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Detailed Report
8906383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2012 8906383 DIRECT DS Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease MIRENA IUD S  
Libido disorder  
Pain  

8854153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8854153 NON-EXPEDITED OT US-BAYER-2012-107897 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8890119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8890119 EXPEDITED (15-DAY) CA,OT BR-TEVA-367123ISR 152 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital diaphragmatic hernia POSTINOR UNO S TRANSPLACENTAL  DURAMED
Foetal exposure during pregnancy  

 

8893202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8893202 NON-EXPEDITED US-BAYER-2012-113679 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  

Page: 12,304 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8893209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8893209 NON-EXPEDITED OT US-BAYER-2012-114317 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Headache  
Incorrect drug administration duration  
Sleep disorder  
Uterine leiomyoma  

8902010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902010 NON-EXPEDITED US-TEVA-369829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

KLONOPIN C ORAL  
NUVARING C VAGINAL  

8902062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902062 NON-EXPEDITED US-BAYER-2012-117768 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8902065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902065 NON-EXPEDITED US-BAYER-2012-118199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S  BAYER
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Detailed Report
8902101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902101 NON-EXPEDITED US-TEVA-367621USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8902203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902203 NON-EXPEDITED US-BAYER-2012-117854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902206 NON-EXPEDITED US-BAYER-2012-117977 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902240 NON-EXPEDITED US-TEVA-369744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8902242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902242 NON-EXPEDITED US-BAYER-2012-117990 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902248 NON-EXPEDITED US-BAYER-2012-118001 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,306 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8902254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902254 NON-EXPEDITED US-BAYER-2012-117935 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902256 NON-EXPEDITED US-BAYER-2012-117869 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902259 NON-EXPEDITED US-BAYER-2012-118000 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902261 NON-EXPEDITED US-BAYER-2012-117774 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902263 NON-EXPEDITED US-BAYER-2012-117859 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902267 NON-EXPEDITED US-BAYER-2012-117806 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8902270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902270 NON-EXPEDITED US-BAYER-2012-117850 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902274 NON-EXPEDITED US-BAYER-2012-117866 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902277 NON-EXPEDITED US-BAYER-2012-117851 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902281 NON-EXPEDITED US-BAYER-2012-117957 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902285 NON-EXPEDITED US-BAYER-2012-118015 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902309 NON-EXPEDITED US-BAYER-2012-117484 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8902313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902313 NON-EXPEDITED US-BAYER-2012-115510 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902325 NON-EXPEDITED OT US-BAYER-2012-116038 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mood altered  
Pain  

8902335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902335 NON-EXPEDITED US-TEVA-369812USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

TRINESSA C  
ANTIBIOTIC C  

8902349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902349 NON-EXPEDITED OT US-BAYER-2012-116031 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8902422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902422 EXPEDITED (15-DAY) HO US-BAYER-2012-115464 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic shock syndrome streptococcal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8902424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902424 NON-EXPEDITED OT US-BAYER-2012-115365 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8902538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902538 NON-EXPEDITED OT US-BAYER-2012-115891 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine infection Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Vaginal haemorrhage CIPRO C  
Vaginal haemorrhage ANTIBIOTICS C  
Uterine spasm  

8902545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902545 NON-EXPEDITED US-TEVA-369827USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8902609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902609 EXPEDITED (15-DAY) OT US-BAYER-2012-116073 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Tonsillitis streptococcal  

8902651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902651 NON-EXPEDITED US-TEVA-369760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8902685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902685 NON-EXPEDITED US-TEVA-369487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Lamictal C  

8902756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902756 NON-EXPEDITED US-TEVA-369764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8902797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902797 NON-EXPEDITED US-TEVA-369587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8902800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8902800 NON-EXPEDITED OT US-BAYER-2012-115861 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Menorrhagia  

8903229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903229 NON-EXPEDITED US-TEVA-369776USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  
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Detailed Report
8903347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903347 NON-EXPEDITED US-BAYER-2012-118362 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8903349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903349 NON-EXPEDITED US-BAYER-2012-118348 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8903409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903409 NON-EXPEDITED US-BAYER-2012-118131 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use Mirena S  BAYER

Mirena S  BAYER

8903479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903479 NON-EXPEDITED US-BAYER-2012-114865 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8903904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8903904 NON-EXPEDITED US-TEVA-369876USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
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Detailed Report
8904083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904083 NON-EXPEDITED US-TEVA-369778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8904196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904196 NON-EXPEDITED OT US-BAYER-2012-115848 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8904309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904309 EXPEDITED (15-DAY) OT DE-
GLAXOSMITHKLINE-
B0843265A

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature labour FORMOTEROL S UNKNOWN  GLAXOSMITHKLINE
Live birth Beclometasone dipropionate S UNKNOWN  GLAXOSMITHKLINE
Maternal exposure during pregnancy QUETIAPINE S UNKNOWN  GLAXOSMITHKLINE
Twin pregnancy CITALOPRAM S UNKNOWN  GLAXOSMITHKLINE

Restex S  
Madopar S UNKNOWN  
DOXEPIN S UNKNOWN  
ETHINYL ESTRADIOL S UNKNOWN  
LEVONORGESTREL S UNKNOWN  
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Detailed Report
8904311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904311 EXPEDITED (15-DAY) OT DE-
GLAXOSMITHKLINE-
B0843265B

Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory distress FORMOTEROL S TRANSPLACENTAL  GLAXOSMITHKLINE
Foetal exposure during pregnancy Beclometasone dipropionate S TRANSPLACENTAL  GLAXOSMITHKLINE
Premature delivery QUETIAPINE S TRANSPLACENTAL  GLAXOSMITHKLINE
Neonatal respiratory distress syndrome CITALOPRAM S TRANSPLACENTAL  GLAXOSMITHKLINE
Maternal drugs affecting foetus Restex S TRANSPLACENTAL  
Premature baby Madopar S TRANSPLACENTAL  

DOXEPIN S TRANSPLACENTAL  
ETHINYL ESTRADIOL S TRANSPLACENTAL  
LEVONORGESTREL S TRANSPLACENTAL  
CROMOGLICATE LISETIL S TRANSPLACENTAL  
REPROTEROL HYDROCHLORIDE S TRANSPLACENTAL  

8904553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904553 NON-EXPEDITED US-TEVA-369716USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

CYMBALTA C  
LESSINA C  

8904822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904822 NON-EXPEDITED OT US-BAYER-2012-115790 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Medical device discomfort  
Medical device pain  
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Detailed Report
8904828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8904828 NON-EXPEDITED OT US-BAYER-2012-115360 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  
Influenza like illness  
Vomiting  

8906281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8906281 DIRECT HO,LT,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease MIRENA IUD S 2 YEAR
Device dislocation  
Pregnancy with contraceptive device  
Scar  

8906296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2012 8906296 DIRECT HO,LT,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident MIRENA S  
Medical device complication  
Ovarian abscess  

8766666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8766666 NON-EXPEDITED OT US-BAYER-2012-089497 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  
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Detailed Report
8774344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8774344 NON-EXPEDITED OT US-BAYER-2012-090797 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Ovarian cyst  

8778227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8778227 NON-EXPEDITED OT US-BAYER-2012-092069 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Dyspareunia  
Pelvic pain  

8824599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8824599 NON-EXPEDITED OT US-BAYER-2012-101206 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Coital bleeding  
Genital haemorrhage  
Medical device discomfort  

8828226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8828226 NON-EXPEDITED OT US-BAYER-2012-104403 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8853245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8853245 NON-EXPEDITED US-BAYER-2012-107441 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PRENATAL VITAMINS C  

8853962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8853962 NON-EXPEDITED US-BAYER-2012-110028 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal Mirena S  BAYER

8902876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8902876 EXPEDITED (15-DAY) US-BAYER-2012-114895 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8903128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903128 NON-EXPEDITED US-TEVA-369904USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8903137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903137 NON-EXPEDITED US-TEVA-370051USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Headache  
Menstruation irregular  
Pelvic pain  
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Detailed Report
8903164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903164 NON-EXPEDITED US-TEVA-370060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nasopharyngitis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue Cymbalta C  

8903324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903324 NON-EXPEDITED US-BAYER-2012-118473 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8903327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903327 NON-EXPEDITED OT US-BAYER-2012-116505 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine leiomyoma  

8903334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903334 NON-EXPEDITED US-TEVA-369882USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Synthroid C  

8903433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903433 NON-EXPEDITED US-TEVA-369903USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8903560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903560 NON-EXPEDITED US-TEVA-369905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysuria  
Menstruation irregular  

8903566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903566 NON-EXPEDITED US-BAYER-2012-118126 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8903576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903576 NON-EXPEDITED US-TEVA-370056USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea ORTHO TRI CYCLEN C  

8903594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8903594 NON-EXPEDITED US-TEVA-370039USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Desogen S  

8904530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904530 NON-EXPEDITED US-TEVA-369889USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pregnancy after post coital contraception  
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Detailed Report
8904535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904535 NON-EXPEDITED US-TEVA-369907USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8904736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904736 NON-EXPEDITED OT US-BAYER-2012-117538 47 YR Female PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8904824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904824 NON-EXPEDITED US-BAYER-2012-118477 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8904840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904840 NON-EXPEDITED US-BAYER-2012-118430 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8904872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8904872 NON-EXPEDITED US-TEVA-370049USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8905199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905199 NON-EXPEDITED OT US-BAYER-2012-116047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8905201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905201 NON-EXPEDITED OT US-BAYER-2012-115850 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  

8905203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905203 NON-EXPEDITED OT US-BAYER-2012-115893 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8905206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905206 NON-EXPEDITED OT US-BAYER-2012-116477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8905223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905223 NON-EXPEDITED OT US-BAYER-2012-116037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8905313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905313 NON-EXPEDITED OT US-BAYER-2012-116382 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
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Detailed Report
8905315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905315 NON-EXPEDITED US-BAYER-2012-116580 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  

8905317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905317 NON-EXPEDITED OT US-BAYER-2012-115994 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abdominal pain upper  
Pyrexia  
Vomiting  

8905319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905319 NON-EXPEDITED US-BAYER-2012-117780 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8905337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905337 NON-EXPEDITED US-TEVA-369854USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8905508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905508 NON-EXPEDITED OT US-BAYER-2012-116397 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8905570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905570 NON-EXPEDITED US-TEVA-370064USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Menstruation irregular  

8905729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905729 NON-EXPEDITED OT US-BAYER-2012-115959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oligomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Breast tenderness  
Nausea  
Vaginal haemorrhage  

8905730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8905730 NON-EXPEDITED OT US-BAYER-2012-116238 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Endometrial disorder  
Ovarian cyst  

8906473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8906473 DIRECT HO,OT,RI 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache MIRENA S  
Asthenia  
Chest pain  
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Detailed Report
8906502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2012 8906502 DIRECT Y HO 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device dislocation  
Uterine perforation  

8131841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8131841 NON-EXPEDITED US-BAYER-2011-032436 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8142550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8142550 NON-EXPEDITED US-
BAYER-201035833NA

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menometrorrhagia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8770107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8770107 NON-EXPEDITED OT US-BAYER-2012-090168 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER

8776796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8776796 EXPEDITED (15-DAY) OT US-BAYER-2012-091907 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device component issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,324 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8814493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8814493 NON-EXPEDITED OT US-BAYER-2012-099872 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8828655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8828655 NON-EXPEDITED OT US-BAYER-2012-102559 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use XANAX C 1 mg, UNK  

IBUPROFEN C 600 mg, UNK  
VIODINE C  
T-Ti tabs C  

8841769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8841769 NON-EXPEDITED OT US-BAYER-2012-105040 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain LISINOPRIL/

HYDROCHLOROTHIAZIDE
C ORAL UNK UNK, QD  

Device expulsion ATENOLOL C 25 mg, QD  
Nausea LEVOTHYROXINE C 112 mg, QD  
Abdominal pain  

8893235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8893235 NON-EXPEDITED US-BAYER-2012-116480 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8906601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8906601 NON-EXPEDITED US-TEVA-370232USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Skin discolouration  

8906631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8906631 NON-EXPEDITED US-TEVA-370152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8906737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8906737 NON-EXPEDITED OT US-BAYER-2012-117336 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Pain  

8906795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8906795 NON-EXPEDITED US-TEVA-370128USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8906877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8906877 NON-EXPEDITED US-TEVA-370228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,326 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8907003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907003 NON-EXPEDITED US-TEVA-370235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8907052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907052 EXPEDITED (15-DAY) OT US-BAYER-2012-116224 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8907054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907054 NON-EXPEDITED US-TEVA-370250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Next Choice S ORAL  

8907057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907057 NON-EXPEDITED OT US-BAYER-2012-117074 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8907091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907091 NON-EXPEDITED US-TEVA-370238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Hydrocodone C  
Lithium C  
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Detailed Report
8907111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907111 NON-EXPEDITED US-BAYER-2012-116942 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8907114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907114 NON-EXPEDITED OT US-BAYER-2012-117179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S 20 mcg/24hr, CONT  BAYER

8907118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907118 NON-EXPEDITED OT US-BAYER-2012-117086 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8907120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907120 NON-EXPEDITED US-BAYER-2012-118993 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8907122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907122 NON-EXPEDITED US-BAYER-2012-118955 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8907127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907127 NON-EXPEDITED US-BAYER-2012-118798 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8907131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907131 NON-EXPEDITED US-BAYER-2012-113217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  

8907158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907158 NON-EXPEDITED OT US-BAYER-2012-117413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Amenorrhoea  
Device dislocation  
Drug ineffective  
Haematoma  
Mood swings  
Pregnancy with contraceptive device  
Vaginal discharge  

8907161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907161 NON-EXPEDITED US-BAYER-2012-119359 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8907163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907163 EXPEDITED (15-DAY) OT AR-BAYER-2012-115981 35 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Gastrointestinal angiodysplasia  
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Detailed Report
8907411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907411 NON-EXPEDITED US-TEVA-370289USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  

8907442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907442 NON-EXPEDITED US-TEVA-370019USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8907514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907514 NON-EXPEDITED OT US-BAYER-2012-116312 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device dislocation  

8907515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907515 NON-EXPEDITED US-BAYER-2012-117897 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMOXICILLINE S UNK  

8907518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8907518 NON-EXPEDITED OT US-BAYER-2012-118005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8908128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908128 NON-EXPEDITED OT US-BAYER-2012-117130 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8908135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908135 EXPEDITED (15-DAY) OT US-BAYER-2012-116999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Loss of consciousness  
Memory impairment  
Urinary incontinence  

8908471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908471 NON-EXPEDITED OT US-BAYER-2012-118301 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device issue  
Pain  
Uterine spasm  

8908553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908553 NON-EXPEDITED OT US-BAYER-2012-117739 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  
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8908865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908865 NON-EXPEDITED US-TEVA-370269USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Menstruation irregular  

8908879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8908879 NON-EXPEDITED US-TEVA-370025USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8909156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8909156 EXPEDITED (15-DAY) OT US-BAYER-2012-116393 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometriosis  
Fear of disease  
Haemorrhage in pregnancy  
Injury  
Pelvic pain  
Pregnancy  
Procedural haemorrhage  
Uterine perforation  

8910515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8910515 NON-EXPEDITED CA-TEVA-368397USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage PLAN B S ORAL 2 pills (2 x 0.75mg)  DURAMED
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8913010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8913010 DIRECT HO,OT,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device dislocation  

8913011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2012 8913011 DIRECT HO 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA S  
Haemorrhage  
Uterine perforation  

8769323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8769323 NON-EXPEDITED HO US-BAYER-2012-090630 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8839933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8839933 EXPEDITED (15-DAY) OT US-BAYER-2012-105634 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Genital haemorrhage  
Hypomenorrhoea  
Pelvic pain  
Traumatic haemorrhage  
Vaginal haemorrhage  
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8851927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8851927 NON-EXPEDITED OT US-BAYER-2012-107475 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8872501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8872501 NON-EXPEDITED US-BAYER-2012-112259 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8880075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8880075 NON-EXPEDITED US-TEVA-367879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Acne  
Breast tenderness  
Menstruation irregular  

8902602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8902602 EXPEDITED (15-DAY) OT DE-BAYER-2012-004808 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Prolonged labour  
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Detailed Report
8909332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909332 NON-EXPEDITED US-TEVA-370351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8909430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909430 NON-EXPEDITED US-BAYER-2012-117412 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8909484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909484 EXPEDITED (15-DAY) OT FR-BAYER-2012-117196 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Peritonitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8909487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909487 NON-EXPEDITED OT US-BAYER-2012-117832 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8909490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909490 NON-EXPEDITED OT US-BAYER-2012-118024 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8909492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909492 NON-EXPEDITED OT US-BAYER-2012-117805 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8909557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909557 NON-EXPEDITED US-TEVA-370377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8909864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8909864 NON-EXPEDITED US-TEVA-370409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Yasmin C  

8910000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910000 NON-EXPEDITED OT US-BAYER-2012-117362 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8910006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910006 NON-EXPEDITED US-TEVA-370396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8910028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910028 NON-EXPEDITED US-TEVA-370408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Antibiotics C  
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Detailed Report
8910039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910039 NON-EXPEDITED OT US-BAYER-2012-116530 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast enlargement  
Device issue  
Feeling abnormal  
Feeling jittery  
Mood altered  
Nausea  
Vaginal haemorrhage  

8910095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910095 NON-EXPEDITED US-TEVA-370405USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8910360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910360 NON-EXPEDITED US-BAYER-2012-118465 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Coital bleeding  
Nausea  

8910373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910373 NON-EXPEDITED US-BAYER-2012-119329 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,337 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8910385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910385 NON-EXPEDITED US-BAYER-2012-119344 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910387 NON-EXPEDITED US-BAYER-2012-118870 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910388 NON-EXPEDITED US-BAYER-2012-119392 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910389 NON-EXPEDITED US-BAYER-2012-119265 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910392 NON-EXPEDITED US-BAYER-2012-118395 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910394 NON-EXPEDITED US-BAYER-2012-117913 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device intolerance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8910397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910397 NON-EXPEDITED US-BAYER-2012-117479 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910399 NON-EXPEDITED US-BAYER-2012-118488 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8910401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910401 NON-EXPEDITED US-BAYER-2012-119247 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910404 NON-EXPEDITED US-BAYER-2012-119377 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910406 NON-EXPEDITED US-BAYER-2012-119468 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910408 NON-EXPEDITED US-BAYER-2012-118900 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8910414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910414 NON-EXPEDITED US-BAYER-2012-119447 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910415 NON-EXPEDITED US-BAYER-2012-118965 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910417 NON-EXPEDITED US-BAYER-2012-119001 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8910418 NON-EXPEDITED US-BAYER-2012-118949 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8912514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8912514 NON-EXPEDITED US-TEVA-370261USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Adipex C  

8912814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8912814 NON-EXPEDITED US-TEVA-370343USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
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Detailed Report
8912857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8912857 NON-EXPEDITED US-TEVA-370346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8913976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8913976 DIRECT HO,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

8913985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8913985 DIRECT Y OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA IUD S  
Muscle spasms  

8918825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8918825 DIRECT OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use MIRENA S  BAYER
Device dislocation  
Malaise  
Presyncope  
Procedural pain  
Uterine perforation  

8922842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2012 8922842 DIRECT OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion MIRENA S ENDOCERVICAL 1 IUD  Endocervical 5 YR
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Detailed Report
8301779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8301779 NON-EXPEDITED US-BAYER-2011-121117 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Menorrhagia  

8670284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8670284 EXPEDITED (15-DAY) OT US-BAYER-2012-070473 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8824833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8824833 NON-EXPEDITED OT US-BAYER-2012-102089 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8857241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8857241 EXPEDITED (15-DAY) OT CA-BAYER-2012-107942 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic anaemia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical polyp MIRENA S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion HYDROXYZINE C ORAL 25 mg, UNK  
Menorrhagia AMLODIPINE C ORAL 5 mg, UNK  

TOPIRAMATE C ORAL 25 mg, UNK  

8887183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8887183 NON-EXPEDITED US-BAYER-2012-115246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8899643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8899643 NON-EXPEDITED US-TEVA-369345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8900540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8900540 NON-EXPEDITED US-TEVA-369364USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8905917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8905917 NON-EXPEDITED US-TEVA-370090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8910785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910785 NON-EXPEDITED US-BAYER-2012-120025 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910791 NON-EXPEDITED US-BAYER-2012-119740 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8910826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910826 NON-EXPEDITED US-BAYER-2012-120010 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910830 NON-EXPEDITED US-BAYER-2012-119947 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910833 NON-EXPEDITED US-BAYER-2012-119729 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910835 NON-EXPEDITED US-BAYER-2012-119996 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910838 NON-EXPEDITED US-BAYER-2012-118856 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device intolerance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8910839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910839 NON-EXPEDITED US-BAYER-2012-119900 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8910843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910843 NON-EXPEDITED US-BAYER-2012-119965 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910847 NON-EXPEDITED US-BAYER-2012-119851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8910852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910852 NON-EXPEDITED US-BAYER-2012-119986 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910881 NON-EXPEDITED US-BAYER-2012-120001 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910885 NON-EXPEDITED US-BAYER-2012-119939 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8910998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8910998 NON-EXPEDITED US-BAYER-2012-119750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8911006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911006 NON-EXPEDITED US-BAYER-2012-119473 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hormone level abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Mood altered  

8911406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911406 NON-EXPEDITED US-BAYER-2012-118783 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8911408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911408 NON-EXPEDITED US-BAYER-2012-119480 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8911412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911412 NON-EXPEDITED US-BAYER-2012-117927 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervical pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8911417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911417 NON-EXPEDITED US-BAYER-2012-119701 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8911573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911573 NON-EXPEDITED OT US-BAYER-2012-117948 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
Pain  
Vaginal haemorrhage  

8911705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8911705 EXPEDITED (15-DAY) OT US-TEVA-370567USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pneumothorax SYNTHROID C ORAL  
Chest pain  
Dyspnoea  
Flatulence  
Myocardial infarction  

8912095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912095 NON-EXPEDITED US-BAYER-2012-120257 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER

8912143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912143 NON-EXPEDITED OT US-BAYER-2012-118402 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Device breakage  
Device difficult to use  
Device misuse  
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Detailed Report
8912181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912181 EXPEDITED (15-DAY) OT US-BAYER-2012-117779 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Dizziness  
Feeling abnormal  
Headache  
Insomnia  
Mood swings  
Nausea  

8912231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912231 NON-EXPEDITED US-TEVA-370493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8912258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912258 NON-EXPEDITED OT US-BAYER-2012-118127 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8912295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912295 NON-EXPEDITED US-BAYER-2012-119807 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
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Detailed Report
8912298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912298 NON-EXPEDITED US-BAYER-2012-119935 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8912300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912300 EXPEDITED (15-DAY) OT FR-BAYER-2012-117685 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Meningioma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8912317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912317 NON-EXPEDITED US-TEVA-370475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8912520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912520 NON-EXPEDITED US-PFIZER
INC-2012283057

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased Levonorgestrel, Ethinyl Estradiol S UNK  PFIZER

8912542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912542 NON-EXPEDITED US-TEVA-370481USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8912716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912716 NON-EXPEDITED US-TEVA-370487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Dyspnoea  
Nausea  

8912751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8912751 NON-EXPEDITED US-TEVA-370772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8914408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8914408 NON-EXPEDITED US-TEVA-370701USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8914422 NON-EXPEDITED CA-TEVA-368592USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B S ORAL 2 tabs (2x0.75mg)  DURAMED

8914424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8914424 NON-EXPEDITED CA-TEVA-369119USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B S ORAL 2 tb (2 x 0.75mg)  DURAMED
Dizziness  
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Detailed Report
8914452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8914452 NON-EXPEDITED US-TEVA-370697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8914576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8914576 NON-EXPEDITED US-TEVA-370668USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Nausea  

8915255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8915255 NON-EXPEDITED US-TEVA-370785USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular SYNTHROID C  

CYTOMEL C  

8915386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2012 8915386 NON-EXPEDITED US-TEVA-370730USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8341339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8341339 NON-EXPEDITED US-BAYER-2012-005055 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device issue  
Drug ineffective  

8486347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8486347 NON-EXPEDITED US-BAYER-2012-031132 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE UNK  BAYER
Drug ineffective  
Menstrual disorder  

8760856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8760856 EXPEDITED (15-DAY) OT US-BAYER-2012-086343 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device dislocation  
Device related infection  
Incorrect drug administration duration  
Libido decreased  
Procedural pain  

8796048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8796048 NON-EXPEDITED OT US-BAYER-2012-095434 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Pelvic pain  
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Detailed Report
8832154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8832154 NON-EXPEDITED US-BAYER-2012-104430 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8850047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8850047 EXPEDITED (15-DAY) OT BR-BAYER-2012-107943 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Amenorrhoea  
Drug ineffective  
Ectopic pregnancy with intrauterine device  
Genital haemorrhage  
Peritoneal haemorrhage  

8851144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8851144 EXPEDITED (15-DAY) HO,OT FI-BAYER-2012-101336 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Drug ineffective  
Intra-abdominal haemorrhage  
Postoperative wound infection  
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Detailed Report
8877003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8877003 NON-EXPEDITED US-TEVA-367531USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea FLONASE C  
Breast tenderness  
Dizziness  
Headache  

8889067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8889067 NON-EXPEDITED US-TEVA-368771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8893232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8893232 NON-EXPEDITED US-BAYER-2012-116774 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8900810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8900810 NON-EXPEDITED US-TEVA-369342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache UNSPECIFIED S  
Menstruation irregular  
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Detailed Report
8902912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8902912 NON-EXPEDITED US-TEVA-369490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  

8905289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8905289 NON-EXPEDITED US-TEVA-369884USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MULTIVITAMINS C  

8906564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8906564 NON-EXPEDITED US-TEVA-370129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMINS C  

8908977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8908977 NON-EXPEDITED US-TEVA-370130USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  

8913452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913452 NON-EXPEDITED US-BAYER-2012-120368 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8913453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913453 NON-EXPEDITED US-BAYER-2012-120507 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913455 NON-EXPEDITED US-BAYER-2012-120549 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913458 NON-EXPEDITED US-BAYER-2012-120414 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

8913460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913460 NON-EXPEDITED US-BAYER-2012-120454 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913462 NON-EXPEDITED US-BAYER-2012-120629 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8913478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913478 EXPEDITED (15-DAY) OT CN-BAYER-2012-118094 42 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatic mass Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Bone cyst  
Functional gastrointestinal disorder  
Hepatic cyst  
Off label use  
Ovarian cyst  

8913686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913686 NON-EXPEDITED US-BAYER-2012-119311 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Sensation of pressure  

8913689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913689 NON-EXPEDITED US-BAYER-2012-120424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913699 NON-EXPEDITED US-BAYER-2012-120568 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913744 NON-EXPEDITED OT US-BAYER-2012-118788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,357 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8913752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913752 NON-EXPEDITED OT US-BAYER-2012-118389 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913757 EXPEDITED (15-DAY) OT NL-BAYER-2012-119349 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER

8913764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913764 NON-EXPEDITED OT US-BAYER-2012-118354 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913802 NON-EXPEDITED US-BAYER-2012-120814 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8913804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913804 NON-EXPEDITED US-BAYER-2012-120526 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8913824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8913824 NON-EXPEDITED US-BAYER-2012-118922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast discomfort  
Facial pain  
Food craving  

8914019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914019 NON-EXPEDITED US-TEVA-370819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914067 NON-EXPEDITED US-BAYER-2012-118289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S Daily dose 20 mcg/24hr  BAYER
Device expulsion  
Menstrual disorder  
Polyp  

8914118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914118 NON-EXPEDITED US-TEVA-370964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Ovulation pain  
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Detailed Report
8914370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914370 NON-EXPEDITED US-TEVA-370954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914400 NON-EXPEDITED US-TEVA-370835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914509 EXPEDITED (15-DAY) HO,OT ES-BAYER-2012-118305 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Contusion  
Swelling face  

8914542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914542 EXPEDITED (15-DAY) OT FR-PFIZER
INC-2012283484

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia MINIDRIL S ethynilestradiol 30 ?g/

levonorgestrel 150 ?g
 PFIZER

8914634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914634 NON-EXPEDITED US-TEVA-370979USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8914681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914681 NON-EXPEDITED US-TEVA-371022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914695 NON-EXPEDITED US-TEVA-370943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8914769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914769 NON-EXPEDITED US-TEVA-371040USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8914808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914808 NON-EXPEDITED OT US-BAYER-2012-118306 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Dizziness  
Genital haemorrhage  
Nausea  

8914810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8914810 NON-EXPEDITED OT US-BAYER-2012-118484 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Incorrect drug administration duration Mirena S  BAYER
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Detailed Report
8915058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915058 NON-EXPEDITED OT US-BAYER-2012-121199 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915150 NON-EXPEDITED US-BAYER-2012-120739 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915153 NON-EXPEDITED US-BAYER-2012-113354 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

DEPO-PROVERA C  

8915223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915223 NON-EXPEDITED US-BAYER-2012-120812 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915226 NON-EXPEDITED US-BAYER-2012-120561 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915229 NON-EXPEDITED US-BAYER-2012-119971 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8915519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915519 NON-EXPEDITED US-BAYER-2012-120666 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915522 NON-EXPEDITED US-BAYER-2012-120396 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915529 NON-EXPEDITED US-BAYER-2012-120456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915531 NON-EXPEDITED US-BAYER-2012-120464 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915535 NON-EXPEDITED US-BAYER-2012-120410 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915537 NON-EXPEDITED US-BAYER-2012-120622 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8915546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915546 NON-EXPEDITED US-BAYER-2012-119985 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915550 NON-EXPEDITED US-BAYER-2012-119062 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8915643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915643 NON-EXPEDITED US-TEVA-371081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8915658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915658 NON-EXPEDITED US-TEVA-370773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Off label use  

8915737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915737 NON-EXPEDITED CA-TEVA-370828USA 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL  DURAMED

8915880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8915880 NON-EXPEDITED US-TEVA-370929USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8916051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8916051 NON-EXPEDITED US-BAYER-2012-118958 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8916052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8916052 NON-EXPEDITED US-BAYER-2012-121329 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8921951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8921951 DIRECT OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension MIRENA LOVONORGESTREL

52MG BAYER HEALTHCARE
PHARMACEUTICALS I

S INTRAUTERINE .20mg daily intra-uterine  BAYER

Abdominal pain  
Feeling cold  
Haemorrhage  
Hypoaesthesia  
Insomnia  
Paraesthesia  
Sensation of heaviness  
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Detailed Report
8921956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2012 8921956 DIRECT Y RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort MIRENA S INTRA-CERVICAL 1 insert 3 years

intracervical
2 YR

Back pain  
Headache  
Uterine disorder  
Vaginal odour  

8129248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8129248 NON-EXPEDITED US-BAYER-2011-043010 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypersensitivity  

8815457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8815457 NON-EXPEDITED OT US-BAYER-2012-100137 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Pain CYTOTEC C ORAL 100 ?g, QD  
Device difficult to use CYTOTEC C ORAL 100 ?g, QD  

LIDOCAIN C UNK  
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Detailed Report
8825878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8825878 NON-EXPEDITED OT US-BAYER-2012-104451 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Adverse event  
Asthenia  
Constipation  
Crying  
Feeling abnormal  
Screaming  
Vaginal haemorrhage  

8834543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8834543 NON-EXPEDITED OT US-BAYER-2012-106246 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER

8874540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8874540 NON-EXPEDITED US-BAYER-2012-114026 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

8880505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8880505 NON-EXPEDITED US-BAYER-2012-113175 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
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Detailed Report
8893272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8893272 NON-EXPEDITED US-BAYER-2012-116998 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916176 NON-EXPEDITED US-TEVA-371123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8916203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916203 NON-EXPEDITED US-TEVA-371129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8916308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916308 NON-EXPEDITED US-BAYER-2012-120475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916310 NON-EXPEDITED US-BAYER-2012-118784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Appendix disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8916318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916318 NON-EXPEDITED US-BAYER-2012-121408 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916323 NON-EXPEDITED US-TEVA-371086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8916329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916329 NON-EXPEDITED US-TEVA-371132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8916369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916369 NON-EXPEDITED US-BAYER-2012-121375 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916372 NON-EXPEDITED US-BAYER-2012-120809 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8916374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916374 NON-EXPEDITED US-BAYER-2012-121165 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Headache  
Pain of skin  

8916377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916377 NON-EXPEDITED US-BAYER-2012-121085 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916381 NON-EXPEDITED US-BAYER-2012-121162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916583 NON-EXPEDITED OT US-BAYER-2012-121437 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916630 EXPEDITED (15-DAY) OT BE-BAYER-2012-108543 29 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Hypoglycaemia  
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Detailed Report
8916639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916639 NON-EXPEDITED OT US-BAYER-2012-119417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8916646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916646 EXPEDITED (15-DAY) OT US-BAYER-2012-118437 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile haemorrhage Mirena S  BAYER
Penis injury  

8916653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916653 NON-EXPEDITED OT US-BAYER-2012-118995 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Vaginal haemorrhage  

8916925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8916925 NON-EXPEDITED CA-TEVA-370830USA 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL  DURAMED

8917138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917138 NON-EXPEDITED US-BAYER-2012-118360 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
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Detailed Report
8917268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917268 NON-EXPEDITED OT US-BAYER-2012-118992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Poor quality drug administered  

8917488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917488 EXPEDITED (15-DAY) OT US-BAYER-2012-118780 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hemiparesis  
Paraesthesia  

8917540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917540 NON-EXPEDITED US-BAYER-2012-121432 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917541 NON-EXPEDITED US-BAYER-2012-121168 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917542 NON-EXPEDITED US-BAYER-2012-119025 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
8917545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917545 NON-EXPEDITED US-BAYER-2012-121330 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8917546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917546 NON-EXPEDITED US-BAYER-2012-120815 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8917547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917547 NON-EXPEDITED US-BAYER-2012-121183 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917549 NON-EXPEDITED US-BAYER-2012-120649 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917554 NON-EXPEDITED US-BAYER-2012-121391 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8917557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917557 NON-EXPEDITED US-BAYER-2012-118794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8917560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917560 NON-EXPEDITED US-BAYER-2012-119471 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

8917564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917564 NON-EXPEDITED US-BAYER-2012-120811 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917566 NON-EXPEDITED US-BAYER-2012-121422 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917568 NON-EXPEDITED US-BAYER-2012-121250 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8917818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917818 NON-EXPEDITED US-TEVA-371121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8917819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8917819 EXPEDITED (15-DAY) HO JP-PFIZER
INC-2012284723

52 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction Ange-28 S ORAL 1 DF, 1x/day  PFIZER

8922175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2012 8922175 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety MIRENA IUD S  
Chills  
Dizziness  
Haemorrhage  
Hypoaesthesia  
Insomnia  
Libido decreased  
Night sweats  
Paraesthesia  
Pruritus generalised  
Pyrexia  
Vision blurred  
Vitamin D decreased  

8666939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8666939 NON-EXPEDITED OT US-BAYER-2012-068655 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Drug ineffective  
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Detailed Report
8677099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8677099 NON-EXPEDITED OT US-BAYER-2012-071138 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Menometrorrhagia  
Vaginal discharge  
Vaginitis bacterial  

8694316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8694316 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-074516 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amniorrhoea  
Drug ineffective  
Placental disorder  
Postpartum depression  
Stillbirth  

8766667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8766667 NON-EXPEDITED OT US-BAYER-2012-089517 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
8796351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8796351 EXPEDITED (15-DAY) OT CA-BAYER-2012-094623 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthropathy MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Blepharospasm  
Chemical poisoning  
Depression  
Disturbance in attention  
Dry skin  
Dyspnoea  
Fatigue  
Gallbladder pain  
Insomnia  
Libido decreased  
Migraine  
Myalgia  
Palpitations  
Weight increased  

8837929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8837929 NON-EXPEDITED OT US-BAYER-2012-105319 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
Abdominal pain  
Device dislocation  
Device ineffective  
Pelvic pain  
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Detailed Report
8911861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8911861 NON-EXPEDITED OT US-TEVA-370386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  

8918908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8918908 NON-EXPEDITED US-BAYER-2012-122255 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8919115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919115 NON-EXPEDITED US-BAYER-2012-121608 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919174 NON-EXPEDITED OT US-BAYER-2012-119461 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8919177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919177 NON-EXPEDITED OT US-BAYER-2012-119842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8919179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919179 NON-EXPEDITED OT US-BAYER-2012-119755 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8919185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919185 NON-EXPEDITED OT US-BAYER-2012-119744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
Menopause  
Menstruation irregular  

8919204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919204 NON-EXPEDITED OT US-BAYER-2012-118800 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse drug reaction  
Headache  
Ovarian cyst  
Vulvovaginal pain  

8919207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919207 NON-EXPEDITED OT US-BAYER-2012-118835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8919220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919220 NON-EXPEDITED OT US-BAYER-2012-118806 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8919360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919360 NON-EXPEDITED US-BAYER-2012-121334 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Fatigue  
Headache  
Myalgia  
Nausea  

8919533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919533 NON-EXPEDITED US-BAYER-2012-121898 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8919537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919537 NON-EXPEDITED US-BAYER-2012-121780 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8919539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919539 NON-EXPEDITED US-BAYER-2012-121876 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919540 NON-EXPEDITED US-BAYER-2012-119928 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919542 NON-EXPEDITED US-BAYER-2012-121828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919543 NON-EXPEDITED US-BAYER-2012-121793 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919545 NON-EXPEDITED US-BAYER-2012-121771 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8919623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919623 NON-EXPEDITED US-BAYER-2012-120626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  
Drug ineffective  

8919632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919632 NON-EXPEDITED US-BAYER-2012-121139 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8919778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919778 EXPEDITED (15-DAY) HO RU-BAYER-2012-119519 43 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer stage I Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

8919782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919782 NON-EXPEDITED US-BAYER-2012-121489 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919783 NON-EXPEDITED US-BAYER-2012-121612 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8919787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919787 NON-EXPEDITED US-BAYER-2012-121765 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8919810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919810 EXPEDITED (15-DAY) OT US-BAYER-2012-121194 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Crying  
Depressed mood  
Depression  

8919819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919819 EXPEDITED (15-DAY) OT US-BAYER-2012-120844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal mass Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abortion spontaneous  
Adnexa uteri pain  
Breast mass  
Breast tenderness  
Device misuse  
Dyspareunia  
Galactorrhoea  
Ovarian enlargement  
Pregnancy with contraceptive device  
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Detailed Report
8919910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919910 NON-EXPEDITED US-BAYER-2012-119827 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8919944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8919944 NON-EXPEDITED US-BAYER-2012-118996 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Irritability Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal distension  
Breast tenderness  
Dyspareunia  
Libido decreased  
Vaginal discharge  

8920195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8920195 NON-EXPEDITED OT US-BAYER-2012-122363 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst  

8920661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8920661 NON-EXPEDITED US-TEVA-371093USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain CYMBALTA C  
Menstruation irregular CYMBALTA C  
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Detailed Report
8921654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8921654 NON-EXPEDITED US-TEVA-371366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ALLERGY MEDICATION C  

8932524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2012 8932524 DIRECT Y HO,DS,CA,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident LEVORA WATSON S ORAL 1 tablet once daily oral  WATSON
Metrorrhagia  

8920122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2012 8920122 EXPEDITED (15-DAY) OT US-BAYER-2012-122337 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gonorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8923540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2012 8923540 NON-EXPEDITED US-BAYER-2012-113318 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE `20 mcg/24hr, CONT  BAYER
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Detailed Report
8015782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8015782 EXPEDITED (15-DAY) OT US-BAYER-2011-052128 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Ascites  
Exposure during breast feeding  
Inappropriate schedule of drug administration  
Pelvic pain  
Procedural pain  
Proctalgia  
Scar  
Uterine perforation  
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Detailed Report
8112260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8112260 NON-EXPEDITED OT US-BAYER-2011-026490 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abdominal pain MAGNESIUM CITRATE C  
Procedural pain FLEET ENEMA C  
Abdominal distension  
Abdominal pain upper  
Abortion spontaneous  
Alopecia  
Asthenia  
Depression  
Dizziness  
Dysmenorrhoea  
Fatigue  
Feeling hot  
Hyperhidrosis  
Menorrhagia  
Mood altered  
Nausea  
Polymenorrhoea  
Post procedural haemorrhage  
Vision blurred  
Weight increased  
Weight loss poor  
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Detailed Report
8545164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8545164 EXPEDITED (15-DAY) OT US-BAYER-2012-040920 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Helicobacter infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Menstruation delayed  
Pelvic infection  
Pelvic pain  
Weight decreased  

8736878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8736878 EXPEDITED (15-DAY) ZA-BAYER-2012-078961 29 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Polyp MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8766668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8766668 EXPEDITED (15-DAY) OT US-BAYER-2012-089554 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsions local Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Trigeminal neuralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Migraine FLAXSEED OIL C ORAL 1000 mg, ONCE  
Dysphagia OTHER CHOLESTEROL AND

TRIGLYCERIDE REDUCERS
C ORAL 500 mg, ONCE  

Excessive eye blinking OTHER CHOLESTEROL AND
TRIGLYCERIDE REDUCERS

C ORAL 100 mg, ONCE  

Dyskinesia  
Headache  
Muscle contracture  
Tic  
Vision blurred  
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Detailed Report
8806296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8806296 EXPEDITED (15-DAY) HO DE-BAYER-2012-096670 55 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Papillary serous endometrial carcinoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
Ovarian epithelial cancer metastatic  

8811221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8811221 EXPEDITED (15-DAY) HO US-BAYER-2012-099258 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Activities of daily living impaired  
Amnesia  
Convulsion  
Diarrhoea  
Fatigue  
Gait disturbance  
Gastric disorder  
Headache  
Hypersomnia  
Hypoaesthesia  
Impaired driving ability  
Impaired work ability  
Nausea  
Paraesthesia  
Quality of life decreased  
Tonsillitis  
Urinary incontinence  
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Detailed Report
8826261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8826261 NON-EXPEDITED US-BAYER-2012-102304 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  

8830645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8830645 NON-EXPEDITED US-BAYER-2012-102099 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

8842860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8842860 NON-EXPEDITED OT US-BAYER-2012-108227 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER

IBUPROFEN C 400 mg, PRN  BAYER
PNV C 1 UNK, UNK  

8852174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8852174 NON-EXPEDITED US-BAYER-2012-110304 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8902611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8902611 NON-EXPEDITED US-BAYER-2012-118292 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8910788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8910788 NON-EXPEDITED US-BAYER-2012-120019 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8916642 NON-EXPEDITED OT US-BAYER-2012-118915 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8922675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922675 EXPEDITED (15-DAY) OT NO-BAYER-2012-092456 43 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Meniere's disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse Mirena S 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural pain  

8922714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922714 NON-EXPEDITED US-BAYER-2012-120665 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error  

8922722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922722 NON-EXPEDITED OT US-BAYER-2012-121349 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adnexa uteri pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Ovarian cyst  
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Detailed Report
8922727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922727 NON-EXPEDITED US-BAYER-2012-121494 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritable bowel syndrome Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Depression  
Dyspepsia  
Gastrooesophageal reflux disease  

8922730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922730 NON-EXPEDITED OT US-BAYER-2012-121309 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8922733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922733 NON-EXPEDITED OT US-BAYER-2012-121193 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Malaise  
Procedural pain  
Stress  
Uterine haemorrhage  

8922739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922739 NON-EXPEDITED OT US-BAYER-2012-121315 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8922758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922758 NON-EXPEDITED US-BAYER-2012-119922 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  

8922771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922771 NON-EXPEDITED US-BAYER-2012-120904 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

8922775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922775 NON-EXPEDITED OT US-BAYER-2012-120655 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8922784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922784 NON-EXPEDITED US-BAYER-2012-120557 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
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Detailed Report
8922792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922792 EXPEDITED (15-DAY) HO,DS US-BAYER-2012-120592 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast pain  
Breast tenderness  
Infertility female  
Menstruation irregular  
Migraine  
Ovarian enlargement  

8922795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922795 NON-EXPEDITED OT US-BAYER-2012-120749 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8922803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922803 NON-EXPEDITED US-BAYER-2012-117744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Panic reaction  

8922807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922807 NON-EXPEDITED US-BAYER-2012-119335 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8922820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922820 NON-EXPEDITED US-BAYER-2012-119970 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema nodosum Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Pruritus  
Rash papular  

8922825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922825 EXPEDITED (15-DAY) OT US-BAYER-2012-119885 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Anxiety  
Circulatory collapse  
Face injury  
Hypotension  
Loss of consciousness  
Mood swings  

8922844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922844 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-110035 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fallopian tube cyst NAPROSYN C 500 mg, BID  
Fallopian tube torsion FLEXERIL C 10 mg, TID  
Pelvic pain HYDROCODONE

[HYDROCODONE]
C 5-500mg Q4H PRN  
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Detailed Report
8922855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922855 NON-EXPEDITED US-BAYER-2012-119435 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8922858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2012 8922858 NON-EXPEDITED US-BAYER-2012-119860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8657532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8657532 EXPEDITED (15-DAY) OT US-BAYER-2012-066687 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genitourinary chlamydia infection Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8671190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8671190 NON-EXPEDITED HO US-BAYER-2012-071455 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  

8679416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8679416 NON-EXPEDITED OT US-BAYER-2012-072751 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Malaise  
Pelvic pain  
Product contamination microbial  
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Detailed Report
8842973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8842973 NON-EXPEDITED OT US-BAYER-2012-106180 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Vaginal haemorrhage  

8844373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8844373 NON-EXPEDITED OT US-BAYER-2012-106825 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use ANAESTHETICS C UNK  

8853982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8853982 NON-EXPEDITED US-BAYER-2012-107679 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8880745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8880745 EXPEDITED (15-DAY) OT US-BAYER-2012-113095 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

8886137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8886137 NON-EXPEDITED OT US-BAYER-2012-113185 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8888248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8888248 NON-EXPEDITED OT US-BAYER-2012-113191 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Procedural haemorrhage  

8890759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8890759 NON-EXPEDITED US-BAYER-2012-112965 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8900833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8900833 NON-EXPEDITED OT US-BAYER-2012-115451 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8904217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8904217 NON-EXPEDITED US-BAYER-2012-118480 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Climara Pro S TRANSDERMAL  BAYER
Pruritus  
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Detailed Report
8909318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8909318 EXPEDITED (15-DAY) OT CA-BAYER-2012-117290 64 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain lower  
Rectal haemorrhage  

8922346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8922346 EXPEDITED (15-DAY) OT US-BAYER-2012-120332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8923760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923760 NON-EXPEDITED US-BAYER-2012-122366 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometrial hyperplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8923762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923762 NON-EXPEDITED US-BAYER-2012-122257 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomyces test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8923763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923763 NON-EXPEDITED OT US-BAYER-2012-118912 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8923819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923819 EXPEDITED (15-DAY) HO US-BAYER-2012-121755 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coma 7 different medications C  
Headache  

8923830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923830 NON-EXPEDITED US-BAYER-2012-123686 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection Mirena S 20 mcg/24hr, CONT  BAYER

8923874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923874 EXPEDITED (15-DAY) OT DE-BAYER-2012-122870 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8923888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923888 EXPEDITED (15-DAY) HO,OT BR-BAYER-2012-117588 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometriosis ALLURENE S ORAL UNK  
Pulmonary embolism Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Fatigue Xarelto S ORAL 20 mg, QD  
Dyspnoea Xarelto S  
Chest pain Marevan C UNK  
Cyanosis PANTOPRAZOLE C ORAL 40 mg, QD  
Fatigue Domperidone C ORAL 10 mg, QD  
Syncope BUSCOPAN COMPOSTO C ORAL 2 DF, PRN  
Deep vein thrombosis bi-profenid C ORAL UNK  
Pain in extremity FLUDROCORTISONE C  
Incorrect dose administered  
Nausea  
Skin discolouration  

8923897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923897 EXPEDITED (15-DAY) OT SE-BAYER-2012-121544 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation NEOVLETTA S  BAYER
Mental disorder Yasmin S  BAYER
Asthenia LEVONORGESTREL S SUBDERMAL UNK  
Fatigue  
Menorrhagia  
Vaginal haemorrhage  
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Detailed Report
8923902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923902 NON-EXPEDITED US-TEVA-371204USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  

8923918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923918 NON-EXPEDITED US-TEVA-371386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8923958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8923958 NON-EXPEDITED OT US-BAYER-2012-123479 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8924120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8924120 NON-EXPEDITED US-TEVA-371391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8924121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8924121 NON-EXPEDITED US-TEVA-371406USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular MINOCYCLINE C  
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Detailed Report
8924688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8924688 NON-EXPEDITED US-BAYER-2012-120389 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S  BAYER
Hot flush  
Hyperhidrosis  

8924692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8924692 NON-EXPEDITED US-BAYER-2012-123555 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical dysplasia  

8924934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8924934 NON-EXPEDITED OT US-BAYER-2012-123581 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925417 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain MIRENA IUD 5 YEAR PLAN

BAYER BAYER
S  BAYER

Amenorrhoea  
Coital bleeding  
Medical device complication  
Muscle spasms  
Pelvic inflammatory disease  
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Detailed Report
8925453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925453 DIRECT HO,DS,LT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism LUTERA 1/20 A/WATSON S ORAL 1/20 Once a day po 3 MTH WATSON

8925555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925555 NON-EXPEDITED US-BAYER-2012-122176 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925558 NON-EXPEDITED US-BAYER-2012-121438 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925561 NON-EXPEDITED US-BAYER-2012-122427 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925584 NON-EXPEDITED US-BAYER-2012-122219 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925587 NON-EXPEDITED US-BAYER-2012-123518 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8925589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925589 NON-EXPEDITED US-BAYER-2012-122400 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925613 NON-EXPEDITED US-BAYER-2012-122266 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8925617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925617 NON-EXPEDITED US-BAYER-2012-122417 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925620 NON-EXPEDITED US-BAYER-2012-122414 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925629 NON-EXPEDITED US-BAYER-2012-122235 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925922 NON-EXPEDITED US-BAYER-2012-123708 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8925928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8925928 NON-EXPEDITED US-BAYER-2012-123702 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8926189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926189 NON-EXPEDITED US-BAYER-2012-122471 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse drug reaction  

8926191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926191 NON-EXPEDITED OT US-BAYER-2012-122293 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  

8926197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926197 NON-EXPEDITED US-BAYER-2012-122520 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8926217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926217 EXPEDITED (15-DAY) CA US-BAYER-2012-121837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital neurological disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8926218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926218 EXPEDITED (15-DAY) OT SE-BAYER-2012-120415 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Choking Mirena S TRANSAMMMARY UNK  BAYER

8926219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8926219 EXPEDITED (15-DAY) DS GB-BAYER-2012-121314 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Myalgia  

8928032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8928032 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise MIRENA IUD S  
Affective disorder  
Anxiety  
Menorrhagia  
Nausea  

8928356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8928356 DIRECT OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD NOT SURE OF

HORMONE LEVEL MIRENA
S  

Activities of daily living impaired  
Device dislocation  
Impaired work ability  
Procedural pain  
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Detailed Report
8928717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8928717 DIRECT DE,HO,DS,LT,CA,OT,RI 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

8928736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2012 8928736 DIRECT RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin disorder MIRENA, BIRTH CONTROL IUD S VAGINAL  
Abdominal pain  
Acne  
Affective disorder  
Complication of device removal  
Device breakage  
Device dislocation  
Emotional disorder  
Hair growth abnormal  

8559608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8559608 EXPEDITED (15-DAY) HO US-BAYER-2012-044377 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device breakage  

8817644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8817644 NON-EXPEDITED OT US-BAYER-2012-100445 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation ORAL CONTRACEPTIVE NOS C  
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Detailed Report
8828492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8828492 NON-EXPEDITED OT US-BAYER-2012-102281 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANALGESICS C UNK  

8835721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8835721 NON-EXPEDITED OT US-BAYER-2012-104464 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain LIDOCAINE C UNK  
Device dislocation  

8850893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8850893 NON-EXPEDITED US-BAYER-2012-106826 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Drug ineffective  
Fatigue  
Feeling abnormal  
Nausea  

8859209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8859209 NON-EXPEDITED OT US-BAYER-2012-108882 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
8868643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8868643 NON-EXPEDITED OT US-BAYER-2012-109185 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  

8875883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8875883 NON-EXPEDITED OT US-BAYER-2012-109112 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8879758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8879758 NON-EXPEDITED OT US-BAYER-2012-111794 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Pain  

8906765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8906765 NON-EXPEDITED US-TEVA-370122USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8923997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8923997 NON-EXPEDITED OT US-BAYER-2012-121457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8924032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924032 NON-EXPEDITED OT US-BAYER-2012-122216 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8924077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924077 NON-EXPEDITED US-BAYER-2012-123727 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924081 NON-EXPEDITED US-BAYER-2012-123643 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924083 EXPEDITED (15-DAY) OT US-BAYER-2012-122256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomyces test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924087 NON-EXPEDITED US-BAYER-2012-123974 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Mood swings  
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Detailed Report
8924093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924093 NON-EXPEDITED US-BAYER-2012-123644 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924097 NON-EXPEDITED US-BAYER-2012-123930 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

8924101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924101 NON-EXPEDITED OT US-BAYER-2012-122312 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Genital haemorrhage  

8924104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924104 NON-EXPEDITED US-BAYER-2012-123595 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8924107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924107 NON-EXPEDITED OT US-BAYER-2012-123529 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
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Detailed Report
8924111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924111 NON-EXPEDITED US-BAYER-2012-123953 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device issue  

8924115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924115 NON-EXPEDITED OT US-BAYER-2012-123740 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924118 NON-EXPEDITED OT US-BAYER-2012-121836 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8924127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924127 NON-EXPEDITED OT US-BAYER-2012-121737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924134 NON-EXPEDITED US-BAYER-2012-123795 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8924137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924137 NON-EXPEDITED US-BAYER-2012-123696 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8924142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924142 NON-EXPEDITED US-BAYER-2012-123884 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924147 NON-EXPEDITED OT US-BAYER-2012-123565 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924154 NON-EXPEDITED US-BAYER-2012-123733 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  

8924159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924159 NON-EXPEDITED US-BAYER-2012-123828 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8924168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924168 NON-EXPEDITED US-BAYER-2012-123807 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8924253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924253 NON-EXPEDITED OT US-BAYER-2012-121704 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924257 NON-EXPEDITED OT US-BAYER-2012-121731 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Pain  

8924266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924266 NON-EXPEDITED OT US-BAYER-2012-086594 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8924267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8924267 NON-EXPEDITED OT US-BAYER-2012-121814 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
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Detailed Report
8926376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926376 NON-EXPEDITED US-BAYER-2012-123803 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8926406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926406 NON-EXPEDITED US-TEVA-372203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8926439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926439 NON-EXPEDITED US-TEVA-372048USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensation of pressure PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
Vaginal discharge  

8926449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926449 NON-EXPEDITED US-BAYER-2012-124291 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8926484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926484 NON-EXPEDITED US-TEVA-371599USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Oropharyngeal pain  
Pain  
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Detailed Report
8926522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926522 NON-EXPEDITED US-TEVA-372057USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed Clonazepam C  

Cymbalta C  

8926554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926554 NON-EXPEDITED US-TEVA-372061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  

8926590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926590 NON-EXPEDITED US-TEVA-372163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8926615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926615 NON-EXPEDITED US-TEVA-371624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8926700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926700 NON-EXPEDITED OT US-BAYER-2012-122341 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8926815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926815 NON-EXPEDITED US-009507513-1211USA
008696

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage DESOGEN S ORAL UNK  MERCK
Vaginal discharge PLAN B S ORAL 1.5 Microgram, qd  
Menstruation delayed  

8926832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926832 NON-EXPEDITED US-TEVA-372182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8926858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926858 NON-EXPEDITED US-TEVA-372209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8926890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926890 NON-EXPEDITED US-TEVA-372166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
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Detailed Report
8926942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926942 NON-EXPEDITED US-TEVA-371414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pelvic pain  
Pregnancy after post coital contraception  

8926991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8926991 NON-EXPEDITED US-TEVA-372060USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8927022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927022 EXPEDITED (15-DAY) OT CA-BAYER-2012-120569 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Intra-uterine contraceptive device removal  

8927068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927068 EXPEDITED (15-DAY) OT FR-PFIZER
INC-2012290404

27 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction TRINORDIOL S ORAL 1 DF, 1x/day  PFIZER
Drug ineffective GILENYA S ORAL 0.5 mg, 1x/day  
Abortion induced  
Pregnancy on contraceptive  
Unintended pregnancy  
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8927141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927141 NON-EXPEDITED US-TEVA-372174USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8927196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927196 NON-EXPEDITED US-TEVA-372201USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8927222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927222 NON-EXPEDITED US-BAYER-2012-124245 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8927251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927251 EXPEDITED (15-DAY) OT AU-BAYER-2012-121479 34 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chemical poisoning Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Night sweats  

8927304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927304 NON-EXPEDITED US-TEVA-372153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
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Detailed Report
8927309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927309 NON-EXPEDITED US-TEVA-372158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8927318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927318 NON-EXPEDITED US-TEVA-372146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urine odour abnormal PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
Urine abnormality  
Vulvovaginal pain  

8927368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927368 NON-EXPEDITED US-TEVA-372054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8927374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927374 NON-EXPEDITED US-TEVA-372191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8927409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927409 NON-EXPEDITED US-BAYER-2012-124311 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8927422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927422 NON-EXPEDITED US-TEVA-371630USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S  

8927476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927476 NON-EXPEDITED US-TEVA-371563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8927521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927521 NON-EXPEDITED US-BAYER-2012-123895 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8927526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927526 NON-EXPEDITED US-BAYER-2012-123910 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8927543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927543 NON-EXPEDITED US-TEVA-371548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8927614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927614 NON-EXPEDITED US-TEVA-371580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8927763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927763 NON-EXPEDITED US-BAYER-2012-122378 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast pain  
Feeling abnormal  

8927779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8927779 NON-EXPEDITED US-BAYER-2012-121273 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL UNK  BAYER
Drug dose omission  
Feeling abnormal  
Mood swings  

8928936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8928936 NON-EXPEDITED US-TEVA-372402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Drug ineffective  
Menstruation delayed  
Nausea  
Pregnancy after post coital contraception  
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Detailed Report
8929071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8929071 NON-EXPEDITED US-TEVA-372145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8929135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8929135 EXPEDITED (15-DAY) OT PHHY2012FR092199 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy GILENYA S ORAL UNK UKN, UNK  NOVARTIS
Drug interaction TRINORDIOL S ORAL 1 DF, QD  

8929246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8929246 NON-EXPEDITED US-TEVA-372152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Headache  
Menstruation irregular  

8935355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2012 8935355 DIRECT HO 34 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD BAYER S  BAYER
Complication of device insertion  
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Detailed Report
8642793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8642793 NON-EXPEDITED OT US-BAYER-2012-063357 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Discomfort  
Dizziness  
Vaginal haemorrhage  

8662435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8662435 NON-EXPEDITED OT US-BAYER-2012-067663 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  

8748124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8748124 NON-EXPEDITED OT US-BAYER-2012-085430 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

8801204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8801204 NON-EXPEDITED OT US-BAYER-2012-097437 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  
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Detailed Report
8821334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8821334 NON-EXPEDITED OT US-BAYER-2012-100824 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adnexa uteri pain  
Coital bleeding  
Dyspareunia  
Genital haemorrhage  

8831422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8831422 NON-EXPEDITED OT US-BAYER-2012-103378 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8882173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8882173 NON-EXPEDITED OT US-BAYER-2012-113192 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation WELLBUTRIN SR C 150 mg, QID  

8928287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928287 NON-EXPEDITED US-BAYER-2012-124455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Panic attack  
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Detailed Report
8928296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928296 NON-EXPEDITED US-BAYER-2012-124638 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928308 NON-EXPEDITED US-BAYER-2012-124460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Breast tenderness  
Feeling abnormal  

8928316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928316 NON-EXPEDITED US-BAYER-2012-124020 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device difficult to use  

8928452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928452 NON-EXPEDITED US-BAYER-2012-124442 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928460 NON-EXPEDITED US-BAYER-2012-124482 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8928469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928469 NON-EXPEDITED US-BAYER-2012-124294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Climara Pro S UNK  BAYER
Product adhesion issue  

8928477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928477 NON-EXPEDITED US-BAYER-2012-124472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928485 NON-EXPEDITED US-BAYER-2012-124449 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

8928501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928501 NON-EXPEDITED US-TEVA-372453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ALLERGY MEDICATION C  

8928576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928576 NON-EXPEDITED US-BAYER-2012-124465 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928580 NON-EXPEDITED US-BAYER-2012-124446 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8928585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928585 NON-EXPEDITED US-BAYER-2012-124604 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928631 NON-EXPEDITED HO US-BAYER-2012-123980 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928775 NON-EXPEDITED US-TEVA-372417USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8928778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928778 NON-EXPEDITED US-TEVA-372399USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8928814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928814 NON-EXPEDITED US-BAYER-2012-124279 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928816 NON-EXPEDITED US-BAYER-2012-124365 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8928820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928820 NON-EXPEDITED US-BAYER-2012-124307 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928823 NON-EXPEDITED US-BAYER-2012-123911 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928825 NON-EXPEDITED US-BAYER-2012-124248 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928854 NON-EXPEDITED US-BAYER-2012-121385 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928859 NON-EXPEDITED US-BAYER-2012-124384 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928861 NON-EXPEDITED US-BAYER-2012-124422 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8928864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928864 NON-EXPEDITED US-BAYER-2012-124388 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8928914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8928914 NON-EXPEDITED US-TEVA-372429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

AMOXICILLIN C  
IBUPROFEN C  

8929049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929049 NON-EXPEDITED OT US-BAYER-2012-123598 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8929051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929051 EXPEDITED (15-DAY) HO,OT BR-BAYER-2012-122119 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast engorgement  
Breast pain  
Dyspnoea  
Fatigue  
Genital haemorrhage  
Hormone level abnormal  
Hot flush  
Mood altered  
Weight increased  
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Detailed Report
8929056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929056 NON-EXPEDITED OT US-BAYER-2012-121723 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

8929064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929064 NON-EXPEDITED OT US-BAYER-2012-123429 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8929184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929184 NON-EXPEDITED US-TEVA-372206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  

8929743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8929743 NON-EXPEDITED US-TEVA-372491USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Amoxicillin C  

Microgestin 1/20 C  

8930127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930127 NON-EXPEDITED US-TEVA-372761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8930229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930229 NON-EXPEDITED US-BAYER-2012-124705 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Vomiting  

8930233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930233 NON-EXPEDITED US-BAYER-2012-124747 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8930237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930237 NON-EXPEDITED US-TEVA-372760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Wellbutrin C  

8930271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930271 NON-EXPEDITED US-BAYER-2012-124229 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8930283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930283 NON-EXPEDITED US-BAYER-2012-124718 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8930304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930304 NON-EXPEDITED US-BAYER-2012-124166 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8930314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930314 NON-EXPEDITED US-TEVA-372723USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8930321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930321 NON-EXPEDITED US-TEVA-372207USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8930323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930323 NON-EXPEDITED US-BAYER-2012-124742 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8930324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930324 NON-EXPEDITED US-TEVA-372538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  
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Detailed Report
8930419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930419 NON-EXPEDITED OT US-BAYER-2012-121878 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Discomfort  
Dyspareunia  
Feeling abnormal  
Malaise  
Nausea  

8930429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930429 NON-EXPEDITED US-TEVA-372757USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Crying  
Fatigue  
Menstruation delayed  

8930626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8930626 NON-EXPEDITED US-TEVA-372542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8931147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931147 NON-EXPEDITED US-TEVA-372449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8931429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931429 NON-EXPEDITED US-TEVA-372441USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Menstruation irregular  

8931699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931699 NON-EXPEDITED US-TEVA-372424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8931752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931752 NON-EXPEDITED US-TEVA-372500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Malaise  
Nausea  

8931824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931824 NON-EXPEDITED OT US-BAYER-2012-123729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

8931959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8931959 NON-EXPEDITED US-TEVA-372492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,436 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8932139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8932139 NON-EXPEDITED US-TEVA-372430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8932177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8932177 NON-EXPEDITED US-TEVA-372550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8932395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8932395 NON-EXPEDITED US-TEVA-372537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8932908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8932908 NON-EXPEDITED US-TEVA-372747USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  

8933004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8933004 NON-EXPEDITED US-TEVA-372717USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Live birth  
Pregnancy  
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8933059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8933059 NON-EXPEDITED US-TEVA-372745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8935505 DIRECT HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Device dislocation  
Uterine perforation  

8937122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8937122 DIRECT OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device related infection MIRENA S  
Abortion spontaneous  
Depression  
Emotional disorder  
Haemorrhage  
Maternal exposure during pregnancy  
Pregnancy with contraceptive device  
Urinary tract infection  
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Detailed Report
8937873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8937873 DIRECT HO,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA IUD S  
Laparoscopic surgery  
Uterine perforation  

8937906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8937906 DIRECT HO 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea MIRENA S  BAYER
Device dislocation  
Impaired work ability  
Uterine perforation  

8938358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8938358 DIRECT OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE once  Intra-uterine  
Caesarean section  
Device dislocation  
Maternal exposure during pregnancy  

8938377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2012 8938377 DIRECT OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA IUD S Still have the Mirena in  
Device dislocation  
Economic problem  
Malaise  
Migraine  
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Detailed Report
6986624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 6986624 NON-EXPEDITED OT US-
BAYER-200913163NA

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Dysmenorrhoea  
Emotional distress  
Feeling abnormal  
Injury  
Muscle spasms  
Pain  

7845585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 7845585 EXPEDITED (15-DAY) OT US-BAYER-2011-019275 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Affect lability  
Depression suicidal  
Device dislocation  
Emotional distress  
Injury  
Pain  
Pelvic pain  
Pyrexia  
Vomiting  
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Detailed Report
8334038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8334038 NON-EXPEDITED OT US-BAYER-2012-003309 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage EPINEPHRINE W/LIDOCAINE

HYDROCHLORIDE
C UNK  

Pain general LMA C UNK  
Device expulsion  

8544321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8544321 EXPEDITED (15-DAY) OT ZA-BAYER-2012-040618 24 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Genital haemorrhage  
Pain  
Painful defaecation  

8716100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8716100 NON-EXPEDITED HO,OT US-BAYER-2012-079935 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Post procedural haemorrhage  
Procedural pain  
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Detailed Report
8732033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8732033 EXPEDITED (15-DAY) HO,DS,LT,OT CA-BAYER-2012-083273 44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Embolism venous MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Gastric cancer stage IV MIRENA S  BAYER

IRON C  

8736896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8736896 EXPEDITED (15-DAY) OT ZA-BAYER-2012-079312 40 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine polyp MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia  
Vaginal haemorrhage  

8798366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8798366 EXPEDITED (15-DAY) HO,OT FR-BAYER-2012-095714 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine with aura Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Aphasia  
Dysarthria  
Migraine with aura  
Paraesthesia  
Phonophobia  
Visual impairment  
Vomiting  
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Detailed Report
8827532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8827532 NON-EXPEDITED OT US-BAYER-2012-102538 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge Mirena S  BAYER
Vaginal discharge Mirena S  BAYER
Device related infection  
Vaginal haemorrhage  
Vaginal infection  
White blood cell count increased  

8828268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8828268 NON-EXPEDITED US-BAYER-2012-101384 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8839932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8839932 NON-EXPEDITED OT US-BAYER-2012-104994 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device misuse  

8901511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8901511 NON-EXPEDITED US-BAYER-2012-117055 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea Testobay/Testofloxacin C ORAL 200 mg, BID  
Drug ineffective  
Premenstrual syndrome  
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Detailed Report
8915221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8915221 NON-EXPEDITED US-TEVA-370836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8932593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932593 NON-EXPEDITED US-BAYER-2012-121358 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932598 NON-EXPEDITED US-BAYER-2012-121639 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRA-ARTICULAR 20 mcg/24hr, CONT  BAYER
Discomfort  
Medication error  

8932792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932792 NON-EXPEDITED US-BAYER-2012-124984 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932801 NON-EXPEDITED US-BAYER-2012-125002 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8932836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932836 NON-EXPEDITED US-BAYER-2012-124821 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8932841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932841 NON-EXPEDITED US-BAYER-2012-124964 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Drug ineffective  

8932843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932843 NON-EXPEDITED US-BAYER-2012-125011 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932844 NON-EXPEDITED US-BAYER-2012-123792 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8932849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932849 NON-EXPEDITED US-BAYER-2012-124793 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8932856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932856 NON-EXPEDITED US-BAYER-2012-124959 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8932860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932860 NON-EXPEDITED OT US-BAYER-2012-122194 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  
Pelvic pain  

8932863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932863 NON-EXPEDITED US-BAYER-2012-124947 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932870 NON-EXPEDITED US-BAYER-2012-124882 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932874 NON-EXPEDITED US-BAYER-2012-124944 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8932875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932875 EXPEDITED (15-DAY) OT GB-BAYER-2012-123835 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  
Psychotic disorder  

8932877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932877 NON-EXPEDITED US-BAYER-2012-124805 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932879 NON-EXPEDITED DS,OT US-BAYER-2012-110533 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Polymenorrhoea Mirena S  BAYER
Abdominal pain IBUPROFEN C  BAYER
Abdominal pain  
Back pain  
Breast pain  
Breast tenderness  
Headache  
Weight increased  

8932880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932880 NON-EXPEDITED US-BAYER-2012-123648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8932882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932882 NON-EXPEDITED US-BAYER-2012-124888 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932886 NON-EXPEDITED US-BAYER-2012-124822 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932889 NON-EXPEDITED US-BAYER-2012-124527 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932892 NON-EXPEDITED US-BAYER-2012-124875 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8932896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932896 NON-EXPEDITED US-BAYER-2012-124999 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  

8932941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932941 EXPEDITED (15-DAY) OT US-BAYER-2012-122489 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood urine present  
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Detailed Report
8932947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932947 NON-EXPEDITED OT US-BAYER-2012-123857 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  

8932958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8932958 EXPEDITED (15-DAY) OT FI-BAYER-2012-123073 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Affective disorder  

8933014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933014 EXPEDITED (15-DAY) OT CA-BAYER-2012-123812 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic reaction MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Nausea  
Rash  
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Detailed Report
8933026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933026 NON-EXPEDITED US-BAYER-2012-113630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chills  
Cough  
Dizziness  
Fall  
Hair colour changes  
Hyperhidrosis  
Pyrexia  

8933300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933300 EXPEDITED (15-DAY) OT US-BAYER-2012-123734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8933511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933511 NON-EXPEDITED US-TEVA-373091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

CLONAZEPAM C  
IBUPROFEN C  

8933687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933687 NON-EXPEDITED US-TEVA-372846USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
8933694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933694 NON-EXPEDITED US-TEVA-372486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Oral Contraceptives C  

8933825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933825 NON-EXPEDITED US-TEVA-372825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8933848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933848 NON-EXPEDITED OT US-BAYER-2012-124998 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8933853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933853 NON-EXPEDITED US-BAYER-2012-121141 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural pain  

8933862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933862 NON-EXPEDITED US-BAYER-2012-110552 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8933996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8933996 NON-EXPEDITED OT US-BAYER-2012-124823 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8934007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934007 NON-EXPEDITED US-TEVA-372826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

8934046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934046 EXPEDITED (15-DAY) OT AT-BAYER-2012-123135 36 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8934109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934109 NON-EXPEDITED US-TEVA-372841USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8934151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934151 NON-EXPEDITED US-TEVA-373015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Pregnancy after post coital contraception  
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Detailed Report
8934306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934306 EXPEDITED (15-DAY) HO,OT RU-BAYER-2012-121532 47 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Adjustment disorder  
Blood pressure increased  
Headache  
Hypertensive crisis  
Off label use  
Vomiting  

8934316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934316 NON-EXPEDITED US-TEVA-372715USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8934415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934415 NON-EXPEDITED US-BAYER-2012-125349 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8934439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934439 NON-EXPEDITED US-BAYER-2012-125326 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8934474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934474 NON-EXPEDITED US-BAYER-2012-124910 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
No adverse event PLAN B C UNK  

8934578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934578 NON-EXPEDITED US-TEVA-372673USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Dizziness  
Menstruation irregular  
Nausea  

8934640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934640 NON-EXPEDITED OT US-BAYER-2012-123786 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage BEYAZ S UNK  BAYER
Abdominal pain lower PLAN B S ORAL 1.5 mg, ONCE  

8934667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934667 NON-EXPEDITED US-TEVA-372878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8934672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934672 NON-EXPEDITED US-TEVA-372976USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8934674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934674 NON-EXPEDITED US-TEVA-372845USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pruritus generalised  

8934752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934752 NON-EXPEDITED US-BAYER-2012-121637 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Incorrect drug administration duration  

8934756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934756 NON-EXPEDITED US-BAYER-2012-121930 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Vertigo  
Weight increased  

8934787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934787 NON-EXPEDITED US-BAYER-2012-124881 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8934791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934791 NON-EXPEDITED US-BAYER-2012-125188 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8934796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934796 NON-EXPEDITED US-BAYER-2012-125185 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8934801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934801 NON-EXPEDITED US-BAYER-2012-119048 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8934804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934804 NON-EXPEDITED US-BAYER-2012-124416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8934808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934808 NON-EXPEDITED US-BAYER-2012-118418 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  
Anxiety  
Blood pressure increased  
Burning sensation  
Dry mouth  
Dyspnoea  
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Detailed Report
8934811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934811 NON-EXPEDITED US-BAYER-2012-124729 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

8934816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934816 NON-EXPEDITED US-BAYER-2012-123662 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood bilirubin increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Diarrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Incorrect drug administration duration  

8934940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934940 NON-EXPEDITED US-TEVA-372762USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8934951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8934951 NON-EXPEDITED US-TEVA-372881USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935025 NON-EXPEDITED US-TEVA-372886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain Prenatal Vitamins C  

Iron Supplement C  
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8935034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935034 NON-EXPEDITED US-TEVA-372692USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Birth Control Pills C  
Diarrhoea  
Dizziness  
Nausea  
Pelvic pain  

8935053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935053 NON-EXPEDITED US-TEVA-372885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8935066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935066 NON-EXPEDITED US-TEVA-372821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Zyrtec C  

8935148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935148 NON-EXPEDITED US-TEVA-372880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8935151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935151 NON-EXPEDITED US-TEVA-372987USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue Bivance C  
Pelvic pain  
Vomiting  

8935152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935152 NON-EXPEDITED US-TEVA-372687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  

8935228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935228 NON-EXPEDITED US-TEVA-372839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8935308 EXPEDITED (15-DAY) OT FR-GLAXOSMITHKLINE-
B0848166A

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Lamictal S ORAL  GLAXOSMITHKLINE

STEDIRIL-30 S ORAL 1UNIT Per day  
VALPROATE SODIUM S ORAL 900MG per day  
Urbanyl S ORAL  
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8938566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8938566 DIRECT HO,RI 25 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD 000 000 S  
Ovarian cyst  
Pelvic inflammatory disease  

8938602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8938602 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Device expulsion  
Infertility female  

8942265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8942265 DIRECT HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

8942266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2012 8942266 DIRECT HO,DS,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Pain  
Scar  
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Detailed Report
8792412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8792412 EXPEDITED (15-DAY) OT CA-BAYER-2012-086027 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune progesterone dermatitis MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Angioedema  
Anxiety  
Breast pain  
Eye pruritus  
Fatigue  
Headache  
Infertility  
Irritability  
Mood swings  
Pain  
Pruritus  
Rash  
Scar  
Skin burning sensation  
Skin discolouration  
Swelling face  
Vulvovaginal discomfort  

8910005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8910005 NON-EXPEDITED US-TEVA-370383USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Live birth  
Pregnancy after post coital contraception  
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Detailed Report
8935577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935577 NON-EXPEDITED US-TEVA-373060USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935731 NON-EXPEDITED US-TEVA-373136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935745 NON-EXPEDITED US-BAYER-2012-124467 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Feeling cold  

8935750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935750 NON-EXPEDITED US-BAYER-2012-119252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8935758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935758 NON-EXPEDITED US-BAYER-2012-121728 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8935866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935866 NON-EXPEDITED US-TEVA-373299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  
Nausea  

8935880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935880 NON-EXPEDITED OT US-BAYER-2012-123992 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Menorrhagia  

8935885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935885 NON-EXPEDITED OT US-BAYER-2012-124195 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Alopecia  
Amenorrhoea  
Depression  
Dizziness  
Headache  
Loss of libido  
Pain  
Rash pruritic  
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Detailed Report
8935887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935887 NON-EXPEDITED US-TEVA-373131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935930 NON-EXPEDITED OT US-BAYER-2012-125586 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8935932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935932 NON-EXPEDITED OT US-BAYER-2012-123959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst ruptured Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abortion spontaneous  

8935936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935936 EXPEDITED (15-DAY) OT US-BAYER-2012-124864 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Enteritis infectious Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8935940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8935940 EXPEDITED (15-DAY) OT US-BAYER-2012-123927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight increased  
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Detailed Report
8936190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936190 NON-EXPEDITED US-TEVA-373140USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8936244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936244 EXPEDITED (15-DAY) HO CA-BAYER-2012-124014 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic reaction MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Burning sensation  
Dizziness  
Dry throat  
Nausea  
Rash  
Swelling  
Swollen tongue  
Throat tightness  
Tinnitus  
Vomiting  

8936255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936255 EXPEDITED (15-DAY) HO SE-BAYER-2012-093290 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis atopic Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Swelling face Treatment for allergy C  
Pruritus allergic  
Rash generalised  
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8936321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936321 EXPEDITED (15-DAY) OT GB-BAYER-2012-123822 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936411 NON-EXPEDITED US-TEVA-373115USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Nausea  

8936418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936418 NON-EXPEDITED US-BAYER-2012-125656 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936430 NON-EXPEDITED US-BAYER-2012-125299 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936433 NON-EXPEDITED US-BAYER-2012-125486 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936436 NON-EXPEDITED US-BAYER-2012-125338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8936442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936442 NON-EXPEDITED US-BAYER-2012-125585 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8936449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936449 NON-EXPEDITED US-TEVA-373058USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8936453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936453 NON-EXPEDITED US-BAYER-2012-125651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936484 NON-EXPEDITED US-BAYER-2012-122437 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936486 NON-EXPEDITED US-BAYER-2012-125484 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936491 NON-EXPEDITED US-BAYER-2012-125550 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8936493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936493 NON-EXPEDITED US-BAYER-2012-125578 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936495 NON-EXPEDITED US-BAYER-2012-125582 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936502 NON-EXPEDITED US-BAYER-2012-125609 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936505 NON-EXPEDITED US-BAYER-2012-125598 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936513 NON-EXPEDITED US-BAYER-2012-125511 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936517 NON-EXPEDITED US-TEVA-373153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8936551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936551 NON-EXPEDITED US-TEVA-373014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine present PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Haemorrhage urinary tract  

8936633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936633 NON-EXPEDITED US-TEVA-373150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8936700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936700 EXPEDITED (15-DAY) HO GB-BAYER-2012-115792 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain upper  
Lethargy  
Migraine  
Photophobia  

8936775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936775 NON-EXPEDITED US-TEVA-373296USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8936782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936782 NON-EXPEDITED US-TEVA-373149USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8936843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936843 NON-EXPEDITED US-BAYER-2012-125879 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8936845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8936845 NON-EXPEDITED US-BAYER-2012-125907 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8942156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8942156 NON-EXPEDITED US-TEVA-373144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Irritability Nurtel C  
Abdominal distension  
Fatigue  
Pelvic pain  

8950323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2012 8950323 DIRECT HO,OT,RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower MIRENA S  
Device dislocation  
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8721503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8721503 NON-EXPEDITED OT US-BAYER-2012-081824 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion IRON C  
Vaginal haemorrhage LIDOCAINE C UNK  
Dysmenorrhoea BETADINE C UNK  
Abdominal pain lower  

8809002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8809002 NON-EXPEDITED OT US-BAYER-2012-099917 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PARAGARD C INTRAUTERINE UNK UNK, CONT  

8907890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8907890 NON-EXPEDITED US-TEVA-370150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Dizziness  
Headache  
Menstruation irregular  
Pelvic pain  

8912855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8912855 NON-EXPEDITED US-TEVA-370727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nasopharyngitis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8937273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8937273 NON-EXPEDITED US-BAYER-2012-125846 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8937948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8937948 NON-EXPEDITED US-TEVA-373307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8938155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938155 NON-EXPEDITED US-BAYER-2012-126019 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938159 NON-EXPEDITED US-BAYER-2012-126171 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8938451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938451 NON-EXPEDITED US-TEVA-373397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8938593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938593 NON-EXPEDITED US-TEVA-373415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8938648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938648 NON-EXPEDITED US-BAYER-2012-126175 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938652 NON-EXPEDITED US-BAYER-2012-126172 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938657 NON-EXPEDITED US-BAYER-2012-126177 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938661 NON-EXPEDITED US-BAYER-2012-126170 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8938668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938668 NON-EXPEDITED US-BAYER-2012-126112 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938672 NON-EXPEDITED US-BAYER-2012-126166 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8938676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938676 NON-EXPEDITED US-BAYER-2012-126114 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8938689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938689 NON-EXPEDITED US-BAYER-2012-126173 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938694 NON-EXPEDITED US-BAYER-2012-126179 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8938709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938709 NON-EXPEDITED US-BAYER-2012-125927 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938715 NON-EXPEDITED US-BAYER-2012-125945 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8938720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938720 NON-EXPEDITED US-BAYER-2012-124817 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8938727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938727 NON-EXPEDITED US-BAYER-2012-125894 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8938732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938732 NON-EXPEDITED US-BAYER-2012-125984 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938736 NON-EXPEDITED US-BAYER-2012-125403 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938791 EXPEDITED (15-DAY) OT US-BAYER-2012-124708 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Menstruation delayed  
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8938796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938796 NON-EXPEDITED OT US-BAYER-2012-112295 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8938800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938800 NON-EXPEDITED OT US-BAYER-2012-124346 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

8938814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938814 NON-EXPEDITED OT US-BAYER-2012-125589 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

8938825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8938825 EXPEDITED (15-DAY) HO,DS,LT,OT BR-BAYER-2012-124011 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood pressure decreased  
Drug ineffective  
Ectopic pregnancy with intrauterine device  
Pain  
Ruptured ectopic pregnancy  
Vaginal haemorrhage  
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8939090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8939090 NON-EXPEDITED US-TEVA-373541USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8939271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8939271 NON-EXPEDITED US-BAYER-2012-125481 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting Mirena S CUTANEOUS UNK  BAYER

8939278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8939278 NON-EXPEDITED OT US-BAYER-2012-124719 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine spasm  

8939281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8939281 NON-EXPEDITED US-BAYER-2012-126014 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural nausea  
Procedural vomiting  

8939770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8939770 NON-EXPEDITED CA-TEVA-373061USA 20 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B S ORAL 2  DURAMED
Muscle spasms  
Nausea  
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8940017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8940017 NON-EXPEDITED US-TEVA-373391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B S  
 PLAN B S  
Spironolactone C  
LIPITOR C  

8940673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8940673 NON-EXPEDITED US-TEVA-373381USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  

8941006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941006 NON-EXPEDITED US-BAYER-2012-124720 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8941219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941219 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-123889 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Activities of daily living impaired  
Device dislocation  
Discomfort  
Headache  
Pain  
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8941229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941229 NON-EXPEDITED US-TEVA-373390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Zyrtec C  

8941760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941760 NON-EXPEDITED US-TEVA-373392USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8941803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941803 NON-EXPEDITED US-TEVA-373577USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pregnancy  
Wrong drug administered  

8941898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8941898 NON-EXPEDITED US-TEVA-373276USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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8942152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8942152 NON-EXPEDITED US-TEVA-373593USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  
Uterine leiomyoma  

8951187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2012 8951187 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug label confusion PLAN B S ORAL  DURAMED

8673074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8673074 NON-EXPEDITED HO US-BAYER-2012-070971 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8701932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8701932 NON-EXPEDITED OT US-BAYER-2012-075995 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Libido decreased  
Mood altered  
Mood swings  
Ovarian cyst  
Pain  
Pelvic pain  
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8711244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8711244 NON-EXPEDITED OT US-BAYER-2012-079122 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER

8758493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8758493 EXPEDITED (15-DAY) OT CA-BAYER-2012-086041 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia MIRENA S  BAYER
Anxiety REACTINE [CETIRIZINE] C  
Cyst  
Depression  
Dyspareunia  
Hair growth abnormal  

8776287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8776287 NON-EXPEDITED US-BAYER-2012-087334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female  
Menstruation irregular  

8893971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8893971 NON-EXPEDITED US-TEVA-369134USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Nausea  
Vomiting  
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8895492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8895492 NON-EXPEDITED US-TEVA-369049USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8905305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8905305 NON-EXPEDITED US-TEVA-369879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8909581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8909581 NON-EXPEDITED US-TEVA-370293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension SYNTHROID C  
Breast tenderness  
Cystitis  
Depression  
Dizziness  
Headache  
Menstruation delayed  
Menstruation irregular  
Nausea  
Pollakiuria  
Vision blurred  
Vitamin D decreased  
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8911425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8911425 NON-EXPEDITED US-TEVA-370249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain Next Choice S  

8915721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8915721 NON-EXPEDITED US-TEVA-371046USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

WELLBUTRIN C  
ZOLOFT C  
ABILIFY C  

8918401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8918401 NON-EXPEDITED US-TEVA-371059USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8928745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8928745 NON-EXPEDITED US-TEVA-372386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8932595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8932595 NON-EXPEDITED OT US-BAYER-2012-123568 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error  
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8934108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8934108 NON-EXPEDITED US-TEVA-372819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8934341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8934341 NON-EXPEDITED US-TEVA-372690USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8942373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942373 EXPEDITED (15-DAY) OT US-BAYER-2012-124329 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Abdominal pain lower  
Amenorrhoea  
Device dislocation  

8942467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942467 NON-EXPEDITED US-TEVA-373685USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8942475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942475 NON-EXPEDITED US-TEVA-373823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8942677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942677 NON-EXPEDITED US-TEVA-373575USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8942729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942729 NON-EXPEDITED CA-TEVA-373674USA Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintended pregnancy PLAN B S ORAL 2 tablets  DURAMED
Drug ineffective  

8942783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942783 NON-EXPEDITED US-TEVA-373573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8942876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942876 NON-EXPEDITED US-BAYER-2012-126722 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8942884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942884 NON-EXPEDITED US-BAYER-2012-126168 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Crying  
Depression  
Hypoaesthesia  
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8942894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942894 NON-EXPEDITED US-BAYER-2012-124457 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Crying  
Hunger  
Mood swings  
Pain  
Paraesthesia  
Vomiting  

8942909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8942909 NON-EXPEDITED US-TEVA-373719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8943044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943044 NON-EXPEDITED US-BAYER-2012-126407 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943053 NON-EXPEDITED US-BAYER-2012-126494 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943063 NON-EXPEDITED US-BAYER-2012-126176 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8943070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943070 NON-EXPEDITED US-BAYER-2012-126395 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943073 NON-EXPEDITED US-BAYER-2012-126444 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943096 NON-EXPEDITED US-BAYER-2012-126645 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8943101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943101 NON-EXPEDITED US-BAYER-2012-126389 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943104 NON-EXPEDITED US-BAYER-2012-125444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943108 NON-EXPEDITED US-BAYER-2012-126564 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8943116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943116 NON-EXPEDITED US-BAYER-2012-126178 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943119 NON-EXPEDITED US-BAYER-2012-126350 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943125 NON-EXPEDITED US-BAYER-2012-124431 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943129 NON-EXPEDITED US-BAYER-2012-126626 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943136 NON-EXPEDITED US-BAYER-2012-126452 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943169 NON-EXPEDITED US-BAYER-2012-126363 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
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8943174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943174 NON-EXPEDITED US-BAYER-2012-124847 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8943179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943179 NON-EXPEDITED US-BAYER-2012-126382 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943182 NON-EXPEDITED US-BAYER-2012-125332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943191 NON-EXPEDITED US-BAYER-2012-126165 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943647 NON-EXPEDITED OT US-BAYER-2012-124432 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943649 NON-EXPEDITED OT US-BAYER-2012-126106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8943651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943651 NON-EXPEDITED OT US-BAYER-2012-126077 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943653 NON-EXPEDITED OT US-BAYER-2012-125356 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  

8943659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943659 NON-EXPEDITED OT US-BAYER-2012-125464 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Pain  

8943662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943662 NON-EXPEDITED OT US-BAYER-2012-124231 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Off label use  
Pain  
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8943682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943682 NON-EXPEDITED OT US-BAYER-2012-124275 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Vaginal haemorrhage  

8943685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943685 NON-EXPEDITED OT US-BAYER-2012-123968 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Haemorrhage in pregnancy  

8943688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8943688 NON-EXPEDITED OT US-BAYER-2012-124890 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER

8947518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8947518 NON-EXPEDITED US-TEVA-373954USA Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Medication error  

8947737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8947737 NON-EXPEDITED US-BAYER-2012-125053 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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8947953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8947953 NON-EXPEDITED US-TEVA-373830USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8948009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8948009 NON-EXPEDITED US-TEVA-373815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8950598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8950598 DIRECT HO,DS,OT,RI 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA IUD BAYER S  BAYER
Anaesthetic complication  
Device malfunction  
Gallbladder disorder  
Haemorrhage  
Hormone level abnormal  
Incorrect dose administered by device  
Joint dislocation  
Maternal exposure during pregnancy  
Migraine  
Premature delivery  
Product quality issue  
Pubis fracture  
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8951682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8951682 NON-EXPEDITED US-TEVA-373828USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8951702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8951702 NON-EXPEDITED US-TEVA-373673USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Celexa C  

8952795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2012 8952795 NON-EXPEDITED US-TEVA-373698USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8089510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8089510 NON-EXPEDITED OT US-
BAYER-201039970NA

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Amenorrhoea  
Device expulsion  
Feeling abnormal  
Genital haemorrhage  
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8710962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8710962 NON-EXPEDITED US-BAYER-2012-078537 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
Menstrual disorder  

8807746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8807746 NON-EXPEDITED HO US-BAYER-2012-097265 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometriosis  
Ovarian cyst  
Pain  

8821281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8821281 NON-EXPEDITED OT US-BAYER-2012-102298 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Gastrointestinal hypermotility  
Vaginal haemorrhage  

8885720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8885720 NON-EXPEDITED OT US-BAYER-2012-113329 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8945265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8945265 NON-EXPEDITED US-TEVA-373962USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Nexplanon C  

8945297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8945297 NON-EXPEDITED US-TEVA-373938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Increased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8945459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8945459 NON-EXPEDITED US-TEVA-373973USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8945985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8945985 NON-EXPEDITED OT US-BAYER-2012-126139 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8945993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8945993 NON-EXPEDITED OT US-BAYER-2012-127082 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8946000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946000 NON-EXPEDITED OT US-BAYER-2012-127051 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8946003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946003 NON-EXPEDITED OT US-BAYER-2012-127211 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8946032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946032 NON-EXPEDITED US-TEVA-373923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8946074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946074 NON-EXPEDITED US-TEVA-373867USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8946091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946091 NON-EXPEDITED OT US-BAYER-2012-126375 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  
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Detailed Report
8946096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946096 NON-EXPEDITED OT US-BAYER-2012-126234 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8946099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946099 NON-EXPEDITED OT US-BAYER-2012-126882 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8946103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946103 NON-EXPEDITED OT US-BAYER-2012-126915 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Pain  

8946119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946119 NON-EXPEDITED OT US-BAYER-2012-126504 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8946123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946123 NON-EXPEDITED OT US-BAYER-2012-126876 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Amenorrhoea  
Headache  
Weight increased  

8946881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946881 NON-EXPEDITED US-BAYER-2012-126925 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8946886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946886 NON-EXPEDITED US-BAYER-2012-127118 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8946889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946889 NON-EXPEDITED US-BAYER-2012-127280 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8946891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946891 NON-EXPEDITED US-BAYER-2012-127234 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8946895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946895 NON-EXPEDITED US-BAYER-2012-126419 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8946900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946900 NON-EXPEDITED US-BAYER-2012-127131 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8946906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8946906 NON-EXPEDITED US-BAYER-2012-127155 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947006 NON-EXPEDITED US-BAYER-2012-127333 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947013 NON-EXPEDITED US-BAYER-2012-126596 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
8947016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947016 NON-EXPEDITED US-BAYER-2012-127348 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective Mirena S  BAYER
Device expulsion  

8947139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947139 NON-EXPEDITED US-TEVA-374096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation delayed  

8947200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947200 NON-EXPEDITED OT US-BAYER-2012-124777 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

8947205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947205 NON-EXPEDITED OT US-BAYER-2012-125851 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  
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Detailed Report
8947207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947207 NON-EXPEDITED OT US-BAYER-2012-124784 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural dizziness  
Procedural headache  

8947211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947211 NON-EXPEDITED OT US-BAYER-2012-125590 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947215 EXPEDITED (15-DAY) OT US-BAYER-2012-124922 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Factor V deficiency Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947216 NON-EXPEDITED OT US-BAYER-2012-125982 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947217 NON-EXPEDITED OT US-BAYER-2012-125868 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8947466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947466 EXPEDITED (15-DAY) OT RU-BAYER-2012-125820 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947477 NON-EXPEDITED US-TEVA-373964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8947531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947531 NON-EXPEDITED US-TEVA-373956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash erythematous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8947570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947570 NON-EXPEDITED US-TEVA-373943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  

8947628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947628 NON-EXPEDITED US-BAYER-2012-127671 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
8947632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8947632 NON-EXPEDITED US-BAYER-2012-127628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menstruation delayed  
Vulvovaginal pain  

8952306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8952306 NON-EXPEDITED US-BAYER-2012-117723 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8954528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8954528 DIRECT HO,OT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Abscess  
Female sterilisation  

8954629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8954629 DIRECT OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower MIRENA S  
Device difficult to use  
Device dislocation  
Dyspareunia  
Infertility female  
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Detailed Report
8956779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8956779 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia MIRENA S  
Medical device complication  
Pain  

8956964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8956964 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
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Detailed Report
8957020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8957020 DIRECT HO 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine MIRENA IUD S  
Abdominal distension  
Anxiety  
Balance disorder  
Complication of device removal  
Discomfort  
Dizziness  
Dyspnoea  
Fatigue  
Headache  
Hot flush  
Menopausal symptoms  
Mixed connective tissue disease  
Nausea  
Night sweats  
Pain  
Palpitations  
Panic attack  
Post procedural haemorrhage  
Product quality issue  

8957051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8957051 DIRECT HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S INTRAUTERINE one insertion once Intra-

uterine
 

Back pain  
Device dislocation  
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Detailed Report
8957088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8957088 DIRECT OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia MIRENA IUD S  
Abdominal distension  
Device dislocation  
Gastrointestinal disorder  
Haematochezia  
Haemorrhage  
Infection  
Loss of consciousness  
Pain  
Painful defaecation  
Post procedural complication  
Scar  
Uterine perforation  

8957120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8957120 DIRECT HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S 1 YR
Device dislocation  
Uterine perforation  
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Detailed Report
8957464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8957464 DIRECT HO,RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Device dislocation  
Impaired work ability  
Scar  
Uterine perforation  

8958496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 8958496 DIRECT HO,OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA IUD S  
Back pain  
Dizziness  
Genital pain  
Haemorrhage  
Headache  

9188367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188367 NON-EXPEDITED US-BAYER-2012-127176 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188370 NON-EXPEDITED US-BAYER-2012-126721 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9188376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188376 NON-EXPEDITED US-BAYER-2012-127240 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188382 NON-EXPEDITED US-BAYER-2012-127212 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9188401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188401 NON-EXPEDITED US-BAYER-2012-126994 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188406 NON-EXPEDITED US-BAYER-2012-126070 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9188410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188410 NON-EXPEDITED US-BAYER-2012-127314 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188414 NON-EXPEDITED US-BAYER-2012-127160 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9188419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188419 NON-EXPEDITED US-BAYER-2012-126854 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188423 NON-EXPEDITED US-BAYER-2012-127106 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188432 NON-EXPEDITED US-BAYER-2012-126906 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188436 NON-EXPEDITED US-BAYER-2012-126836 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

9188440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188440 NON-EXPEDITED US-BAYER-2012-127226 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9188443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2012 9188443 NON-EXPEDITED US-BAYER-2012-127229 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8458201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8458201 NON-EXPEDITED US-TEVA-327797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Maternal exposure during pregnancy  

8628082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8628082 EXPEDITED (15-DAY) OT BR-
BAYER-200816524LA

32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device Mirena S  BAYER
Medication error Mirena S  BAYER
Procedural pain  

8825743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8825743 NON-EXPEDITED US-BAYER-2012-104133 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8922027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8922027 EXPEDITED (15-DAY) OT DK-BAYER-2012-119212 38 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hysterectomy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8948650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948650 EXPEDITED (15-DAY) HO,OT BR-
JNJFOC-20121113248

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism XARELTO S ORAL  
Endometriosis XARELTO S ORAL  
Deep vein thrombosis MIRENA S INTRAUTERINE 20 mcg  
Nausea DIENOGEST S ORAL  
Incorrect dose administered FLUDROCORTISONE C UNKNOWN  

BUSCOPAN COMPOSTO C ORAL  
MAREVAN C UNKNOWN  
BI-PROFENID C ORAL  
PANTOPRAZOLE C ORAL  
DOMPERIDONE C ORAL  

8948681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948681 NON-EXPEDITED US-TEVA-374201USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

8948685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948685 NON-EXPEDITED US-BAYER-2012-127635 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948695 NON-EXPEDITED US-BAYER-2012-127756 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,511 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8948697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948697 NON-EXPEDITED US-BAYER-2012-127897 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948701 NON-EXPEDITED US-BAYER-2012-127847 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948704 NON-EXPEDITED US-BAYER-2012-127603 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948730 NON-EXPEDITED US-BAYER-2012-127750 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Mood swings  
Procedural dizziness  
Procedural nausea  

8948768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948768 NON-EXPEDITED US-BAYER-2012-125354 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
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8948772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948772 NON-EXPEDITED US-BAYER-2012-127539 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948776 NON-EXPEDITED US-BAYER-2012-127388 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948791 NON-EXPEDITED US-BAYER-2012-127543 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8948794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8948794 NON-EXPEDITED US-BAYER-2012-127586 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bladder pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8949153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949153 EXPEDITED (15-DAY) OT CA-BAYER-2012-086590 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroenteritis viral MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Haemorrhage REMICADE S INTRAVENOUS 400 mg, 1 x every 8

weeks
 

Inflammation TECTA C  
Nasopharyngitis  
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8949530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949530 NON-EXPEDITED US-TEVA-374264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8949562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949562 NON-EXPEDITED US-TEVA-374501USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain VITAMINS C  
Headache  

8949638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949638 NON-EXPEDITED US-TEVA-374268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8949651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949651 NON-EXPEDITED OT US-BAYER-2012-126653 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER

8949654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949654 NON-EXPEDITED US-TEVA-374246USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation irregular  
Urticaria  
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Detailed Report
8949656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949656 NON-EXPEDITED US-TEVA-374200USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8949661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949661 NON-EXPEDITED US-TEVA-374144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Discomfort  

8949758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949758 NON-EXPEDITED US-TEVA-374136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  

8949850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8949850 NON-EXPEDITED US-TEVA-374215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8950812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8950812 NON-EXPEDITED US-TEVA-374538USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  
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8953179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953179 EXPEDITED (15-DAY) HO,LT RU-BAYER-2012-125184 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Flank pain  

8953190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953190 NON-EXPEDITED US-BAYER-2012-127881 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8953299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953299 NON-EXPEDITED OT US-BAYER-2012-127124 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menometrorrhagia  
Uterine leiomyoma  

8953300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953300 NON-EXPEDITED OT US-BAYER-2012-125436 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8953302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953302 NON-EXPEDITED OT US-BAYER-2012-126959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Uterine leiomyoma  
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Detailed Report
8953331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953331 NON-EXPEDITED OT US-BAYER-2012-124990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8953332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953332 NON-EXPEDITED OT US-BAYER-2012-125387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8953333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953333 NON-EXPEDITED OT US-BAYER-2012-126471 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Incorrect drug administration duration  
Menstruation irregular  

8953401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953401 NON-EXPEDITED US-TEVA-374214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8953403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8953403 NON-EXPEDITED US-TEVA-374228USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8958613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958613 DIRECT OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest discomfort SEASONIQUE S ORAL 1 daily po  TEVA
Chest discomfort  
Dyspnoea  
Myocardial infarction  
Palpitations  

8958615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958615 DIRECT OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort MIRENA S INTRAUTERINE iud iud intra-uterine 3 MO
Depression  
Dysmenorrhoea  
Haemorrhage  
Infertility female  
Polymenorrhoea  
Suicidal ideation  
Treatment failure  

8958620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958620 DIRECT Y HO 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication MIRENA S  
Device dislocation  
Vaginal haemorrhage  
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Detailed Report
8958652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958652 DIRECT Y HO,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Abdominal mass  
Caesarean section  
Device dislocation  
Maternal exposure during pregnancy  
Ovarian cyst  
Post procedural haematoma  
Pregnancy with contraceptive device  
Premature delivery  

8958655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958655 DIRECT HO 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary thrombosis LUTERA S ORAL one pill everyday po  

LOVINOX C  
WARFRIN C  

8958703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958703 DIRECT OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Infertility  
Mental disorder  
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Detailed Report
8958779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958779 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage MIRENA S  
Depression  
Device dislocation  
Fatigue  
Quality of life decreased  

8958786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2012 8958786 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device dislocation  
Uterine perforation  

8445223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8445223 EXPEDITED (15-DAY) HO US-TEVA-326345USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pelvic pain  
Pregnancy after post coital contraception  
Uterine haemorrhage  
Vaginal discharge  
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Detailed Report
8778075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8778075 EXPEDITED (15-DAY) HO US-BAYER-2012-092569 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Drug ineffective  
Ectopic pregnancy  
Emotional distress  
Fallopian tube disorder  
Fatigue  
Headache  
Nausea  
Neck pain  

8801011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8801011 NON-EXPEDITED OT US-BAYER-2012-096263 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Procedural pain  

8847121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8847121 NON-EXPEDITED OT US-BAYER-2012-106862 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8852231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8852231 NON-EXPEDITED US-BAYER-2012-110050 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine spasm Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8861285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8861285 NON-EXPEDITED HO US-BAYER-2012-108843 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Drug ineffective  

8888252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8888252 NON-EXPEDITED OT US-BAYER-2012-113288 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8919172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8919172 NON-EXPEDITED OT US-BAYER-2012-121088 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Alopecia  
Depression  
Drug hypersensitivity  
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Detailed Report
8923861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8923861 NON-EXPEDITED US-TEVA-371110USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chromaturia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Headache  
Nausea  

8950527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950527 NON-EXPEDITED OT US-BAYER-2012-126598 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error Mirena S  BAYER

8950543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950543 NON-EXPEDITED OT US-BAYER-2012-125884 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Anger  
Anxiety  
Complication of device insertion  
Complication of device removal  
Genital haemorrhage  
Insomnia  
Mood swings  
Procedural pain  
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Detailed Report
8950571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950571 EXPEDITED (15-DAY) OT NL-BAYER-2012-123205 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ectopic pregnancy Qvar C  
Gestational trophoblastic detachment Serevent C  
Abortion of ectopic pregnancy Ventolin C  

8950690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950690 NON-EXPEDITED US-TEVA-374412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8950733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950733 NON-EXPEDITED US-TEVA-374534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8950752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950752 NON-EXPEDITED US-TEVA-374362USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8950894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950894 NON-EXPEDITED US-TEVA-374506USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

Page: 12,524 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8950936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950936 NON-EXPEDITED US-TEVA-374440USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Menstruation irregular  
Pelvic pain  

8950970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8950970 NON-EXPEDITED US-TEVA-374400USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Multivitamin C  

8951006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951006 NON-EXPEDITED OT US-BAYER-2012-128252 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8951079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951079 EXPEDITED (15-DAY) OT GB-PFIZER
INC-2012302934

27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Body mass index increased OVRANETTE S UNK  PFIZER

8951080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951080 NON-EXPEDITED US-TEVA-374477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8951135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951135 NON-EXPEDITED US-TEVA-374652USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8951138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951138 NON-EXPEDITED US-TEVA-374518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8951185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951185 NON-EXPEDITED US-TEVA-374524USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8951379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951379 NON-EXPEDITED US-BAYER-2012-128663 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oligomenorrhoea  

8951380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951380 NON-EXPEDITED US-BAYER-2012-128596 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8951381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951381 NON-EXPEDITED US-BAYER-2012-128821 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

8951397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951397 NON-EXPEDITED US-BAYER-2012-125419 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S UNK  BAYER
Micturition disorder  

8951399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951399 NON-EXPEDITED US-BAYER-2012-128369 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8951400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951400 NON-EXPEDITED US-BAYER-2012-128578 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8951401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951401 NON-EXPEDITED US-BAYER-2012-128591 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8951404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951404 NON-EXPEDITED US-BAYER-2012-128054 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8951405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951405 NON-EXPEDITED US-BAYER-2012-128247 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8951407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8951407 NON-EXPEDITED US-BAYER-2012-128542 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8954027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8954027 NON-EXPEDITED US-TEVA-374513USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8954074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8954074 NON-EXPEDITED OT US-BAYER-2012-126609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal odour  

8954077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8954077 NON-EXPEDITED OT US-BAYER-2012-125644 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  
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Detailed Report
8954453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8954453 NON-EXPEDITED US-TEVA-374765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8954485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8954485 NON-EXPEDITED US-BAYER-2012-126729 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema Climara Pro S TRANSDERMAL UNK  BAYER
Contusion  
Pruritus  

8960484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960484 DIRECT DS,LT,RI 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain MIRENA IUD S  
Device dislocation  
Dyspareunia  
Haemorrhage  
Polycystic ovaries  
Procedural pain  
Scar  

8960488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960488 DIRECT OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular MIRENA IUD BAYER S  BAYER
Device dislocation  
Uterine perforation  
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Detailed Report
8960490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960490 DIRECT OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA IUD S  
Device dislocation  
Dysmenorrhoea  
Menorrhagia  

8960493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960493 DIRECT Y RI 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device dislocation  
Maternal exposure before pregnancy  
Postpartum haemorrhage  
Pregnancy  
Uterine disorder  
Uterine perforation  

8960512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960512 DIRECT HO,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea MIRENA S  
Device dislocation  
Ovarian cyst  
Stress  
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Detailed Report
8960514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960514 DIRECT DS,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA IUD S INTRAUTERINE  BAYER
Dizziness  
Dysmenorrhoea  
Endometriosis  
Fall  
Fallopian tube disorder  
Infertility female  
Menorrhagia  
Migraine  
Mood swings  
Pelvic inflammatory disease  
Post procedural haemorrhage  
Scar  
Seborrhoea  
Secretion discharge  
Weight increased  

8960545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960545 DIRECT OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Device dislocation  
Uterine perforation  
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Detailed Report
8960551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960551 DIRECT 42 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased MIRENA S  BAYER
Fat tissue increased  
Feeling abnormal  
Nipple pain  
Product formulation issue  

8960553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960553 DIRECT HO,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S VAGINAL  

8960567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960567 DIRECT RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
MIRENA IUD S VAGINAL Plastic Device  vag  

Device dislocation  
Uterine perforation  

8960628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2012 8960628 DIRECT Y RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA S  
Device dislocation  
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Detailed Report
8630960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8630960 EXPEDITED (15-DAY) HO,DS PHHY2012FR052940 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuropathy LEELOO S ORAL 1 DF daily  NOVARTIS
Scotoma  
Vertigo  

8736918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8736918 EXPEDITED (15-DAY) OT ZA-BAYER-2012-079199 24 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum haemorrhage MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER

MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
GENERAL ANESTHESIA C UNK  

8811775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8811775 NON-EXPEDITED OT US-BAYER-2012-099275 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ALBUTEROL C  
IBUPROFEN C 800 mg, PRN  
Flexant C 10 mg, PRN  

8823349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8823349 EXPEDITED (15-DAY) OT FR-009507513-1209FRA
011189

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion induced IMPLANON S 1 DF, UNK  MERCK
Unintended pregnancy ADEPAL S UNK  
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Detailed Report
8828022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8828022 NON-EXPEDITED OT US-BAYER-2012-101661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device issue  
Pain  
Uterine perforation  

8841646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8841646 NON-EXPEDITED OT US-BAYER-2012-105067 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device physical property issue  

8862342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8862342 NON-EXPEDITED OT US-BAYER-2012-109323 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

8880156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8880156 NON-EXPEDITED OT US-BAYER-2012-112189 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion  
Drug ineffective  
Human chorionic gonadotropin decreased  
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Detailed Report
8881680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8881680 EXPEDITED (15-DAY) HO UA-BAYER-2012-111677 48 YR Female UKR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pulmonary embolism Mirena S  BAYER

8909339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8909339 NON-EXPEDITED US-TEVA-370406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8912127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8912127 NON-EXPEDITED US-TEVA-370476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flank pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ADDERALL C  

8925371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8925371 NON-EXPEDITED US-TEVA-371109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ALBUTEROL C  

8955727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955727 NON-EXPEDITED US-TEVA-374959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Pelvic pain  
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Detailed Report
8955740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955740 NON-EXPEDITED US-TEVA-375022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain Minocycline C  

Iron C  
Sports Vitamins C  

8955742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955742 EXPEDITED (15-DAY) OT UY-BAYER-2012-125317 44 YR Female URY

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain Qlaira S ORAL UNK  BAYER
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Post procedural haemorrhage  

8955831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955831 NON-EXPEDITED US-TEVA-374647USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8955855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955855 NON-EXPEDITED US-TEVA-375024USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8955887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955887 NON-EXPEDITED US-TEVA-374655USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8955956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955956 NON-EXPEDITED US-TEVA-374760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8955966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8955966 NON-EXPEDITED US-TEVA-374775USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Decreased appetite  
Fatigue  

8956041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956041 EXPEDITED (15-DAY) OT US-BAYER-2012-126683 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Fatigue  
Fungal infection  
Menstruation delayed  
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8956098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956098 NON-EXPEDITED US-BAYER-2012-126921 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Climara Pro S TRANSDERMAL UNK UNK, QD  BAYER
Product adhesion issue  

8956100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956100 NON-EXPEDITED OT US-BAYER-2012-126595 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pregnancy with contraceptive device  

8956104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956104 NON-EXPEDITED OT US-BAYER-2012-126597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Drug ineffective  
Pregnancy with contraceptive device  

8956127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956127 EXPEDITED (15-DAY) OT US-BAYER-2012-127136 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8956130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956130 NON-EXPEDITED OT US-BAYER-2012-127291 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Feeling abnormal  
Migraine  
Uterine infection  

8956309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956309 NON-EXPEDITED US-BAYER-2012-128573 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort Mirena S 20 mcg/24hr, CONT  BAYER

8956313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956313 NON-EXPEDITED US-BAYER-2012-129394 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956317 NON-EXPEDITED US-BAYER-2012-121682 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Uterine cervix stenosis  

8956355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956355 NON-EXPEDITED US-BAYER-2012-128499 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8956358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956358 NON-EXPEDITED US-BAYER-2012-129038 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956360 NON-EXPEDITED US-BAYER-2012-128285 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956364 NON-EXPEDITED US-BAYER-2012-129398 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956367 NON-EXPEDITED US-BAYER-2012-129399 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956374 NON-EXPEDITED US-BAYER-2012-127819 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956378 NON-EXPEDITED OT US-BAYER-2012-128435 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8956383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956383 NON-EXPEDITED US-BAYER-2012-127826 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956386 NON-EXPEDITED US-BAYER-2012-129397 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956387 NON-EXPEDITED OT US-BAYER-2012-128249 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956390 NON-EXPEDITED US-BAYER-2012-129396 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956405 NON-EXPEDITED OT US-BAYER-2012-111805 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Ocella C ORAL 1 DF, QD  BAYER
Fatigue GARDASIL C  
Acne  
Metrorrhagia  
Weight increased  
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Detailed Report
8956414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956414 NON-EXPEDITED US-BAYER-2012-129393 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956417 NON-EXPEDITED US-BAYER-2012-129095 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

8956419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956419 NON-EXPEDITED US-BAYER-2012-128081 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956423 NON-EXPEDITED US-BAYER-2012-129389 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956433 NON-EXPEDITED OT US-BAYER-2012-128257 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956435 NON-EXPEDITED OT US-BAYER-2012-128798 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8956451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956451 NON-EXPEDITED OT US-BAYER-2012-127320 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8956490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956490 NON-EXPEDITED US-TEVA-374629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8956913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956913 NON-EXPEDITED US-TEVA-375067USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Vomiting  

8956975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8956975 NON-EXPEDITED US-TEVA-375072USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia MOTRIN C  
Dysmenorrhoea  

8957495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8957495 NON-EXPEDITED US-TEVA-375074USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8957573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2012 8957573 NON-EXPEDITED US-TEVA-375078USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

NUVARING C  

8889075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8889075 NON-EXPEDITED OT US-BAYER-2012-114242 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER

8920128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8920128 NON-EXPEDITED OT US-BAYER-2012-115999 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8932854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8932854 NON-EXPEDITED US-BAYER-2012-124236 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8949649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8949649 NON-EXPEDITED OT US-BAYER-2012-125608 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8956800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8956800 NON-EXPEDITED US-TEVA-375166USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  
Nausea  
Vomiting  

8956862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8956862 NON-EXPEDITED US-TEVA-375180USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8957277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957277 NON-EXPEDITED US-TEVA-375042USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8957465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957465 NON-EXPEDITED OT US-BAYER-2012-129109 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8957590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957590 NON-EXPEDITED US-TEVA-374912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8957598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957598 NON-EXPEDITED US-TEVA-374939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8957611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957611 NON-EXPEDITED US-TEVA-375211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8957768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957768 NON-EXPEDITED US-BAYER-2012-111823 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Labour pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vomiting Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Back pain  
Blood pressure fluctuation  
Device expulsion  
Dizziness  
Headache  
Vision blurred  
Weight increased  

8957797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957797 NON-EXPEDITED US-TEVA-375187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8957988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8957988 NON-EXPEDITED US-TEVA-375195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8958106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958106 NON-EXPEDITED US-BAYER-2012-114876 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Nausea  
Palpitations  

8958144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958144 NON-EXPEDITED US-TEVA-375177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8958210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958210 NON-EXPEDITED US-BAYER-2012-130127 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8958250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958250 NON-EXPEDITED US-TEVA-375062USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Xanax C  
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Detailed Report
8958282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958282 EXPEDITED (15-DAY) HO DZ-ROCHE-1167002 38 YR Female DZA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis MabThera S INTRAVENOUS  

MabThera S UNKNOWN  
ADEPAL S ORAL  

8958287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958287 NON-EXPEDITED OT US-BAYER-2012-129789 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervix inflammation  
Dyspareunia  

8958290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958290 NON-EXPEDITED OT US-BAYER-2012-128601 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device breakage  
Device difficult to use  
Medical device discomfort  

8958867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8958867 NON-EXPEDITED US-TEVA-375287USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8959463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8959463 NON-EXPEDITED US-TEVA-375250USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8960196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8960196 NON-EXPEDITED US-TEVA-375290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Birth Control C  

8960373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8960373 NON-EXPEDITED US-TEVA-375233USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Increased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Fatigue  
Nausea  
Off label use  

8960809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8960809 DIRECT OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort MIRENA IUD S  
Device dislocation  
Maternal exposure during pregnancy  
Menstrual disorder  
Mood swings  
Post procedural haemorrhage  
Pregnancy with contraceptive device  
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Detailed Report
8960865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8960865 DIRECT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident MIRENA IUD S  
Deep vein thrombosis  

8962195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8962195 NON-EXPEDITED OT US-BAYER-2012-129842 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

8962198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8962198 NON-EXPEDITED OT US-BAYER-2012-129813 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  

8962248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2012 8962248 EXPEDITED (15-DAY) OT NL-BAYER-2012-126846 38 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema Mirena S UNK  BAYER
Chest discomfort  
Depressed mood  
Dyspnoea at rest  
Fatigue  
Oedema  
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Detailed Report
8623160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8623160 EXPEDITED (15-DAY) HO,OT BR-BAYER-2012-059060 30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Malaise HOMEOPATHIC PREPARATION C ORAL UNK  
Amenorrhoea  
Pregnancy with contraceptive device  
Premature separation of placenta  
Procedural pain  

8778985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8778985 NON-EXPEDITED OT US-BAYER-2012-093174 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Genital haemorrhage  

8857447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8857447 EXPEDITED (15-DAY) OT US-BAYER-2012-110360 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacterial infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Burning sensation  
Dizziness  
Post procedural discomfort  
Procedural pain  
Pruritus  
Vulvovaginal pain  
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Detailed Report
8874605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8874605 NON-EXPEDITED OT US-BAYER-2012-113655 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Procedural pain  

8912254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8912254 NON-EXPEDITED US-BAYER-2012-118008 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8921365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8921365 NON-EXPEDITED US-TEVA-371301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8925504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8925504 NON-EXPEDITED US-BAYER-2012-122526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S UNK  BAYER

8927169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8927169 NON-EXPEDITED US-TEVA-372170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8928899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8928899 NON-EXPEDITED US-TEVA-372410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8958676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958676 EXPEDITED (15-DAY) OT NL-BAYER-2012-128930 35 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cardio-respiratory arrest  
Device difficult to use  

8958795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958795 NON-EXPEDITED US-BAYER-2012-130303 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8958817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958817 NON-EXPEDITED US-BAYER-2012-129585 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8958821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958821 NON-EXPEDITED OT US-BAYER-2012-129837 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8958825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958825 NON-EXPEDITED US-BAYER-2012-130074 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8958830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958830 NON-EXPEDITED US-BAYER-2012-130280 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8958838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8958838 NON-EXPEDITED US-TEVA-375330USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  

8959016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959016 NON-EXPEDITED US-TEVA-375327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation irregular  

8959064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959064 NON-EXPEDITED US-BAYER-2012-130514 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8959068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959068 NON-EXPEDITED US-BAYER-2012-130334 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959091 NON-EXPEDITED US-BAYER-2012-129777 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959098 NON-EXPEDITED US-BAYER-2012-130044 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959104 NON-EXPEDITED US-BAYER-2012-129392 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959105 NON-EXPEDITED OT US-BAYER-2012-128784 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959108 NON-EXPEDITED US-BAYER-2012-130269 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8959114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959114 NON-EXPEDITED OT US-BAYER-2012-129260 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959118 NON-EXPEDITED OT US-BAYER-2012-129582 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959159 NON-EXPEDITED US-TEVA-375318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8959311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959311 NON-EXPEDITED US-TEVA-375239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8959352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959352 EXPEDITED (15-DAY) OT US-BAYER-2012-127779 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device dislocation  

Page: 12,556 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8959383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959383 NON-EXPEDITED OT US-BAYER-2012-128524 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8959411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959411 NON-EXPEDITED OT US-BAYER-2012-128364 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Complication of device removal  
Pain  

8959458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959458 NON-EXPEDITED US-TEVA-375430USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8959467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959467 NON-EXPEDITED US-TEVA-375451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

WELLBUTRIN C  

8959470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959470 NON-EXPEDITED OT US-BAYER-2012-128290 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8959472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959472 NON-EXPEDITED OT US-BAYER-2012-127900 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8959505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959505 NON-EXPEDITED US-TEVA-375317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epistaxis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8959509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959509 NON-EXPEDITED US-BAYER-2012-130686 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959511 NON-EXPEDITED US-BAYER-2012-130716 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8959690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959690 NON-EXPEDITED US-TEVA-375442USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8959693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8959693 NON-EXPEDITED US-TEVA-375319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8960146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960146 NON-EXPEDITED US-TEVA-375435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use Multivitamins C  

8960151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960151 NON-EXPEDITED US-BAYER-2012-130318 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8960152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960152 NON-EXPEDITED OT US-BAYER-2012-130295 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8960154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960154 NON-EXPEDITED OT US-BAYER-2012-130103 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8960372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960372 NON-EXPEDITED US-BAYER-2012-130225 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,559 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8960383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960383 NON-EXPEDITED US-BAYER-2012-129696 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8960393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960393 NON-EXPEDITED US-BAYER-2012-130133 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8960404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960404 NON-EXPEDITED US-BAYER-2012-129735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  
Anxiety  
Feeling abnormal  
Palpitations  

8960419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960419 NON-EXPEDITED US-BAYER-2012-129569 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8960919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8960919 NON-EXPEDITED US-BAYER-2012-124323 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S UNK  BAYER
Device physical property issue  
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Detailed Report
8961020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8961020 NON-EXPEDITED US-TEVA-375432USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain NEXT CHOICE S ORAL  

8961273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8961273 NON-EXPEDITED US-BAYER-2012-130688 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8961278 NON-EXPEDITED US-BAYER-2012-130712 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965519 DIRECT Y RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower MIRENA IUD S  
Device dislocation  
Menstruation irregular  

8965545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965545 DIRECT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia MIRENA S  BAYER
Arthralgia  
Genital rash  
Rash pruritic  
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Detailed Report
8965579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965579 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache MIRENA IUD S  
Amnesia  
Depression  
Fatigue  
Feeling abnormal  
Ill-defined disorder  
Irritability  
Pain  
Urinary tract infection  

8965600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965600 DIRECT OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy MIRENA IUD S  BAYER
Abortion spontaneous  
Maternal exposure before pregnancy  

8965634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965634 DIRECT HO,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA IUD S 6 MTH
Device dislocation  
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Detailed Report
8965690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2012 8965690 DIRECT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain MIRENA BAYER S  BAYER
Back pain  
Cold sweat  
Diarrhoea  
Haemorrhage  
Movement disorder  
Muscle spasms  
Nausea  

8155582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8155582 EXPEDITED (15-DAY) OT AR-BAYER-2011-084513 32 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemangioma of liver Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8217151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8217151 EXPEDITED (15-DAY) HO,OT CA-BAYER-2011-103684 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain MIRENA S  BAYER
Feeling abnormal  
Loss of consciousness  

8282314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8282314 NON-EXPEDITED OT US-BAYER-2011-115505 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Vaginal haemorrhage  
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Detailed Report
8590280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8590280 EXPEDITED (15-DAY) HO,LT,OT DE-BAYER-2012-007670 26 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic adenoma MAXIM S ORAL 1 DF, QD  
Abdominal pain VALETTE S ORAL 1 DF, QD  
Hepatic haemorrhage Yaz S ORAL 1 DF, QD  BAYER
Fluid retention PETIBELLE S ORAL 1 DF, QD  BAYER
Oedema PETIBELLE S ORAL 1 DF, QD  BAYER
Fatigue TRISISTON S ORAL 1 DF, QD  BAYER
Alopecia  
Fluid retention  
Haemorrhagic anaemia  
Hepatic cyst  
Migraine  
Night sweats  
Skin disorder  
Sleep disorder  

8667332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8667332 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-069255 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fallopian tube cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst ALBUTEROL C UNK  
Abdominal pain NASONEX C 2 DF, PRN  

IPRATROPIUM BROMIDE C 2 DF, PRN  
ADVAIR C 1 daily  
SINGULAIR C UNK  
SINGULAIR C  
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Detailed Report
8748231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8748231 NON-EXPEDITED OT US-BAYER-2012-086263 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse MOTRIN C  
Device misuse  

8757320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8757320 NON-EXPEDITED US-BAYER-2012-088475 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8772591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8772591 NON-EXPEDITED US-BAYER-2012-092026 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug hypersensitivity  
Groin pain  

8833618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8833618 NON-EXPEDITED US-TEVA-363576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  
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Detailed Report
8854323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8854323 NON-EXPEDITED OT US-BAYER-2012-108304 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain Mirena S  BAYER
Abdominal pain  
Device issue  
Discomfort  
Drug ineffective  
Dysmenorrhoea  
Genital haemorrhage  
Menorrhagia  
Pain  

8885866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8885866 NON-EXPEDITED OT US-BAYER-2012-112568 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Device expulsion  

8908121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8908121 NON-EXPEDITED US-BAYER-2012-117081 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
8908132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8908132 NON-EXPEDITED HO US-BAYER-2012-117120 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Muscle disorder  
Uterine leiomyoma  

8910031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8910031 EXPEDITED (15-DAY) OT US-BAYER-2012-117153 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gynaecological chlamydia infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8943439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8943439 NON-EXPEDITED US-TEVA-373569USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8945972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8945972 NON-EXPEDITED US-TEVA-373835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8953175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8953175 EXPEDITED (15-DAY) HO FR-BAYER-2012-126245 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypertension  
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Detailed Report
8960731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8960731 NON-EXPEDITED US-TEVA-375663USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nasopharyngitis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PENICILLIN C  

8961021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961021 NON-EXPEDITED OT US-BAYER-2012-130668 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abortion spontaneous  
Drug ineffective  
Menorrhagia  
Pregnancy with contraceptive device  

8961024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961024 NON-EXPEDITED OT US-BAYER-2012-130062 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8961027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961027 NON-EXPEDITED US-BAYER-2012-130267 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
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Detailed Report
8961033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961033 NON-EXPEDITED OT US-BAYER-2012-130700 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Rash  

8961040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961040 EXPEDITED (15-DAY) OT US-BAYER-2012-126849 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mass Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device issue  

8961047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961047 NON-EXPEDITED OT US-BAYER-2012-130708 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8961057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961057 NON-EXPEDITED OT US-BAYER-2012-129026 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Device issue  
Feeling abnormal  
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Detailed Report
8961059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961059 NON-EXPEDITED OT US-BAYER-2012-127703 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Nausea  

8961063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961063 NON-EXPEDITED OT US-BAYER-2012-128716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adenomyosis  
Endometriosis  
Fungal infection  
Infertility female  
Mood swings  
Ovarian cyst  
Thyroid disorder  
Vaginal infection  
Weight increased  

8961073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961073 NON-EXPEDITED OT US-BAYER-2012-130268 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961076 NON-EXPEDITED OT US-BAYER-2012-130297 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
8961106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961106 NON-EXPEDITED OT US-BAYER-2012-130319 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961117 NON-EXPEDITED OT US-BAYER-2012-130876 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Genital haemorrhage  

8961178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961178 NON-EXPEDITED US-BAYER-2012-129761 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8961181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961181 NON-EXPEDITED US-BAYER-2012-129784 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S UNK  BAYER
Complication of device insertion  

8961189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961189 NON-EXPEDITED US-BAYER-2012-127717 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Eructation  
Vomiting  
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Detailed Report
8961194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961194 NON-EXPEDITED US-BAYER-2012-113046 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8961205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961205 NON-EXPEDITED US-BAYER-2012-130889 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961208 NON-EXPEDITED US-BAYER-2012-130892 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961211 NON-EXPEDITED US-BAYER-2012-130891 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961230 NON-EXPEDITED US-BAYER-2012-130715 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea Mirena S  BAYER
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8961245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961245 NON-EXPEDITED US-BAYER-2012-129730 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast mass  

8961247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961247 NON-EXPEDITED US-BAYER-2012-130678 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961248 EXPEDITED (15-DAY) OT DE-BAYER-2011-096090 26 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S UNK  BAYER
Device dislocation  
Drug ineffective  
Placenta praevia haemorrhage  
Premature delivery  

8961251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961251 NON-EXPEDITED US-BAYER-2012-130867 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961254 NON-EXPEDITED US-BAYER-2012-130811 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8961260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961260 NON-EXPEDITED US-BAYER-2012-130792 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961262 NON-EXPEDITED US-BAYER-2012-130646 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961264 NON-EXPEDITED US-BAYER-2012-130858 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961267 EXPEDITED (15-DAY) OT NL-BAYER-2012-130179 41 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Otosclerosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypoacusis  

8961270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961270 NON-EXPEDITED US-BAYER-2012-130859 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961300 NON-EXPEDITED US-TEVA-375562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8961328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961328 EXPEDITED (15-DAY) HO,OT GB-BAYER-2012-108076 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage GENERAL ANESTHESIA C  
Device breakage  
Device difficult to use  
Malaise  
Pain  
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8961332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961332 EXPEDITED (15-DAY) HO,OT DE-BAYER-2012-130526 25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Anxiety  
Arrhythmia  
Blindness  
Circulatory collapse  
Depression  
Dizziness  
Dyspepsia  
Feeling cold  
Food intolerance  
Hair disorder  
Headache  
Hyperhidrosis  
Initial insomnia  
Libido decreased  
Middle insomnia  
Palpitations  
Panic attack  
Pelvic pain  
Renal pain  
Respiratory distress  
Restlessness  
Tension  
Tinnitus  
Visual impairment  
Weight increased  
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8961344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961344 NON-EXPEDITED US-BAYER-2012-129445 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8961353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961353 NON-EXPEDITED US-BAYER-2012-129554 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8961362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961362 NON-EXPEDITED US-BAYER-2012-130114 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8961364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961364 NON-EXPEDITED US-BAYER-2012-130272 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Drug ineffective  

8961470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961470 NON-EXPEDITED US-TEVA-375569USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Birth Control C  
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8961540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8961540 EXPEDITED (15-DAY) OT AT-BAYER-2012-129616 47 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ageusia  
Anosmia  

8962595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8962595 NON-EXPEDITED US-BAYER-2012-131132 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8962865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8962865 NON-EXPEDITED US-TEVA-375485USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8962969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8962969 NON-EXPEDITED US-BAYER-2012-129760 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8962986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8962986 NON-EXPEDITED US-TEVA-375576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
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Detailed Report
8963677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8963677 NON-EXPEDITED US-TEVA-375499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Pelvic pain  

8963709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8963709 NON-EXPEDITED US-TEVA-375537USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8963823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8963823 NON-EXPEDITED US-TEVA-375770USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8963827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8963827 NON-EXPEDITED US-TEVA-375596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8964184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964184 NON-EXPEDITED US-BAYER-2012-129782 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8964443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964443 NON-EXPEDITED US-TEVA-375518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8964510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964510 NON-EXPEDITED US-TEVA-375587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8964794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964794 NON-EXPEDITED US-TEVA-375447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8964924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964924 NON-EXPEDITED US-BAYER-2012-128617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8964931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964931 NON-EXPEDITED US-BAYER-2012-129678 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8964933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8964933 NON-EXPEDITED US-BAYER-2012-131066 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8965012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965012 NON-EXPEDITED US-TEVA-375760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8965205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965205 NON-EXPEDITED US-TEVA-375066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  
Vaginal haemorrhage  

8965228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965228 NON-EXPEDITED US-TEVA-375069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8965381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965381 NON-EXPEDITED US-TEVA-375478USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vitamins C  
Vitamin B C  
Multivitamin C  

8965398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965398 NON-EXPEDITED US-BAYER-2012-129658 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER
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8965399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8965399 NON-EXPEDITED US-BAYER-2012-129651 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8967786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8967786 DIRECT Y RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRENA 52 MG/1U BAYER S INTRAUTERINE 13 MTH BAYER
Balance disorder  
Blindness transient  
Dizziness  
Headache  
Nausea  
Papilloedema  
Tinnitus  

8973695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2012 8973695 NON-EXPEDITED US-BAYER-2012-130631 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8806801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8806801 NON-EXPEDITED OT US-BAYER-2012-099331 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain Mirena S  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8828292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8828292 NON-EXPEDITED OT US-BAYER-2012-101969 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER
Malaise  
Medical device discomfort  
Procedural haemorrhage  
Procedural pain  

8899716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8899716 EXPEDITED (15-DAY) OT US-BAYER-2012-116012 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage GENERAL ANESTHESIA C  
Abdominal pain lower  
Device difficult to use  
Haematuria  
Injury  
Medical device discomfort  
Ovarian cyst  
Pain  

8908200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8908200 NON-EXPEDITED OT US-BAYER-2012-118503 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
8908885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8908885 NON-EXPEDITED US-BAYER-2012-116253 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8912243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8912243 NON-EXPEDITED OT US-BAYER-2012-117803 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

8932435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8932435 NON-EXPEDITED US-TEVA-372455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Flatulence  

8942701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8942701 NON-EXPEDITED US-TEVA-373671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8943854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8943854 NON-EXPEDITED US-TEVA-373697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

AVIANE S  DURAMED
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Detailed Report
8947090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8947090 NON-EXPEDITED US-TEVA-373974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8948070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8948070 NON-EXPEDITED US-TEVA-373911USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8949613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8949613 NON-EXPEDITED OT US-BAYER-2012-126681 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8958713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8958713 NON-EXPEDITED US-TEVA-374774USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8962640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8962640 NON-EXPEDITED US-TEVA-375750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8962692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8962692 NON-EXPEDITED US-TEVA-375803USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8962964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8962964 NON-EXPEDITED US-BAYER-2012-130888 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site erythema Climara Pro S TRANSDERMAL  BAYER
Application site irritation CLIMARA PRO S TRANSDERMAL  BAYER
Application site erosion  

8962967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8962967 NON-EXPEDITED OT US-BAYER-2012-131339 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

8963023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963023 NON-EXPEDITED OT US-BAYER-2012-131180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963027 NON-EXPEDITED OT US-BAYER-2012-131442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8963033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963033 NON-EXPEDITED OT US-BAYER-2012-131056 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

GENERAL ANESTHESIA C  

8963073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963073 EXPEDITED (15-DAY) OT US-BAYER-2012-129836 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
Fatigue  
Herpes zoster  
Menorrhagia  
Pneumonitis  
Skin discolouration  

8963090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963090 NON-EXPEDITED OT US-BAYER-2012-130245 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error  
Pregnancy with contraceptive device  
Suppressed lactation  
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Detailed Report
8963123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963123 NON-EXPEDITED US-TEVA-375815USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
VITAMINS C  

8963235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963235 NON-EXPEDITED US-BAYER-2012-131119 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8963241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963241 NON-EXPEDITED US-BAYER-2012-131389 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963243 NON-EXPEDITED US-BAYER-2012-131269 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963245 NON-EXPEDITED US-BAYER-2012-130250 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural headache Mirena S  BAYER
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Detailed Report
8963254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963254 NON-EXPEDITED US-BAYER-2012-131416 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963256 NON-EXPEDITED US-BAYER-2012-130874 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Pain  

8963260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963260 NON-EXPEDITED US-BAYER-2012-130519 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pelvic pain  

8963263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963263 NON-EXPEDITED US-TEVA-375820USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine present PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8963316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963316 EXPEDITED (15-DAY) HO,OT RU-BAYER-2012-131025 Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Candidiasis  
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Detailed Report
8963319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963319 EXPEDITED (15-DAY) OT CA-BAYER-2012-129683 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hysterectomy MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963646 NON-EXPEDITED US-TEVA-375827USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  
Off label use  

8963734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963734 NON-EXPEDITED US-BAYER-2012-130679 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site rash Climara Pro S TRANSDERMAL UNK  BAYER
Application site pain  
Application site pruritus  

8963736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963736 NON-EXPEDITED US-BAYER-2012-131440 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chest pain  
Dark circles under eyes  
Dizziness  
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Detailed Report
8963771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963771 NON-EXPEDITED US-BAYER-2012-129818 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

8963819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963819 NON-EXPEDITED US-BAYER-2012-131688 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8963928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963928 NON-EXPEDITED US-TEVA-375720USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine present PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8963953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8963953 NON-EXPEDITED US-TEVA-375822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8964215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964215 NON-EXPEDITED OT US-BAYER-2012-130731 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Gait disturbance  
Menorrhagia  
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Detailed Report
8964517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964517 NON-EXPEDITED US-BAYER-2012-129867 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8964535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964535 NON-EXPEDITED US-BAYER-2012-131621 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8964538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964538 NON-EXPEDITED US-BAYER-2012-131687 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8964540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964540 NON-EXPEDITED US-BAYER-2012-130877 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

8964601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964601 NON-EXPEDITED US-BAYER-2012-131454 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8964604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964604 NON-EXPEDITED US-BAYER-2012-131694 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8964609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964609 NON-EXPEDITED US-TEVA-375943USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8964617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964617 NON-EXPEDITED US-BAYER-2012-131338 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

8964621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964621 NON-EXPEDITED US-BAYER-2012-131175 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Climara Pro S TRANSDERMAL  BAYER
Palpitations Climara Pro S TRANSDERMAL  BAYER
Pruritus generalised  

8964742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8964742 NON-EXPEDITED US-BAYER-2012-127828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug administration error Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8965871 NON-EXPEDITED US-TEVA-376047USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8966250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8966250 NON-EXPEDITED US-TEVA-375970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8966373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8966373 EXPEDITED (15-DAY) DS US-
GLAXOSMITHKLINE-
A1004388A

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder Lamictal S ORAL  GLAXOSMITHKLINE
Depression Seasonique S UNKNOWN  
Weight decreased Prometrium S UNKNOWN 300MG Unknown  
Asthenia Prozac C  
Drug ineffective Buspar C  GLAXOSMITHKLINE
Incorrect dose administered Iron C  
Drug interaction Vit. C C  GLAXOSMITHKLINE

Multivitamin C  
Vitamine D3 C  GLAXOSMITHKLINE
HYDROCHLOROTHIAZIDE C  
Levoxyl C  GLAXOSMITHKLINE
Aciphex C  GLAXOSMITHKLINE

8966519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8966519 NON-EXPEDITED US-TEVA-375936USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Breast tenderness  
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Detailed Report
8966900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8966900 EXPEDITED (15-DAY) HO,OT US-TEVA-375972USA 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest discomfort SEASONIQUE S  DURAMED
Anxiety  
Chest discomfort  
Dyspnoea  
Myocardial infarction  
Palpitations  

8967121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8967121 NON-EXPEDITED US-TEVA-376044USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8968170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8968170 DIRECT DS 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fallopian tube disorder MIRENA UNK S  
Haemorrhage  
Muscle spasms  
Thrombosis  

8968799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8968799 DIRECT OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation MIRENA S  

Page: 12,595 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8968848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8968848 DIRECT HO,DS,LT,OT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRENA IUD S  

8968908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8968908 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression MIRENA S  BAYER
Anxiety  
Dyspareunia  
Libido decreased  
Menorrhagia  
Menstrual disorder  
Menstruation irregular  
Pelvic pain  
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Detailed Report
8969022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 8969022 DIRECT HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms MIRENA S  
Abdominal pain upper  
Chest pain  
Headache  
Hypoaesthesia  
Hypophagia  
Insomnia  
No therapeutic response  
Pain  
Paraesthesia  
Pelvic inflammatory disease  
Pruritus  

9025963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9025963 DIRECT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD S  
Device dislocation  
Haemorrhage  
Medical device complication  
Neoplasm recurrence  
Ovarian cyst  
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Detailed Report
9026049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026049 DIRECT HO,DS,LT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA IUD BAYER S  
Alopecia  
Cervix haemorrhage uterine  
Device breakage  
Device dislocation  
Frustration  
Impaired work ability  
Pain  
Uterine dilation and curettage  
Uterine perforation  
Weight increased  

9026055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026055 DIRECT HO,LT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD BAYER S  
Device dislocation  
Uterine perforation  

9026126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026126 DIRECT DS,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  
Device dislocation  
Infertility female  
Scar  
Uterine perforation  
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Detailed Report
9026205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026205 DIRECT 27 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S  

9026276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026276 DIRECT LT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  
Headache  
Laceration  
Mobility decreased  
Pain  
Pelvic inflammatory disease  
Uterine disorder  

9026348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2012 9026348 DIRECT LT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection MIRENA IUD S  
Back pain  
Bacterial infection  
Pelvic inflammatory disease  

8966527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2012 8966527 EXPEDITED (15-DAY) OT US-TEVA-374951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal haemorrhage LORAZEPAM C 1 Milligram Daily;  
Pregnancy LORAZEPAM C  

LORAZEPAM C  
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Detailed Report
8396160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8396160 EXPEDITED (15-DAY) OT US-BAYER-2012-009940 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Staphylococcal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hyperhidrosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Adverse event  
Back pain  
Breast cyst  
Breast mass  
Bronchitis  
Depression  
Fatigue  
Folliculitis  
Gastrooesophageal reflux disease  
Headache  
Leukocytosis  
Malaise  
Mood swings  
Skin odour abnormal  
Staphylococcal skin infection  
Stress  
Vomiting  

8451724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8451724 NON-EXPEDITED US-TEVA-326913USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  
Vaginal haemorrhage  
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Detailed Report
8736877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8736877 EXPEDITED (15-DAY) OT ZA-BAYER-2012-079011 22 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum haemorrhage MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device misuse MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER

Ecotrin C UNK  
ASPIRIN C UNK  

8816034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8816034 NON-EXPEDITED US-BAYER-2012-100061 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8875150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8875150 NON-EXPEDITED OT US-BAYER-2012-108456 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
General physical health deterioration  
Pain  
Stress  

8888370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8888370 NON-EXPEDITED OT US-BAYER-2012-114090 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  
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Detailed Report
8889303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8889303 NON-EXPEDITED OT US-BAYER-2012-113356 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Menorrhagia  
Menstruation irregular  
Polymenorrhoea  

8890632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8890632 NON-EXPEDITED OT US-BAYER-2012-114053 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Abdominal pain lower  
Genital haemorrhage  

8940421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8940421 NON-EXPEDITED US-TEVA-373396USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal burning sensation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Blood urine present  
Breast tenderness  
Haemorrhage  
Menstruation irregular  
Micturition urgency  
Pain  
Vaginal odour  
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Detailed Report
8943186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8943186 NON-EXPEDITED US-BAYER-2012-126351 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device ANTIPSYCHOTICS C  
Drug ineffective  

8961350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8961350 NON-EXPEDITED US-BAYER-2012-129612 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8965768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965768 NON-EXPEDITED US-BAYER-2012-131470 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965772 NON-EXPEDITED US-BAYER-2012-131671 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965779 NON-EXPEDITED US-BAYER-2012-131713 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8965783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965783 NON-EXPEDITED US-BAYER-2012-131703 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965787 NON-EXPEDITED US-BAYER-2012-131764 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8965797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8965797 NON-EXPEDITED US-BAYER-2012-131774 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966454 NON-EXPEDITED US-BAYER-2012-130243 182 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hunger Mirena S TRANSPLACENTAL UNK  BAYER

8966463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966463 NON-EXPEDITED US-BAYER-2012-130759 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suppressed lactation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8966474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966474 NON-EXPEDITED US-BAYER-2012-131347 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Menstruation delayed  
Nausea  
Pallor  
Pregnancy with contraceptive device  
Vomiting  

8966494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966494 NON-EXPEDITED US-BAYER-2012-127911 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Bacterial infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fungal infection  

8966511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966511 NON-EXPEDITED US-BAYER-2012-131937 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Acne cystic  
Burning sensation  
Dermatitis  
Headache  
Pain of skin  
Scar  
Seborrhoea  
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Detailed Report
8966562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966562 NON-EXPEDITED US-BAYER-2012-131643 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervix stenosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966830 NON-EXPEDITED US-BAYER-2012-131936 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966833 NON-EXPEDITED US-BAYER-2012-131941 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966837 NON-EXPEDITED US-BAYER-2012-127276 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Anaemia  
Device issue  
Dizziness  
Polymenorrhoea  

8966872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966872 NON-EXPEDITED US-BAYER-2012-131787 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8966873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966873 NON-EXPEDITED US-BAYER-2012-131931 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966876 NON-EXPEDITED US-BAYER-2012-131933 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966879 NON-EXPEDITED US-BAYER-2012-131776 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8966956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966956 EXPEDITED (15-DAY) OT AZ-BAYER-2012-130976 35 YR Female AZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid neoplasm Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Asphyxia  

8966959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8966959 EXPEDITED (15-DAY) HO,LT GB-BAYER-2012-130730 23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE  BAYER
Arteriovenous malformation  
Depressed mood  
Device expulsion  
Fear  
Haemoglobin decreased  
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Detailed Report
8967876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8967876 NON-EXPEDITED US-TEVA-376206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  

8968011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8968011 NON-EXPEDITED US-TEVA-376203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8968074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8968074 NON-EXPEDITED US-TEVA-376211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8968292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8968292 NON-EXPEDITED OT US-BAYER-2012-131702 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8968578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8968578 EXPEDITED (15-DAY) OT AU-BAYER-2012-130949 24 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Canesten Clotrimazole Thrush

Treatment
S VAGINAL UNK  BAYER

Mirena S UNK  BAYER
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Detailed Report
8968679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8968679 NON-EXPEDITED US-TEVA-376216USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8969784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8969784 NON-EXPEDITED US-BAYER-2012-131957 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Complication of device removal  

8971507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971507 NON-EXPEDITED OT US-BAYER-2012-131940 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971516 NON-EXPEDITED OT US-BAYER-2012-131767 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971518 NON-EXPEDITED OT US-BAYER-2012-131763 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8971521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971521 NON-EXPEDITED OT US-BAYER-2012-131619 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Endometriosis  
Metrorrhagia  
Off label use  
Pelvic pain  

8971553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971553 NON-EXPEDITED OT US-BAYER-2012-131716 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8971556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971556 NON-EXPEDITED OT US-BAYER-2012-131417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971563 NON-EXPEDITED OT US-BAYER-2012-126637 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8971568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971568 NON-EXPEDITED OT US-BAYER-2012-130249 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  
Drug ineffective  
Menorrhagia  
Nausea  

8971572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971572 NON-EXPEDITED OT US-BAYER-2012-131348 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971600 NON-EXPEDITED US-TEVA-376219USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Pelvic pain  

8971669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971669 NON-EXPEDITED US-TEVA-376223USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
8971704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971704 EXPEDITED (15-DAY) OT RU-BAYER-2012-131641 31 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast pain  
Fibrocystic breast disease  

8971796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8971796 NON-EXPEDITED US-TEVA-376232USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8974081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8974081 DIRECT HO,LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism AMETHIA S ORAL 1 tablet by mouth daily

po
 WATSON

8974266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2012 8974266 DIRECT Y 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain MIRENA S  
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Detailed Report
7323383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 7323383 NON-EXPEDITED OT US-
BAYER-201016141NA

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER
Complication of device removal  
Drug ineffective  
Nausea  
Vaginal haemorrhage  
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Detailed Report
7844056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 7844056 EXPEDITED (15-DAY) OT BR-PFIZER
INC-2011042912

29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate schedule of drug administration Nordette-21 S ORAL 1 DF, 1x/day  PFIZER
Abnormal withdrawal bleeding  
Amenorrhoea  
Anxiety  
Blood cholesterol increased  
Cholelithiasis  
Feeling abnormal  
Headache  
Increased appetite  
Malaise  
Menstrual disorder  
Menstruation irregular  
Metrorrhagia  
Unintended pregnancy  
Urinary tract infection  
Uterine disorder  
Uterine leiomyoma  
Visual impairment  
Weight decreased  
Weight increased  

8876187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8876187 NON-EXPEDITED OT US-BAYER-2012-110596 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue Mirena S  BAYER
Device physical property issue  
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Detailed Report
8919157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8919157 NON-EXPEDITED OT US-BAYER-2012-119337 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8922741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8922741 NON-EXPEDITED OT US-BAYER-2012-121254 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER
Device deployment issue  
Scar  

8954073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8954073 NON-EXPEDITED OT US-BAYER-2012-126334 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  

8957521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8957521 NON-EXPEDITED US-TEVA-375081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8957778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8957778 NON-EXPEDITED US-TEVA-375199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8961054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8961054 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-127802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Anger  
Genital haemorrhage  
Infection  
Ovarian fibrosis  
Pelvic inflammatory disease  
Vomiting  

8968316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8968316 NON-EXPEDITED US-BAYER-2012-132521 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8968323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8968323 NON-EXPEDITED US-BAYER-2012-132478 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8969795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969795 NON-EXPEDITED US-009507513-1212USA
004826

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed NEXPLANON S UNK  MERCK
Pelvic pain PLAN B S ORAL 1.5 mg, qd  
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Detailed Report
8969812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969812 NON-EXPEDITED US-TEVA-376332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8969928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969928 EXPEDITED (15-DAY) OT US-BAYER-2012-131089 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypoaesthesia Mirena S  BAYER
Speech disorder  

8969957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969957 NON-EXPEDITED OT US-BAYER-2012-132391 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8969960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969960 NON-EXPEDITED OT US-BAYER-2012-132453 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Gastric disorder  

8969967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8969967 NON-EXPEDITED OT US-BAYER-2012-132344 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8970002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970002 NON-EXPEDITED OT US-BAYER-2012-132440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970011 NON-EXPEDITED OT US-BAYER-2012-132258 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suspected counterfeit product  

8970023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970023 NON-EXPEDITED OT US-BAYER-2012-132514 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  
Procedural pain  

8970026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970026 NON-EXPEDITED OT US-BAYER-2012-132533 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970036 EXPEDITED (15-DAY) OT US-BAYER-2012-132295 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Peritonitis  

Page: 12,618 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8970097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970097 NON-EXPEDITED OT US-BAYER-2012-132262 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suspected counterfeit product  

8970098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970098 EXPEDITED (15-DAY) OT US-BAYER-2012-132157 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carcinoma in situ Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical dysplasia  

8970108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970108 NON-EXPEDITED OT US-BAYER-2012-132252 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970275 NON-EXPEDITED US-BAYER-2012-132520 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970291 NON-EXPEDITED US-BAYER-2012-132517 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
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Detailed Report
8970305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970305 NON-EXPEDITED US-BAYER-2012-132509 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970319 NON-EXPEDITED US-BAYER-2012-132527 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8970487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970487 NON-EXPEDITED US-BAYER-2012-132476 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970499 NON-EXPEDITED US-BAYER-2012-132408 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970513 NON-EXPEDITED US-BAYER-2012-132409 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970524 NON-EXPEDITED US-BAYER-2012-132443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S 20 mcg/24hr, CONT  BAYER
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8970554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970554 NON-EXPEDITED US-BAYER-2012-132231 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8970585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970585 NON-EXPEDITED US-BAYER-2012-132457 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

8970623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970623 NON-EXPEDITED US-BAYER-2012-132342 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970637 NON-EXPEDITED US-BAYER-2012-132422 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970650 NON-EXPEDITED US-BAYER-2012-132396 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970663 NON-EXPEDITED US-BAYER-2012-132416 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8970685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970685 NON-EXPEDITED US-BAYER-2012-132399 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970696 NON-EXPEDITED US-BAYER-2012-131938 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970708 NON-EXPEDITED US-BAYER-2012-131939 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970720 NON-EXPEDITED US-BAYER-2012-132442 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970733 NON-EXPEDITED US-BAYER-2012-132309 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  

8970740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970740 NON-EXPEDITED US-TEVA-376339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,622 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8970741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970741 NON-EXPEDITED US-BAYER-2012-132292 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970747 NON-EXPEDITED US-BAYER-2012-132321 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970749 NON-EXPEDITED US-BAYER-2012-132112 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970753 NON-EXPEDITED US-BAYER-2012-132424 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970788 NON-EXPEDITED US-BAYER-2012-132107 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8970791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970791 NON-EXPEDITED US-BAYER-2012-132232 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
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8970951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8970951 NON-EXPEDITED US-BAYER-2012-113182 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971079 NON-EXPEDITED US-TEVA-376343USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Xanax C  
Benadryl C  

8971080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971080 NON-EXPEDITED US-BAYER-2012-130286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971242 NON-EXPEDITED US-BAYER-2012-132451 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S UNK  BAYER

8971263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971263 NON-EXPEDITED US-BAYER-2012-132452 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S 20 mcg/24hr, CONT  BAYER
Procedural pain  
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8971268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971268 NON-EXPEDITED US-BAYER-2012-132512 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Crying  

8971332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8971332 NON-EXPEDITED US-TEVA-376350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8973032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8973032 EXPEDITED (15-DAY) OT US-BAYER-2012-129814 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Habitual abortion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fungal infection  
Pregnancy with contraceptive device  

8973164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8973164 NON-EXPEDITED US-TEVA-376465USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8973201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8973201 NON-EXPEDITED US-TEVA-376536USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8974063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8974063 NON-EXPEDITED US-BAYER-2012-131935 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8974065 NON-EXPEDITED US-TEVA-376323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8974896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8974896 DIRECT HO,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort MIRENA S  
Device dislocation  

8978201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8978201 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA IUD S  

8978673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8978673 DIRECT HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage MIRENA IUD S  
Abdominal pain  
Device dislocation  
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8978996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2012 8978996 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance MIRENA S 20  mcg / 24 h

continuous   continuous
 

8399144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8399144 NON-EXPEDITED OT US-BAYER-2012-011656 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  
Dysfunctional uterine bleeding  
Pain  
Uterine spasm  
Vaginal discharge  

8736907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8736907 EXPEDITED (15-DAY) OT ZA-BAYER-2012-084387 38 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine polyp MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation irregular MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Menorrhagia  

8792420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8792420 NON-EXPEDITED OT US-BAYER-2012-094496 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device expulsion  
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Detailed Report
8833797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8833797 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-104034 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Heart injury LOSARTAN C  
Amenorrhoea  
Blood pressure increased  
Cardiac failure  
Genital haemorrhage  
Menstrual disorder  
Myocardial infarction  

8879788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8879788 NON-EXPEDITED OT US-BAYER-2012-113104 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  

8882854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8882854 NON-EXPEDITED OT US-BAYER-2012-115507 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Uterine leiomyoma  
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Detailed Report
8894455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8894455 NON-EXPEDITED OT US-BAYER-2012-115468 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8919800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8919800 EXPEDITED (15-DAY) US-BAYER-2012-118901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mirena S  BAYER

8943656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8943656 NON-EXPEDITED OT US-BAYER-2012-125989 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural pain  
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8955975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8955975 EXPEDITED (15-DAY) OT US-BAYER-2012-125400 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abnormal weight gain  
Amenorrhoea  
Device misuse  
Fungal infection  
Genital discharge  
Medical device pain  
Menometrorrhagia  
Procedural pain  
Product contamination microbial  

8971945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971945 NON-EXPEDITED US-BAYER-2012-125888 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971949 NON-EXPEDITED US-BAYER-2012-132666 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal burning sensation  
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Detailed Report
8971962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971962 NON-EXPEDITED US-BAYER-2012-133083 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pyrexia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus  
Rash  

8971968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971968 NON-EXPEDITED US-BAYER-2012-132363 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Breast tenderness PREDNISONE C UNK  
Abdominal distension  
Thinking abnormal  
Weight increased  

8971971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971971 NON-EXPEDITED US-BAYER-2012-132882 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971972 NON-EXPEDITED US-BAYER-2012-132933 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Malaise  
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Detailed Report
8971977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971977 NON-EXPEDITED US-BAYER-2012-132924 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971986 NON-EXPEDITED US-BAYER-2012-133102 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971988 NON-EXPEDITED US-TEVA-376749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8971991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8971991 NON-EXPEDITED US-BAYER-2012-132909 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972044 NON-EXPEDITED US-BAYER-2012-132937 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972048 NON-EXPEDITED US-BAYER-2012-132865 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8972051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972051 NON-EXPEDITED US-BAYER-2012-133091 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  

8972144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972144 NON-EXPEDITED US-BAYER-2012-132789 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972146 NON-EXPEDITED US-BAYER-2012-131942 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia METHOTREXATE C  
Metrorrhagia  

8972148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972148 NON-EXPEDITED US-BAYER-2012-132774 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972158 NON-EXPEDITED US-BAYER-2012-132647 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8972161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972161 NON-EXPEDITED US-BAYER-2012-132685 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972165 NON-EXPEDITED US-BAYER-2012-132659 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972167 NON-EXPEDITED US-BAYER-2012-132674 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8972169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972169 NON-EXPEDITED US-BAYER-2012-132653 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Metrorrhagia  

8972376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972376 NON-EXPEDITED OT US-BAYER-2012-132641 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
8972384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972384 NON-EXPEDITED OT US-BAYER-2012-132515 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infection Mirena S  BAYER
Infection  
Malaise  
White blood cell count increased  

8972387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972387 NON-EXPEDITED OT US-BAYER-2012-132121 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Eczema  
Headache  
Weight increased  

8972404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972404 NON-EXPEDITED HO US-BAYER-2012-132870 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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8972442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972442 EXPEDITED (15-DAY) OT BR-PFIZER
INC-2012305982

34 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholelithiasis Nordette-21 S ORAL UNK  PFIZER
Inappropriate schedule of drug administration  
Menstruation irregular  
Vaginal discharge  

8972884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8972884 NON-EXPEDITED US-BAYER-2012-118846 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
Menstruation delayed  

8974628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8974628 NON-EXPEDITED US-TEVA-376933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

CITALOPRAM C  
SPRINTEC C  

8974838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8974838 NON-EXPEDITED US-TEVA-376831USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Erythema PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Limb discomfort  
Nipple pain  
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Detailed Report
8975130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8975130 NON-EXPEDITED US-TEVA-376894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pregnancy  
Wrong drug administered  

8975569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8975569 NON-EXPEDITED US-TEVA-376624USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8975677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8975677 NON-EXPEDITED US-TEVA-376611USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8976034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8976034 NON-EXPEDITED US-TEVA-376764USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8976240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8976240 NON-EXPEDITED US-TEVA-376632USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8976726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8976726 NON-EXPEDITED US-TEVA-376629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8977545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8977545 NON-EXPEDITED US-TEVA-376584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8977760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8977760 NON-EXPEDITED US-TEVA-376532USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8977790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2012 8977790 NON-EXPEDITED US-TEVA-376513USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8840127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8840127 NON-EXPEDITED OT US-BAYER-2012-105812 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8918902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8918902 NON-EXPEDITED OT US-BAYER-2012-120284 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Climara Pro S TRANSDERMAL 1/2 patch qwk  BAYER
Vaginal haemorrhage  
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Detailed Report
8942632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8942632 EXPEDITED (15-DAY) HO,LT DE-BAYER-2012-125776 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Basal ganglia infarction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cerebral artery occlusion  

8951403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8951403 NON-EXPEDITED US-BAYER-2012-127384 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

8954171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8954171 EXPEDITED (15-DAY) OT US-
WATSON-2012-20994

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian failure NEXT CHOICE S ORAL UNK  WATSON
Menstruation irregular  

8974499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974499 NON-EXPEDITED US-TEVA-376781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort Birth Control Pills C  
Diarrhoea  

8974714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974714 NON-EXPEDITED US-TEVA-377086USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception LEVOTHYROXINE C  
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Detailed Report
8974819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974819 NON-EXPEDITED US-BAYER-2012-132518 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash macular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Skin lesion  

8974823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974823 NON-EXPEDITED US-BAYER-2012-133369 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974827 NON-EXPEDITED US-BAYER-2012-133487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hair disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974832 NON-EXPEDITED US-BAYER-2012-132769 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974874 NON-EXPEDITED US-TEVA-377023USA 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8974909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974909 NON-EXPEDITED OT US-BAYER-2012-133495 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

Page: 12,640 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8974912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974912 NON-EXPEDITED US-BAYER-2012-133514 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974916 NON-EXPEDITED US-BAYER-2012-133467 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974976 NON-EXPEDITED US-BAYER-2012-132191 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8974983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974983 NON-EXPEDITED US-BAYER-2012-132286 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine contractions abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8974986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974986 NON-EXPEDITED US-BAYER-2012-130805 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adnexa uteri pain  
Pain in extremity  
Panic attack  
Vomiting  
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Detailed Report
8974993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8974993 NON-EXPEDITED US-BAYER-2012-132380 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8975006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8975006 NON-EXPEDITED US-TEVA-376937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysuria  
Fungal infection  
Pelvic pain  
Vulvovaginal pruritus  

8975264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8975264 NON-EXPEDITED US-TEVA-377036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8976266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976266 NON-EXPEDITED US-TEVA-377238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pelvic pain  

8976276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976276 NON-EXPEDITED US-TEVA-377233USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8976313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976313 NON-EXPEDITED US-BAYER-2012-133271 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976316 NON-EXPEDITED US-BAYER-2012-133280 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976318 NON-EXPEDITED US-BAYER-2012-133266 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976323 NON-EXPEDITED US-BAYER-2012-132413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8976326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976326 NON-EXPEDITED US-BAYER-2012-133322 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

IBUPROFEN C  
UNCODEABLE
"UNCLASSIFIABLE"

C  
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Detailed Report
8976329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976329 NON-EXPEDITED US-BAYER-2012-133320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect drug administration duration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976365 NON-EXPEDITED US-TEVA-377227USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8976392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976392 NON-EXPEDITED US-BAYER-2012-133358 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976398 NON-EXPEDITED US-BAYER-2012-133334 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8976434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976434 NON-EXPEDITED US-TEVA-377172USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Fatigue  
Menstruation irregular  
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Detailed Report
8976780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976780 NON-EXPEDITED US-TEVA-377212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8976953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976953 NON-EXPEDITED US-TEVA-377206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular VITAMINS C  

OxyElite Pro C  

8976958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8976958 NON-EXPEDITED US-TEVA-377133USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8977058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977058 NON-EXPEDITED US-BAYER-2012-133477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Paraesthesia  

8977077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977077 EXPEDITED (15-DAY) OT US-BAYER-2012-132961 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine dilation and curettage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8977080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977080 NON-EXPEDITED HO US-BAYER-2012-133279 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

8977082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977082 EXPEDITED (15-DAY) OT US-BAYER-2012-133434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8977084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977084 NON-EXPEDITED OT US-BAYER-2012-133297 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8977086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977086 NON-EXPEDITED OT US-BAYER-2012-133294 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8977591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8977591 NON-EXPEDITED US-TEVA-377163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Menstruation irregular  
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Detailed Report
8978907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2012 8978907 NON-EXPEDITED US-TEVA-377241USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8257414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8257414 NON-EXPEDITED OT US-BAYER-2011-110204 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Pregnancy with contraceptive device ABILIFY C  
Device expulsion WELLBUTRIN C  
Breast tenderness CLONAZEPAM C  
Drug ineffective LAMOTRIGINE C  

LORAZEPAM C  
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Detailed Report
8713667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8713667 EXPEDITED (15-DAY) OT DE-BAYER-2012-078963 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acidosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Anxiety  
Cervicobrachial syndrome  
Circulatory collapse  
Dizziness  
Hepatic function abnormal  
Hypoglycaemia  
Migraine  
Mineral deficiency  
Panic attack  
Premature menopause  
Pruritus  
Renal impairment  
Urinary incontinence  

8721686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8721686 NON-EXPEDITED US-BAYER-2012-081851 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Nausea  
Pain  
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Detailed Report
8763416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8763416 EXPEDITED (15-DAY) OT SE-BAYER-2012-081928 36 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Paraesthesia Nasonex C  
Hypoaesthesia Trionetta S ORAL UNK  BAYER
Speech disorder COPPER S INTRAUTERINE  
Abnormal dreams  
Dysstasia  
Emotional distress  
Fatigue  
Feeling abnormal  
Hypertension  
Menorrhagia  
Muscular weakness  
Musculoskeletal stiffness  
Neuropathy peripheral  
Panic attack  
Photopsia  
Premenstrual syndrome  
Swelling  
Tenderness  
Tic  
Tremor  

8796046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8796046 NON-EXPEDITED OT US-BAYER-2012-095612 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
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Detailed Report
8830905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8830905 EXPEDITED (15-DAY) HO,LT FR-BAYER-2012-102376 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Aphasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Monoplegia  
VIIth nerve paralysis  

8847122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8847122 NON-EXPEDITED OT US-BAYER-2012-106659 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8876140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8876140 NON-EXPEDITED OT US-BAYER-2012-110570 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

8880578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8880578 NON-EXPEDITED OT US-BAYER-2012-112271 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal TAILENOL PM C  
Device misuse  
Vulvovaginal human papilloma virus infection  
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Detailed Report
8880724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8880724 NON-EXPEDITED OT US-BAYER-2012-111867 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8890936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8890936 NON-EXPEDITED OT US-BAYER-2012-114170 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Breast pain  
Drug ineffective  
Genital haemorrhage  
Menstruation delayed  
Pregnancy with contraceptive device  

8895460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8895460 NON-EXPEDITED US-BAYER-2012-114496 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8912248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8912248 NON-EXPEDITED OT US-BAYER-2012-117894 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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8915526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8915526 NON-EXPEDITED OT US-BAYER-2012-118532 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8922799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8922799 NON-EXPEDITED OT US-BAYER-2012-120688 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Medical device discomfort  
Pain  
Pelvic pain  
Procedural pain  

8928640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8928640 NON-EXPEDITED OT US-BAYER-2012-123728 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Vaginal haemorrhage  

8938680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8938680 NON-EXPEDITED US-BAYER-2012-126022 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8942625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8942625 EXPEDITED (15-DAY) HO CA-BAYER-2012-123954 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug-induced liver injury MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ocular icterus  
Pruritus  

8978058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978058 NON-EXPEDITED US-TEVA-377245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8978116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978116 NON-EXPEDITED US-BAYER-2012-133493 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine spasm  

8978120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978120 NON-EXPEDITED US-BAYER-2012-127550 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  

8978121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978121 NON-EXPEDITED US-BAYER-2012-134075 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
8978128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978128 NON-EXPEDITED US-BAYER-2012-133497 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S Daily dose 20 mcg/24hr  BAYER

8978130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978130 NON-EXPEDITED US-BAYER-2012-133769 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8978174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978174 NON-EXPEDITED US-BAYER-2012-133966 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8978176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978176 NON-EXPEDITED US-BAYER-2012-133484 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8978179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978179 NON-EXPEDITED US-BAYER-2012-129718 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device difficult to use Mirena S  BAYER
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Detailed Report
8978182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978182 NON-EXPEDITED US-BAYER-2012-133778 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8978920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978920 NON-EXPEDITED OT US-BAYER-2012-133802 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8978951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978951 NON-EXPEDITED US-TEVA-377243USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8978963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978963 NON-EXPEDITED OT US-BAYER-2012-131109 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8978967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8978967 NON-EXPEDITED OT US-BAYER-2012-132630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Menorrhagia  
Polymenorrhoea  
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Detailed Report
8979436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8979436 NON-EXPEDITED US-BAYER-2012-127895 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device issue  

8979480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8979480 NON-EXPEDITED OT US-BAYER-2012-132992 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

8979551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8979551 NON-EXPEDITED US-TEVA-377353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  

8979691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8979691 NON-EXPEDITED US-TEVA-377347USA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8980227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8980227 NON-EXPEDITED US-TEVA-377365USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Fatigue  
Menstruation irregular  

8980568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8980568 NON-EXPEDITED US-TEVA-377372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urine abnormality PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Abdominal pain upper  
Fungal infection  
Secretion discharge  

8980792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8980792 NON-EXPEDITED US-TEVA-377379USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8980933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8980933 EXPEDITED (15-DAY) OT AT-BAYER-2012-133788 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Salpingectomy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8981338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981338 NON-EXPEDITED US-TEVA-377326USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZITHROMAX C  

8981439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981439 NON-EXPEDITED US-TEVA-377333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Nausea  
Vaginal discharge  

8981442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981442 NON-EXPEDITED OT US-BAYER-2012-134021 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Device expulsion  

8981445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981445 NON-EXPEDITED US-BAYER-2012-129823 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981451 NON-EXPEDITED US-BAYER-2012-129860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,658 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8981452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981452 NON-EXPEDITED US-BAYER-2012-129434 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981453 NON-EXPEDITED US-BAYER-2012-129853 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981454 NON-EXPEDITED US-BAYER-2012-129828 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981455 NON-EXPEDITED US-BAYER-2012-129395 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981456 NON-EXPEDITED US-BAYER-2012-129820 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual relationship change Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981457 NON-EXPEDITED US-BAYER-2012-129747 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8981458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981458 NON-EXPEDITED US-BAYER-2012-129800 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981459 NON-EXPEDITED US-BAYER-2012-129772 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981460 NON-EXPEDITED US-BAYER-2012-129549 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981461 NON-EXPEDITED US-BAYER-2012-129391 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8981462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981462 NON-EXPEDITED US-BAYER-2012-129835 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8981469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981469 NON-EXPEDITED OT US-BAYER-2012-127711 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Acne  
Vaginal haemorrhage  

8981477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981477 NON-EXPEDITED OT US-BAYER-2012-118913 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8981530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2012 8981530 NON-EXPEDITED US-BAYER-2012-129845 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
Polymenorrhoea  

8232898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8232898 NON-EXPEDITED OT US-BAYER-2011-098011 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia Mirena S  BAYER
Headache  
Vaginal haemorrhage  
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Detailed Report
8353318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8353318 NON-EXPEDITED OT US-BAYER-2012-007483 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Pregnancy PHENERGAN C ORAL UNK  
Device issue PRENATAL C ORAL  
Device dislocation PROMETHAZINE C RECTAL UNK UNK, PRN  
Device dislocation PROMETHAZINE C  
Nausea REGLAN C ORAL  
Vomiting ZITHROMAX C ORAL  
Drug ineffective ZITHROMAX C ORAL  

ZOFRAN C ORAL  

8493603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8493603 NON-EXPEDITED OT US-BAYER-2012-030995 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion missed  
Amenorrhoea  
Drug ineffective  
Genital haemorrhage  
Nausea  

Page: 12,662 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8761205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8761205 NON-EXPEDITED OT US-BAYER-2012-088247 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chest pain  
Device difficult to use  
Device issue  
Menstruation irregular  
Procedural pain  

8767523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8767523 NON-EXPEDITED HO,OT US-BAYER-2012-089488 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Device difficult to use  
Device dislocation  
Dry mouth  
Fear  
Migraine  
Procedural pain  
Thirst  
Uterine perforation  
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Detailed Report
8835781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8835781 EXPEDITED (15-DAY) HO US-BAYER-2012-104580 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE UNK  BAYER
Myocardial infarction Mirena S  BAYER
Deep vein thrombosis Mirena S  BAYER
Thrombosis  

8851972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8851972 NON-EXPEDITED OT US-BAYER-2012-107857 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation HURRICAINE [BENZOCAINE] C TOPICAL  
Sensation of pressure  

8876311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8876311 NON-EXPEDITED OT US-BAYER-2012-111535 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Vaginal haemorrhage  
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Detailed Report
8889280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8889280 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-113714 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage DILANTIN C  
Dyspareunia ADVAIR C  
Medical device discomfort ALBUTEROL C  
Procedural pain SPIRIVA C  
Genital haemorrhage VENTOLIN C  
Abdominal pain lower bushphren C  
Back pain sergfuil C  
Vaginal haemorrhage Hydroxypam C  
Abdominal pain lower  
Balance disorder  
Benign breast neoplasm  
Dizziness  
Gastrointestinal injury  
Nausea  
Uterine spasm  

8910002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8910002 NON-EXPEDITED OT US-BAYER-2012-117991 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8912235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8912235 NON-EXPEDITED OT US-BAYER-2012-117800 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8919358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8919358 NON-EXPEDITED OT US-BAYER-2012-121366 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

8919874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8919874 NON-EXPEDITED OT US-BAYER-2012-120098 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

8922764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8922764 EXPEDITED (15-DAY) OT US-BAYER-2012-119804 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal tenderness  
Back pain  
Device issue  
Endometritis  
Pain  
Purulent discharge  
Pyelonephritis  
Pyrexia  
Urine odour abnormal  
Uterine infection  
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8922788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8922788 NON-EXPEDITED US-BAYER-2012-120608 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

8928856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8928856 NON-EXPEDITED US-BAYER-2012-124399 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Presyncope  

8933967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8933967 EXPEDITED (15-DAY) BR-PFIZER
INC-2012297044

30 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Evanor S ORAL UNK  PFIZER
Inappropriate schedule of drug administration ROACUTAN C UNK  
Abnormal withdrawal bleeding AMOXICILIN C UNK  
Tablet physical issue  

8949653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8949653 NON-EXPEDITED OT US-BAYER-2012-126138 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding PROZAC C  
Abdominal pain lower MULTIVITAMIN C  
Abdominal discomfort BETADINE C  
Menorrhagia  
Vaginal infection  
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8956370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8956370 NON-EXPEDITED US-BAYER-2012-125560 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8958108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8958108 NON-EXPEDITED US-BAYER-2012-105643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine with aura Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8984639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984639 NON-EXPEDITED US-BAYER-2012-134014 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

8984691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984691 EXPEDITED (15-DAY) HO BR-BAYER-2012-132795 213 DAY Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis Miranova S  BAYER
Foetal exposure during pregnancy  
Pulmonary hypertension  
Vitamin K decreased  

8984954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984954 NON-EXPEDITED US-BAYER-2012-134878 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8984958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984958 NON-EXPEDITED US-BAYER-2012-134898 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8984962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984962 NON-EXPEDITED US-BAYER-2012-134592 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8984966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984966 NON-EXPEDITED US-BAYER-2012-134834 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8984970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984970 NON-EXPEDITED OT US-BAYER-2012-134875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Pain  
Pelvic pain  

8984973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984973 NON-EXPEDITED US-BAYER-2012-134900 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
8984980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984980 NON-EXPEDITED OT US-BAYER-2012-134793 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8984982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984982 NON-EXPEDITED OT US-BAYER-2012-134899 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

8984999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8984999 NON-EXPEDITED US-BAYER-2012-134441 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8985001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985001 NON-EXPEDITED OT US-BAYER-2012-134407 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  
Pain  

8985005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985005 NON-EXPEDITED US-BAYER-2012-134597 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985010 NON-EXPEDITED US-BAYER-2012-134887 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985012 NON-EXPEDITED US-BAYER-2012-134744 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985016 NON-EXPEDITED US-BAYER-2012-134876 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985017 NON-EXPEDITED US-BAYER-2012-134653 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985030 NON-EXPEDITED US-BAYER-2012-134833 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985034 NON-EXPEDITED US-BAYER-2012-134905 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985038 NON-EXPEDITED US-BAYER-2012-134904 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985041 NON-EXPEDITED US-BAYER-2012-134594 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985043 NON-EXPEDITED US-BAYER-2012-134535 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985046 NON-EXPEDITED US-BAYER-2012-134548 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985048 NON-EXPEDITED US-BAYER-2012-134523 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985057 NON-EXPEDITED US-BAYER-2012-134437 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985060 NON-EXPEDITED OT US-BAYER-2012-134368 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

8985063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985063 NON-EXPEDITED US-BAYER-2012-134465 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985067 NON-EXPEDITED US-BAYER-2012-134532 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985069 NON-EXPEDITED US-BAYER-2012-134428 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985070 NON-EXPEDITED US-BAYER-2012-134383 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985072 NON-EXPEDITED OT US-BAYER-2012-134461 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Pregnancy with contraceptive device  

8985073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985073 NON-EXPEDITED US-BAYER-2012-134372 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985087 NON-EXPEDITED US-BAYER-2012-134284 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985106 NON-EXPEDITED US-BAYER-2012-134369 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985108 NON-EXPEDITED US-BAYER-2012-134554 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985113 NON-EXPEDITED US-BAYER-2012-134525 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985136 NON-EXPEDITED US-BAYER-2012-134311 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985140 NON-EXPEDITED US-BAYER-2012-134313 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985146 NON-EXPEDITED US-BAYER-2012-134328 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8985151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985151 NON-EXPEDITED OT US-BAYER-2012-132779 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Abdominal pain lower  
Asthenia  
Fatigue  
Nausea  
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Detailed Report
8985158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985158 NON-EXPEDITED US-BAYER-2012-132857 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective LAMICTAL C ORAL 200mg in am and 100mg

in am
 

Breast disorder LAMICTAL C 200mg in am and 100mg
in am

 

8985166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985166 NON-EXPEDITED OT US-BAYER-2012-134032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985168 NON-EXPEDITED US-BAYER-2012-134027 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Menstruation delayed  

8985210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985210 NON-EXPEDITED US-BAYER-2012-132738 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Device expulsion  
Vomiting  
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Detailed Report
8985215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985215 NON-EXPEDITED US-BAYER-2012-133232 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contraindication to medical treatment Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985217 NON-EXPEDITED US-BAYER-2012-132162 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985219 NON-EXPEDITED OT US-BAYER-2012-133381 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle spasms  
Myalgia  

8985225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985225 NON-EXPEDITED OT US-BAYER-2012-133841 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Depressed mood  
Fatigue  
Genital haemorrhage  
Pain  
Vaginal discharge  
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Detailed Report
8985234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985234 NON-EXPEDITED OT US-BAYER-2012-119913 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

8985251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985251 EXPEDITED (15-DAY) OT SE-BAYER-2012-116033 44 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Ovarian cyst  
Urinary tract infection  

8985262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985262 NON-EXPEDITED US-BAYER-2012-127729 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985296 EXPEDITED (15-DAY) OT FR-BAYER-2012-134427 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombophlebitis superficial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8985562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985562 EXPEDITED (15-DAY) OT DE-PFIZER
INC-2012321742

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid disorder LEIOS S  PFIZER
Autoimmune thyroiditis  
Fungal infection  
Hypothyroidism  
Pruritus  

8985656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985656 NON-EXPEDITED US-BAYER-2012-134423 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8985877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985877 EXPEDITED (15-DAY) OT NO-BAYER-2012-132216 32 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pustular psoriasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985903 EXPEDITED (15-DAY) HO,OT PHHY2012FR119183 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal ischaemia LEELOO S ORAL 1 DF, QD  NOVARTIS
Abdominal pain  
Gastric haemorrhage  
Vaginal haemorrhage  

Page: 12,679 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8985922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2012 8985922 NON-EXPEDITED OT US-BAYER-2012-132928 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Ovarian cyst  
Pain  
Peritoneal adhesions  

8818702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8818702 NON-EXPEDITED US-BAYER-2012-101461 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  

8853056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8853056 NON-EXPEDITED OT US-BAYER-2012-107907 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation LIDOCAINE C  
Device deployment issue  

8919496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8919496 NON-EXPEDITED US-BAYER-2012-119839 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Pain  
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8938760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8938760 EXPEDITED (15-DAY) HO SE-BAYER-2012-125099 44 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Salpingitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Fallopian tube torsion  
Fatigue  
Infectious peritonitis  
Nausea  
Ovarian cyst  
Ovarian torsion  
Pyrexia  
Sepsis  
Septic shock  
Tubo-ovarian abscess  

8942376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8942376 EXPEDITED (15-DAY) OT US-BAYER-2012-124791 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chemical poisoning BACTROBAN C UNK  
Procedural pain ELMIRON C UNK  
Ovarian cyst HYDROCHLOROTHIAZIDE C UNK  
Vulva cyst IBUPROFEN C ORAL UNK  BAYER
Dyspareunia KLONOPIN C ORAL UNK  
Dysmenorrhoea LIDOCAINE C UNK  
Pelvic pain NORTRIPTYLINE HCL C ORAL UNK  
Menstruation irregular TOPICORT C UNK  

TRIAMCINOLONE ACETONIDE C UNK  
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8964645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8964645 NON-EXPEDITED US-TEVA-375818USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8972757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8972757 EXPEDITED (15-DAY) OT CA-BAYER-2012-132415 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory tract congestion MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
Upper respiratory tract infection  

8986214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986214 EXPEDITED (15-DAY) OT US-BAYER-2012-133772 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Open wound Climara Pro S TRANSDERMAL  BAYER
Rash  
Skin wound  

8986236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986236 EXPEDITED (15-DAY) OT AT-BAYER-2012-133657 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal vein occlusion LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8986241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986241 EXPEDITED (15-DAY) OT AT-BAYER-2012-133664 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hysterectomy LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8986251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986251 EXPEDITED (15-DAY) OT AT-BAYER-2012-133660 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8986340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986340 EXPEDITED (15-DAY) OT US-BAYER-2012-132873 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ascites Climara Pro S TRANSDERMAL UNK UNK, CONT  BAYER
Mood swings  
Oedema peripheral  

8986478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986478 EXPEDITED (15-DAY) OT AT-BAYER-2012-133207 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervix carcinoma LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8986483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986483 NON-EXPEDITED OT US-BAYER-2012-132670 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Device issue  
Drug ineffective  
Emotional distress  
Injury  
Nausea  
Pain  
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8986524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986524 NON-EXPEDITED OT US-BAYER-2012-134796 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

8986569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986569 NON-EXPEDITED OT US-BAYER-2012-134798 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8986572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986572 NON-EXPEDITED OT US-BAYER-2012-135256 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8986623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8986623 EXPEDITED (15-DAY) OT BR-BAYER-2012-135150 37 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Candidiasis Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menorrhagia  

8987141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987141 NON-EXPEDITED US-BAYER-2012-135273 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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8987173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987173 NON-EXPEDITED US-BAYER-2012-135143 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8987197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987197 NON-EXPEDITED US-BAYER-2012-135246 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8987200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987200 NON-EXPEDITED US-BAYER-2012-134087 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8987206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987206 NON-EXPEDITED US-BAYER-2012-134055 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8987434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987434 NON-EXPEDITED US-TEVA-377702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  
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Detailed Report
8987534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987534 NON-EXPEDITED US-TEVA-377902USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Menstruation irregular  
Pelvic pain  

8987630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987630 NON-EXPEDITED US-TEVA-377671USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8987640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987640 NON-EXPEDITED US-TEVA-377677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Claritin C  
Loryna C  
Loryna C  

8987653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987653 NON-EXPEDITED US-TEVA-377751USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8987671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987671 NON-EXPEDITED US-TEVA-377754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pregnancy  
Wrong drug administered  

8987706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987706 NON-EXPEDITED US-TEVA-377915USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8987778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987778 NON-EXPEDITED US-TEVA-377767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8987889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987889 NON-EXPEDITED US-TEVA-377777USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8987923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987923 NON-EXPEDITED US-TEVA-377699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8987957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8987957 NON-EXPEDITED US-TEVA-377666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Breast tenderness  
Fatigue  
Menstruation irregular  
Nausea  
Oedema peripheral  

8988088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8988088 NON-EXPEDITED US-TEVA-377704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8988112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8988112 NON-EXPEDITED US-TEVA-377708USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  
Pelvic pain  

8988294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8988294 EXPEDITED (15-DAY) OT US-BAYER-2012-134487 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pharyngitis streptococcal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
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8989141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8989141 NON-EXPEDITED US-TEVA-377958USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy after post coital contraception  

8989244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8989244 NON-EXPEDITED US-TEVA-377724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Concerta C  

8989330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8989330 NON-EXPEDITED US-TEVA-377725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2012 8989344 NON-EXPEDITED US-TEVA-377745USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8217218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8217218 EXPEDITED (15-DAY) HO,OT BR-BAYER-2011-104731 38 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy Miranova S ORAL 1 DF, QD  BAYER
Cervix dystocia  
Drug ineffective  
Endometriosis  
Foetal malposition  
Headache  
Inappropriate schedule of drug administration  
Migraine  
Nausea  
Pregnancy on oral contraceptive  

8936538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8936538 EXPEDITED (15-DAY) HO US-
WATSON-2012-20601

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash LUTERA 0.02/0.1-28 (WATSON

LABORATORIES)
S ORAL 1 tablet every day  WATSON

Adverse drug reaction  
Arthralgia  
Dyspnoea  
Headache  
Hypersensitivity  
Nausea  
Oedema  
Photophobia  
Urinary tract infection  
Vomiting  
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8988697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8988697 NON-EXPEDITED US-TEVA-377998USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premenstrual syndrome PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension Omeprazole C ORAL 20 Milligram Daily;  
Pelvic pain  

8989171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989171 NON-EXPEDITED US-TEVA-378000USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989271 NON-EXPEDITED US-TEVA-378003USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989272 NON-EXPEDITED US-BAYER-2012-135702 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural dizziness  

8989279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989279 NON-EXPEDITED US-BAYER-2012-135239 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal mycotic infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus  
Vaginal discharge  
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8989281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989281 NON-EXPEDITED OT US-BAYER-2012-135743 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8989283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989283 NON-EXPEDITED OT US-BAYER-2012-135614 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8989285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989285 NON-EXPEDITED OT US-BAYER-2012-135692 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  
Medical device discomfort  

8989287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989287 NON-EXPEDITED US-TEVA-378001USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989309 NON-EXPEDITED US-BAYER-2012-135566 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8989311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989311 NON-EXPEDITED US-BAYER-2012-135546 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8989313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989313 NON-EXPEDITED US-BAYER-2012-135589 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8989314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989314 NON-EXPEDITED US-BAYER-2012-135534 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8989316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989316 NON-EXPEDITED US-BAYER-2012-135645 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8989318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989318 NON-EXPEDITED US-TEVA-377778USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Headache  
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8989321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989321 NON-EXPEDITED US-TEVA-377780USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989745 NON-EXPEDITED US-TEVA-378187USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Lethargy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8989768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989768 EXPEDITED (15-DAY) OT BE-TEVA-377453ISR 45 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea haemorrhagic levonorgestrel 1.5 mg tablet S ORAL  DURAMED
Nausea  
Vomiting  

8989803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989803 NON-EXPEDITED US-TEVA-378186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989822 NON-EXPEDITED US-TEVA-378160USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
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Detailed Report
8989960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989960 NON-EXPEDITED US-TEVA-378108USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8989991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8989991 NON-EXPEDITED US-TEVA-378117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8990028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990028 NON-EXPEDITED US-TEVA-378163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  

8990033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990033 EXPEDITED (15-DAY) OT US-
WATSON-2012-23012

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous NEXT CHOICE S ORAL "1 dose as directed"  WATSON
Maternal exposure during pregnancy  
Menstruation irregular  

8990165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990165 NON-EXPEDITED US-TEVA-378013USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8990295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990295 NON-EXPEDITED US-TEVA-378016USA 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8990323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990323 NON-EXPEDITED US-TEVA-378138USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8990332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990332 NON-EXPEDITED US-TEVA-378018USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oral herpes PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8990416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990416 NON-EXPEDITED OT US-BAYER-2012-134444 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Gastrointestinal pain  
Infection  
Injury  
Medical device discomfort  
Medical device pain  
Uterine pain  
Uterine spasm  
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Detailed Report
8990613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8990613 NON-EXPEDITED US-TEVA-377962USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Advair C  

Albuterol C  

8996745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2012 8996745 DIRECT HO Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea ALTAVERA S 1 pill once a day  SANDOZ
Adverse drug reaction SYNTHROID C  

SYNTHROID C  
LAVOSE C  
FLORATOR C  
SYMBICORT C  

Fall  
Lower urinary tract symptoms  

8851832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8851832 NON-EXPEDITED OT US-BAYER-2012-107808 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE q20 mcg/24hr, CONT  BAYER
Complication of device removal ZOLOFT C 25 mg, UNK  

TINDAMAX C 500 mg, UNK  
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8860364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8860364 NON-EXPEDITED OT US-BAYER-2012-109998 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Procedural pain  

8924261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8924261 NON-EXPEDITED OT US-BAYER-2012-121409 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8925633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8925633 NON-EXPEDITED OT US-BAYER-2012-122224 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Genital haemorrhage  
Pain  

8967061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8967061 NON-EXPEDITED US-TEVA-376043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

8974076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8974076 NON-EXPEDITED US-TEVA-376475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8990925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8990925 NON-EXPEDITED US-BAYER-2012-135659 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8991049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991049 EXPEDITED (15-DAY) OT HN-BAYER-2012-135811 Female HND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Dyspareunia  

8991117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991117 NON-EXPEDITED OT US-BAYER-2012-135989 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

8991124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991124 NON-EXPEDITED US-BAYER-2012-135127 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8991126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991126 NON-EXPEDITED US-BAYER-2012-135521 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8991129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991129 NON-EXPEDITED OT US-BAYER-2012-135581 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Discomfort  
Vaginal erosion  

8991135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991135 NON-EXPEDITED US-BAYER-2012-135114 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8991137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991137 NON-EXPEDITED US-BAYER-2012-135116 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8991142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991142 NON-EXPEDITED OT US-BAYER-2012-136014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8991146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991146 NON-EXPEDITED US-BAYER-2012-136062 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8991148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991148 NON-EXPEDITED US-BAYER-2012-136202 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8991855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8991855 NON-EXPEDITED US-TEVA-378198USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Loestrin 24 Fe C ORAL  

8992041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992041 NON-EXPEDITED US-TEVA-378210USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Lexapro C  

8992060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992060 NON-EXPEDITED US-TEVA-378205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992068 NON-EXPEDITED US-TEVA-378203USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8992279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992279 NON-EXPEDITED US-TEVA-378300USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Nausea  
Pelvic pain  

8992284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992284 NON-EXPEDITED US-TEVA-378301USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992293 NON-EXPEDITED US-TEVA-378299USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992304 NON-EXPEDITED US-TEVA-378195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992305 NON-EXPEDITED US-TEVA-378302USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S ORAL 1.5 Milligram Daily;  
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Detailed Report
8992422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992422 NON-EXPEDITED US-TEVA-378309USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling of body temperature change PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

8992424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992424 NON-EXPEDITED US-TEVA-378308USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2012 8992440 NON-EXPEDITED US-TEVA-378307USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8338900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8338900 NON-EXPEDITED OT US-BAYER-2012-004703 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8831704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8831704 NON-EXPEDITED OT US-BAYER-2012-103466 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  
Pelvic pain  
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Detailed Report
8862376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8862376 NON-EXPEDITED OT US-BAYER-2012-110449 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device misuse  

8888582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8888582 NON-EXPEDITED US-BAYER-2012-114729 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

8889225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8889225 NON-EXPEDITED OT US-BAYER-2012-113656 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  

8889227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8889227 NON-EXPEDITED OT US-BAYER-2012-114213 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8899063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8899063 NON-EXPEDITED OT US-BAYER-2012-114680 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Discomfort  
Feeling abnormal  
Feeling jittery  
Metrorrhagia  
Mood swings  

8902614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8902614 NON-EXPEDITED OT US-BAYER-2012-117028 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Abdominal pain  
Device difficult to use  
Menstruation irregular  

8919162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8919162 EXPEDITED (15-DAY) OT US-BAYER-2012-119280 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Abdominal pain lower FLINTSTONES C 1 tablet PO  
Menstrual disorder LO/OVRAL C 1 Tablet PO daily  
Abdominal pain lower FLUCONAZOLE C 150 mg, PRN  
Coital bleeding CLARITIN C 10 mg,PO, daily  
Weight increased CLARITIN C  
Vaginal discharge Immunotherapy C  
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Detailed Report
8932944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8932944 NON-EXPEDITED US-BAYER-2012-123987 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8938810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8938810 NON-EXPEDITED OT US-BAYER-2012-125347 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginitis bacterial Mirena S  BAYER
Abdominal pain lower  
Device expulsion  

8956380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8956380 NON-EXPEDITED OT US-BAYER-2012-128244 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8992872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992872 NON-EXPEDITED OT US-BAYER-2012-136457 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal  
Post procedural discomfort  
Procedural pain  
Vaginal haemorrhage  
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Detailed Report
8992873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992873 NON-EXPEDITED OT US-BAYER-2012-136351 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

8992875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992875 NON-EXPEDITED OT US-BAYER-2012-136378 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Coital bleeding  

8992877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992877 NON-EXPEDITED OT US-BAYER-2012-136324 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Urticaria Mirena S  BAYER
Dyspareunia  

8992891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992891 NON-EXPEDITED OT US-BAYER-2012-136531 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8992893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992893 NON-EXPEDITED OT US-BAYER-2012-136448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8992894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992894 EXPEDITED (15-DAY) OT US-BAYER-2012-136576 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight increased Yaz S  BAYER

Yasmin S UNK  BAYER
ORTHO CYCLEN S  
ZOLOFT C  

8992895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992895 NON-EXPEDITED OT US-BAYER-2012-136426 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  

8992896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992896 NON-EXPEDITED OT US-BAYER-2012-136330 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8992919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992919 NON-EXPEDITED US-TEVA-378304USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8992990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8992990 NON-EXPEDITED US-TEVA-378303USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8993054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993054 NON-EXPEDITED US-TEVA-378312USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8993143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993143 NON-EXPEDITED US-TEVA-378390USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8993154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993154 EXPEDITED (15-DAY) HO FR-TEVA-377352ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colitis ischaemic LEELOO S ORAL 1 Dosage forms Daily;

The product will be
theorically reintroduced
on 23-DEC-2012

 DURAMED

Abdominal pain  
Gastric haemorrhage  
Haematochezia  

8993212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993212 NON-EXPEDITED US-TEVA-378397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8993450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993450 NON-EXPEDITED US-BAYER-2013-000403 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8993616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8993616 EXPEDITED (15-DAY) OT IL-BAYER-2012-136368 51 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arterial haemorrhage LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8999782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999782 NON-EXPEDITED US-TEVA-378311USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8999791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999791 NON-EXPEDITED US-TEVA-378313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8999807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999807 EXPEDITED (15-DAY) DS,OT US-TEVA-377954USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder SEASONIQUE S  DURAMED
Drug interaction LAMICTAL S ORAL  
Asthenia PROMETRIUM S  
Depression PROMETRIUM S  

PROMETRIUM S  
PROZAC C  
BUSPAR C  
IRON C  
VITAMIN C C  
MULTIVITAMIN C  
VITAMIN D3 C  
LEVOXYL C  
ACIPHEX C  

8999817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999817 NON-EXPEDITED US-TEVA-378314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  

8999946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999946 EXPEDITED (15-DAY) OT US-BAYER-2012-136504 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hydrometra Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical dysplasia  
Device dislocation  
Vaginal discharge  
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Detailed Report
8999983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999983 NON-EXPEDITED US-BAYER-2012-135217 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Suppressed lactation  

8999984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999984 NON-EXPEDITED US-BAYER-2012-136318 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Gastric disorder  
Post procedural discomfort  
Weight increased  

8999985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999985 NON-EXPEDITED US-BAYER-2012-136471 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Rash  

8999987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 8999987 NON-EXPEDITED US-TEVA-378315USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
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Detailed Report
9000035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000035 NON-EXPEDITED US-BAYER-2012-136350 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Polymenorrhoea  

9000036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000036 NON-EXPEDITED US-BAYER-2013-000055 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000037 NON-EXPEDITED US-BAYER-2012-136487 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000064 NON-EXPEDITED US-BAYER-2012-136328 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9000065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000065 NON-EXPEDITED US-BAYER-2012-136322 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000066 NON-EXPEDITED US-BAYER-2012-135186 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9000067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000067 NON-EXPEDITED US-BAYER-2012-136323 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9000091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000091 NON-EXPEDITED US-TEVA-378306USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Breast tenderness  
Nausea  

9000102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000102 NON-EXPEDITED US-BAYER-2012-136334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000103 NON-EXPEDITED US-BAYER-2012-136325 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000109 NON-EXPEDITED US-TEVA-378317USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9000110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000110 NON-EXPEDITED US-BAYER-2012-136400 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000111 NON-EXPEDITED US-BAYER-2012-136405 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000112 NON-EXPEDITED US-BAYER-2012-136503 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000119 NON-EXPEDITED US-BAYER-2012-136413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000120 NON-EXPEDITED US-BAYER-2012-136443 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2013 9000121 NON-EXPEDITED US-BAYER-2012-136344 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8762347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8762347 EXPEDITED (15-DAY) OT US-BAYER-2012-087844 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain VITAMIN D C 50000 iu, UNK  
Cervical incompetence  
Drug ineffective  
Gestational diabetes  

8775943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8775943 EXPEDITED (15-DAY) OT US-BAYER-2012-093683 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  

8854485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8854485 NON-EXPEDITED OT US-BAYER-2012-108868 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Pain  
Pelvic pain  
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Detailed Report
8862162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8862162 NON-EXPEDITED OT US-BAYER-2012-109337 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Device issue  
Genital haemorrhage  
Menorrhagia  
Pain  

8882835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8882835 NON-EXPEDITED US-BAYER-2012-112819 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

8893181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8893181 NON-EXPEDITED OT US-BAYER-2012-115250 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
8915482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8915482 NON-EXPEDITED OT US-BAYER-2012-118781 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage ANTIHYPERTENSIVES C  
Back pain  
Hypomenorrhoea  
Menstruation delayed  
Vaginitis bacterial  

8963031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8963031 NON-EXPEDITED US-BAYER-2012-130611 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8977345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8977345 NON-EXPEDITED US-TEVA-376500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

8981441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8981441 EXPEDITED (15-DAY) OT FR-BAYER-2012-133299 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign hydatidiform mole Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Haemorrhage in pregnancy  
Pregnancy with contraceptive device  
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Detailed Report
8987541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8987541 NON-EXPEDITED US-TEVA-377895USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast swelling PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Breast pain  
Headache  
Oropharyngeal pain  

8988952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8988952 NON-EXPEDITED US-TEVA-377966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

8989239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8989239 NON-EXPEDITED US-TEVA-377718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8995828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8995828 NON-EXPEDITED US-TEVA-378643USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8995829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8995829 NON-EXPEDITED US-TEVA-378641USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

8995870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8995870 NON-EXPEDITED US-TEVA-378570USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle contractions involuntary PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  

8996191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8996191 NON-EXPEDITED US-TEVA-378650USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

8996198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8996198 NON-EXPEDITED US-TEVA-378724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8996620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8996620 NON-EXPEDITED US-BAYER-2013-000929 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8998395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8998395 NON-EXPEDITED US-TEVA-378551USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8999037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999037 NON-EXPEDITED OT US-BAYER-2013-000318 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  

8999040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999040 NON-EXPEDITED OT US-BAYER-2012-111683 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Abdominal pain lower  
Pain  

8999106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999106 EXPEDITED (15-DAY) OT US-BAYER-2013-000412 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle tightness  
Pain  
Swollen tongue  
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Detailed Report
8999118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999118 NON-EXPEDITED US-BAYER-2013-000692 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8999127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999127 NON-EXPEDITED US-BAYER-2012-136465 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS 20 mcg/24hr, CONT  BAYER

8999128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999128 NON-EXPEDITED US-BAYER-2012-136263 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8999129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999129 NON-EXPEDITED US-BAYER-2013-000571 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  

8999130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999130 NON-EXPEDITED US-BAYER-2012-130327 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8999143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999143 NON-EXPEDITED US-TEVA-378552USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8999145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999145 NON-EXPEDITED US-BAYER-2013-000453 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight increased  
Weight loss poor  

8999164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999164 NON-EXPEDITED US-TEVA-378564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8999165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999165 NON-EXPEDITED US-BAYER-2013-000572 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8999166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999166 NON-EXPEDITED US-BAYER-2012-136373 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  
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Detailed Report
8999167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999167 NON-EXPEDITED US-BAYER-2012-136434 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometriosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

8999368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999368 NON-EXPEDITED US-TEVA-378563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8999386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999386 NON-EXPEDITED US-BAYER-2013-000721 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8999396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999396 NON-EXPEDITED US-TEVA-378571USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8999430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999430 NON-EXPEDITED US-TEVA-378565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8999435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999435 NON-EXPEDITED US-TEVA-378555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8999545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999545 NON-EXPEDITED US-TEVA-378559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Vomiting  

8999644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999644 EXPEDITED (15-DAY) OT US-BAYER-2012-136444 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penis injury Mirena S CUTANEOUS UNK UNK, CONT  BAYER
Penile pain  

8999645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 8999645 NON-EXPEDITED OT US-BAYER-2013-000296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Malaise  
Medical device discomfort  
Procedural nausea  

9000839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2013 9000839 DIRECT OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain MIRENA IUD S 5 YR
Muscle spasms  
Uterine pain  
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8793735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8793735 EXPEDITED (15-DAY) OT US-BAYER-2012-094451 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Chest pain  
Device dislocation  
Dysphagia  
Genital haemorrhage  
Headache  
Nausea  
Pain  
Urinary tract infection  

8816035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8816035 EXPEDITED (15-DAY) OT US-BAYER-2012-099883 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Genital haemorrhage  
Loss of consciousness  

8961222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8961222 NON-EXPEDITED US-BAYER-2012-129849 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8963239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8963239 NON-EXPEDITED US-BAYER-2012-131270 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hormone level abnormal  

8966082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8966082 NON-EXPEDITED US-TEVA-375992USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Nausea  

8971559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8971559 NON-EXPEDITED OT US-BAYER-2012-131330 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspepsia  
Nausea  
Pain  

8976462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8976462 NON-EXPEDITED US-BAYER-2012-133455 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device physical property issue  

8996560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996560 EXPEDITED (15-DAY) OT IL-BAYER-2013-000282 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lupus-like syndrome Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8996590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996590 NON-EXPEDITED OT US-BAYER-2013-000503 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device pain  
Nausea  
Vomiting  

8996591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996591 NON-EXPEDITED OT US-BAYER-2013-000992 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  

8996592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996592 NON-EXPEDITED OT US-BAYER-2013-000952 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

8996593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996593 NON-EXPEDITED OT US-BAYER-2013-000922 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
8996636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996636 NON-EXPEDITED US-BAYER-2013-000852 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996647 NON-EXPEDITED US-BAYER-2013-000775 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996648 NON-EXPEDITED US-BAYER-2013-000766 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996649 NON-EXPEDITED US-BAYER-2013-000796 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996651 NON-EXPEDITED US-BAYER-2012-136447 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996654 NON-EXPEDITED US-BAYER-2013-000909 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
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Detailed Report
8996658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996658 NON-EXPEDITED OT US-BAYER-2013-000746 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge Mirena S  BAYER
Abdominal pain lower  
Drug ineffective  
Medical device discomfort  

8996660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996660 NON-EXPEDITED US-BAYER-2013-000996 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8996681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996681 NON-EXPEDITED US-BAYER-2013-001006 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstrual disorder  

8996683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996683 NON-EXPEDITED US-BAYER-2013-001098 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S UNK  BAYER
Obesity  
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Detailed Report
8996684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996684 NON-EXPEDITED US-BAYER-2013-000276 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphadenopathy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness Mirena S  BAYER
Device issue Mirena S  BAYER
Abdominal pain lower  
Headache  
Medical device discomfort  
Nausea  
Presyncope  
Vaginal discharge  

8996692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996692 NON-EXPEDITED US-TEVA-378734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8996939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8996939 NON-EXPEDITED OT US-BAYER-2013-001303 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Device expulsion  

8997039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997039 EXPEDITED (15-DAY) OT US-BAYER-2013-000418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8997216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997216 NON-EXPEDITED US-BAYER-2013-001342 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8997218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997218 NON-EXPEDITED US-BAYER-2013-001450 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER

8997516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997516 NON-EXPEDITED US-TEVA-379066USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal mycotic infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia METHOTREXATE C  

8997575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997575 NON-EXPEDITED US-TEVA-379064USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8997697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997697 NON-EXPEDITED US-TEVA-378739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8997720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997720 NON-EXPEDITED US-TEVA-378816USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8997749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997749 NON-EXPEDITED US-TEVA-378728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Multivitamin C  

8997780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997780 NON-EXPEDITED US-TEVA-378808USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  
Nausea  

8997925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997925 NON-EXPEDITED US-TEVA-378758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8997990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8997990 NON-EXPEDITED US-TEVA-378742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

8998048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998048 NON-EXPEDITED US-TEVA-378934USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8998311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998311 NON-EXPEDITED US-BAYER-2013-001181 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8998312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998312 NON-EXPEDITED US-BAYER-2013-000886 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8998313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998313 NON-EXPEDITED US-BAYER-2013-001220 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

8998314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998314 NON-EXPEDITED US-BAYER-2013-000060 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8998315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998315 NON-EXPEDITED US-BAYER-2013-000867 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8998316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998316 NON-EXPEDITED US-BAYER-2013-001009 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8998317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2013 8998317 NON-EXPEDITED US-BAYER-2013-000966 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8428667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2013 8428667 NON-EXPEDITED OT US-TEVA-324535USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pelvic pain  
Pregnancy after post coital contraception  
Vaginal haemorrhage  

8846597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8846597 NON-EXPEDITED OT US-BAYER-2012-105998 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE Daily dose 20 ?g  BAYER
Drug ineffective  

8951370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8951370 NON-EXPEDITED OT US-BAYER-2012-126934 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

8968582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8968582 NON-EXPEDITED US-TEVA-376453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
8969996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8969996 NON-EXPEDITED OT US-BAYER-2012-132256 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suspected counterfeit product  

8971083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8971083 NON-EXPEDITED US-BAYER-2012-130367 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8992216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8992216 EXPEDITED (15-DAY) DS US-
ABBOTT-12P-163-10280
47-00

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder PROGESTERONE S  
Drug interaction LAMICTAL S ORAL  

ETHINYLOESTRAD & LEVONORG S  
FLUOXETINE HYDRCHLORIDE C  
BUSPIRONE HYDROCHLORIDE C  
IRON SALT C  
ASCORBIC ACID C  
MULTIVITAMIN C  
COLECALCIFEROL C  
HYDROCHLOROTHIAZIDE C  
THYROXINE SODIUM C  
SODIUM RABEPRAZOLE C  
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Detailed Report
8999038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 8999038 EXPEDITED (15-DAY) OT US-BAYER-2012-136316 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal weight gain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain lower  
Abdominal pain upper  
Arthralgia  
Depression  
Fatigue  
Genital haemorrhage  
Musculoskeletal stiffness  
Neuralgia  
Pelvic pain  

9000545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000545 NON-EXPEDITED US-TEVA-379036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9000548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000548 NON-EXPEDITED OT US-BAYER-2013-000495 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Contraindication to medical treatment  

9000550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000550 NON-EXPEDITED OT US-BAYER-2013-000570 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
9000621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000621 NON-EXPEDITED US-TEVA-378942USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9000623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000623 NON-EXPEDITED OT US-BAYER-2013-001503 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9000624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000624 NON-EXPEDITED OT US-BAYER-2013-001538 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  

9000993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9000993 NON-EXPEDITED US-BAYER-2013-001349 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001008 NON-EXPEDITED US-BAYER-2013-001310 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001014 NON-EXPEDITED US-BAYER-2013-001504 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9001018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001018 NON-EXPEDITED US-BAYER-2013-001480 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9001019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001019 NON-EXPEDITED US-BAYER-2013-001317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001021 NON-EXPEDITED US-BAYER-2013-001452 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001024 NON-EXPEDITED US-BAYER-2013-001321 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001028 NON-EXPEDITED US-BAYER-2013-001507 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001070 NON-EXPEDITED US-TEVA-378945USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9001079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001079 NON-EXPEDITED US-TEVA-379023USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9001108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001108 NON-EXPEDITED US-TEVA-378966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Incorrect storage of drug  

9001159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001159 NON-EXPEDITED US-BAYER-2013-001225 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001160 NON-EXPEDITED US-BAYER-2013-001097 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9001162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001162 NON-EXPEDITED US-BAYER-2013-001331 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9001173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9001173 NON-EXPEDITED US-TEVA-378938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9002159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002159 NON-EXPEDITED US-BAYER-2013-001965 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ear infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9002215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002215 NON-EXPEDITED US-TEVA-379079USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9002278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002278 NON-EXPEDITED US-TEVA-379080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9002332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002332 NON-EXPEDITED US-BAYER-2013-000042 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9002333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002333 NON-EXPEDITED US-BAYER-2013-000514 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal dryness Mirena S  BAYER
Constipation  
Discomfort  
Fungal infection  
Vaginal discharge  
Vulvovaginal mycotic infection  

9002335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002335 NON-EXPEDITED US-TEVA-379076USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  

9002417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002417 NON-EXPEDITED OT US-BAYER-2013-001989 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9002418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002418 NON-EXPEDITED OT US-BAYER-2013-001987 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9002442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002442 NON-EXPEDITED OT US-BAYER-2013-001946 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
Vomiting  

9002500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9002500 NON-EXPEDITED US-TEVA-378967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORTHO TRI CYCLEN C  
Prozac C  
Restoril C  

9132187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9132187 EXPEDITED (15-DAY) OT IL-BAYER-2013-002106 Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9132242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2013 9132242 NON-EXPEDITED US-BAYER-2013-002287 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

8876170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 8876170 NON-EXPEDITED OT US-BAYER-2012-110425 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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Detailed Report
8970105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 8970105 NON-EXPEDITED OT US-BAYER-2012-132264 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suspected counterfeit product  

8972380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 8972380 NON-EXPEDITED OT US-BAYER-2012-132325 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER
Device dislocation  

9002866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9002866 NON-EXPEDITED US-BAYER-2013-002573 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9003159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003159 NON-EXPEDITED US-TEVA-379577USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Birth Control Pills C ORAL  
ANTIBIOTICS C  

9003227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003227 NON-EXPEDITED US-TEVA-379515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9003270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003270 NON-EXPEDITED OT US-BAYER-2013-002700 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9003341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003341 NON-EXPEDITED US-TEVA-379361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Menstruation irregular  
Pelvic pain  

9003376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003376 NON-EXPEDITED US-TEVA-379556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9003389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003389 NON-EXPEDITED US-TEVA-379474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9003438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003438 NON-EXPEDITED US-TEVA-379353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9003459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003459 NON-EXPEDITED US-TEVA-379366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9003493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003493 NON-EXPEDITED US-TEVA-379355USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9003500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003500 NON-EXPEDITED US-TEVA-379623USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  

9003501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003501 NON-EXPEDITED US-TEVA-379375USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

NuvaRing C  

9003505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003505 NON-EXPEDITED US-TEVA-379378USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9003519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003519 NON-EXPEDITED US-TEVA-379479USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pregnancy after post coital contraception  

9003949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9003949 NON-EXPEDITED US-BAYER-2013-002769 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9004038 NON-EXPEDITED US-TEVA-379362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

9004548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9004548 NON-EXPEDITED US-BAYER-2013-002557 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

9005256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9005256 EXPEDITED (15-DAY) OT BR-BAYER-2013-002220 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary tuberculosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9005298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9005298 NON-EXPEDITED US-BAYER-2013-002316 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9005330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9005330 NON-EXPEDITED US-TEVA-378889USA 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9005343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9005343 EXPEDITED (15-DAY) OT CA-BAYER-2013-002318 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post abortion complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

9011338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011338 NON-EXPEDITED US-BAYER-2013-002343 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011341 NON-EXPEDITED US-BAYER-2013-002250 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
9011345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011345 NON-EXPEDITED US-BAYER-2013-002330 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011346 NON-EXPEDITED US-BAYER-2013-002206 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011347 NON-EXPEDITED US-BAYER-2013-002251 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011350 NON-EXPEDITED US-BAYER-2013-002341 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011351 NON-EXPEDITED US-BAYER-2013-002319 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011352 NON-EXPEDITED US-BAYER-2013-002309 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9011354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011354 NON-EXPEDITED US-BAYER-2013-002305 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011355 NON-EXPEDITED US-BAYER-2013-002294 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011357 NON-EXPEDITED US-BAYER-2013-002329 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9011359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011359 NON-EXPEDITED US-BAYER-2013-002560 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9011437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011437 NON-EXPEDITED US-TEVA-379077USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9011446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011446 NON-EXPEDITED US-TEVA-379181USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

One-A-Day Women's C  
BIOTIN C  
Cranberry Pill C  

9011453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011453 NON-EXPEDITED OT US-BAYER-2013-002322 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011454 NON-EXPEDITED OT US-BAYER-2013-002185 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011457 NON-EXPEDITED OT US-BAYER-2013-002355 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011462 NON-EXPEDITED OT US-BAYER-2013-002198 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pregnancy with contraceptive device  
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Detailed Report
9011469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011469 NON-EXPEDITED US-TEVA-379176USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9011484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011484 NON-EXPEDITED US-BAYER-2013-002177 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011485 NON-EXPEDITED US-BAYER-2013-002191 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9011486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011486 NON-EXPEDITED US-BAYER-2013-002133 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9011487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011487 NON-EXPEDITED US-BAYER-2013-002189 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9011488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011488 NON-EXPEDITED US-BAYER-2013-001436 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9011489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011489 NON-EXPEDITED US-BAYER-2013-001968 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011491 NON-EXPEDITED US-BAYER-2013-002199 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9011492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011492 NON-EXPEDITED US-BAYER-2013-002131 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011494 NON-EXPEDITED US-TEVA-379074USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
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Detailed Report
9011522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011522 NON-EXPEDITED US-BAYER-2013-002210 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011524 NON-EXPEDITED US-BAYER-2013-002307 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011586 EXPEDITED (15-DAY) OT US-BAYER-2013-002292 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Convulsion  

9011614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2013 9011614 NON-EXPEDITED US-TEVA-379377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8475434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 8475434 EXPEDITED (15-DAY) OT AU-BAYER-2012-025044 32 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Device dislocation  
Drug ineffective  
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Detailed Report
8722622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 8722622 NON-EXPEDITED OT US-BAYER-2012-081919 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

8910041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 8910041 NON-EXPEDITED OT US-BAYER-2012-117951 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 8947010 NON-EXPEDITED US-BAYER-2012-125313 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Nausea EPIPEN 2-PAK C INTRAMUSCULAR  
Vomiting CALTRATE PLUS [CALCIUM

CARBONATE,COLECALCIFEROL]
C ORAL 1 DF, BID  

Abdominal pain upper SEROQUEL C ORAL 1 DF, QPM  
Abdominal pain lower WELLBUTRIN C 1 UNK, QD  

SYNTHROID C ORAL 1 UNK, QAM  
FLUTICASONE PROPIONATE C 2 SPRAYS DAILY  
FAMOTIDINE C 20 mg, QD  
WOMEN'S MULTI C ORAL 1 DF, QD  

8971981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 8971981 NON-EXPEDITED US-BAYER-2012-132947 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9000985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9000985 NON-EXPEDITED US-BAYER-2013-001409 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9001106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9001106 NON-EXPEDITED HO US-BAYER-2013-000982 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervicitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervix inflammation  
Pain  
Pelvic pain  
Tenderness  

9003518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9003518 NON-EXPEDITED US-BAYER-2013-000041 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Anxiety disorder  
Headache  
Loss of libido  
Medical device discomfort  
Mood swings  

9004808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004808 NON-EXPEDITED US-BAYER-2013-002663 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9004813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004813 NON-EXPEDITED US-BAYER-2013-002135 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
Procedural vomiting  

9004819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004819 NON-EXPEDITED US-BAYER-2013-002079 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Device physical property issue  
Dyspareunia  

9004827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004827 NON-EXPEDITED US-BAYER-2013-002802 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004830 NON-EXPEDITED US-BAYER-2013-002851 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004831 NON-EXPEDITED US-BAYER-2013-002826 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9004834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004834 NON-EXPEDITED US-BAYER-2013-002830 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004836 NON-EXPEDITED US-BAYER-2013-002586 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004839 NON-EXPEDITED US-BAYER-2013-002806 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004842 NON-EXPEDITED US-BAYER-2013-002654 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9004845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004845 NON-EXPEDITED US-BAYER-2013-001558 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9004847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004847 NON-EXPEDITED US-BAYER-2013-002658 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9004849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004849 NON-EXPEDITED US-BAYER-2013-001468 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9004875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004875 NON-EXPEDITED US-TEVA-379452USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9004891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004891 NON-EXPEDITED OT US-BAYER-2013-002853 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  

9004895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004895 NON-EXPEDITED OT US-BAYER-2013-002857 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9004928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9004928 NON-EXPEDITED US-TEVA-379426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
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Detailed Report
9005007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005007 NON-EXPEDITED US-TEVA-379626USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Pelvic pain  

9005057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005057 EXPEDITED (15-DAY) OT GB-BAYER-2013-002549 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometrial ablation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9005070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005070 EXPEDITED (15-DAY) OT US-BAYER-2013-002567 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Coital bleeding  
Cyst rupture  
Fatigue  
Feeling abnormal  
Headache  
Hot flush  
Micturition urgency  
Pain  
Unevaluable event  
Vomiting  
Weight increased  
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Detailed Report
9005868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005868 NON-EXPEDITED US-TEVA-379473USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9005944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005944 NON-EXPEDITED US-TEVA-379866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9005949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005949 NON-EXPEDITED US-TEVA-379703USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9005970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005970 NON-EXPEDITED US-TEVA-379712USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9005975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9005975 NON-EXPEDITED US-TEVA-379722USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9010417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9010417 NON-EXPEDITED HO US-BAYER-2013-002651 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9010797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9010797 NON-EXPEDITED OT US-BAYER-2013-002761 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Drug ineffective  
Pregnancy with contraceptive device  

9011008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9011008 NON-EXPEDITED US-TEVA-379622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9011211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9011211 NON-EXPEDITED US-PFIZER
INC-2013004702

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence Nordette S UNK  PFIZER

Nordette S UNK  PFIZER
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Detailed Report
9011274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9011274 NON-EXPEDITED US-TEVA-379863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Pelvic pain  

9011275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2013 9011275 NON-EXPEDITED US-TEVA-379627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8906734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 8906734 NON-EXPEDITED OT US-BAYER-2012-117882 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Post procedural discomfort  
Post procedural haemorrhage  
Uterine haemorrhage  
Vaginal haemorrhage  

8954841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 8954841 NON-EXPEDITED US-BAYER-2012-125013 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL UNK  BAYER
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Detailed Report
8970794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 8970794 NON-EXPEDITED US-BAYER-2012-132430 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vulvovaginal discomfort  

8985229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 8985229 EXPEDITED (15-DAY) OT US-BAYER-2012-133883 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abdominal pain upper  
Abscess  
Anxiety  
Depression  
Device difficult to use  
Ovarian cyst  
Post procedural discomfort  
Uterine cyst  

8999024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 8999024 EXPEDITED (15-DAY) OT NO-BAYER-2013-000679 Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical conisation LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical dysplasia  
Device dislocation  
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Detailed Report
9006407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9006407 EXPEDITED (15-DAY) OT BR-BAYER-2013-001486 32 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Aphasia  
Disorientation  
Dizziness  
Dyspnoea  
Gait disturbance  
Hypotension  
Mental disorder  
Panic disorder  
Procedural pain  
Visual impairment  

9006528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9006528 NON-EXPEDITED US-TEVA-379702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MELATONIN C  
CRANBERRY C  
ORTHO TRI-CYCLEN LO C  
ORTHO TRI-CYCLEN LO C  

9006960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9006960 NON-EXPEDITED US-TEVA-379912USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

DOXYCYCLINE C  
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Detailed Report
9006970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9006970 EXPEDITED (15-DAY) HO US-009507513-1301USA
002452

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatomegaly SINGULAIR S ORAL 10 mg, UNK  MERCK
Hepatitis A NORDETTE S  
Hepatic steatosis beclomethasone dipropionate C ORAL Regular, qd  

9007013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9007013 NON-EXPEDITED US-BAYER-2013-003678 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9007129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9007129 NON-EXPEDITED US-BAYER-2013-002817 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device malfunction  

9007228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9007228 NON-EXPEDITED OT US-BAYER-2013-003603 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Medical device discomfort  

9007240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9007240 NON-EXPEDITED US-TEVA-379923USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9007318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9007318 NON-EXPEDITED US-BAYER-2013-002625 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug interaction Topiramate S UNK  

9009568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9009568 NON-EXPEDITED US-TEVA-379919USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9009656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9009656 NON-EXPEDITED OT US-BAYER-2013-003234 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Malaise  
Vaginal haemorrhage  

9009670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9009670 NON-EXPEDITED OT US-BAYER-2013-002765 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9009803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9009803 NON-EXPEDITED US-BAYER-2013-002848 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9010010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010010 NON-EXPEDITED US-BAYER-2013-002783 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9010011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010011 NON-EXPEDITED US-BAYER-2013-003243 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9010013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010013 NON-EXPEDITED US-BAYER-2013-003222 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9010015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010015 NON-EXPEDITED US-BAYER-2013-003147 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9010016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010016 NON-EXPEDITED US-BAYER-2013-003125 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
9010044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010044 NON-EXPEDITED US-BAYER-2013-003362 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9010045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010045 NON-EXPEDITED US-BAYER-2013-003324 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9010046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010046 NON-EXPEDITED US-BAYER-2013-003306 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9010047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010047 NON-EXPEDITED US-BAYER-2013-003104 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9010048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2013 9010048 NON-EXPEDITED US-BAYER-2013-003328 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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8280294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 8280294 NON-EXPEDITED OT US-BAYER-2011-115036 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device LOVENOX [ENOXAPARIN

SODIUM]
C  

Device dislocation PREDNISONE C 5 mg, QD  
Abortion spontaneous LEVOTHYROXINE C 175 ?g, UNK  
Drug ineffective LIOTHYRONINE C 25 ?g, UNK  
Procedural haemorrhage  

8779688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 8779688 NON-EXPEDITED OT US-BAYER-2012-092459 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Device dislocation  
Device issue  
Migraine  
Pain  

8902353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 8902353 NON-EXPEDITED US-BAYER-2012-115991 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

UNKNOWN C UNK  
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Detailed Report
8975053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 8975053 NON-EXPEDITED OT US-BAYER-2012-132384 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unintentional medical device removal by patient  

9001557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9001557 NON-EXPEDITED US-BAYER-2013-001424 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9004805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9004805 NON-EXPEDITED US-BAYER-2013-001492 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9004892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9004892 NON-EXPEDITED OT US-BAYER-2013-002871 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9007919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9007919 EXPEDITED (15-DAY) HO,DS US-BAYER-2013-002799 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood pressure increased  
Convulsion  
Impaired driving ability  
Impaired work ability  
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Detailed Report
9007973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9007973 NON-EXPEDITED US-BAYER-2013-003759 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9007974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9007974 NON-EXPEDITED US-BAYER-2013-003773 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9007975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9007975 NON-EXPEDITED US-BAYER-2013-003661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9007982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9007982 NON-EXPEDITED US-BAYER-2013-002010 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9008009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008009 NON-EXPEDITED US-BAYER-2013-003344 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9008010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008010 NON-EXPEDITED US-BAYER-2013-003880 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9008014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008014 NON-EXPEDITED OT US-BAYER-2013-003373 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9008016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008016 NON-EXPEDITED OT US-BAYER-2013-003877 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9008020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008020 NON-EXPEDITED US-BAYER-2013-003714 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9008021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008021 NON-EXPEDITED US-BAYER-2013-003264 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9008023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008023 NON-EXPEDITED US-BAYER-2013-003383 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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Detailed Report
9008025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008025 NON-EXPEDITED US-BAYER-2013-003266 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  
Metrorrhagia  

9008065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008065 NON-EXPEDITED OT US-BAYER-2013-003250 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Flank pain  

9008068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008068 NON-EXPEDITED HO US-BAYER-2013-003932 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9008093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008093 NON-EXPEDITED OT US-BAYER-2013-003575 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
Vaginal discharge  

9008396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008396 NON-EXPEDITED US-BAYER-2013-004156 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9008460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008460 NON-EXPEDITED US-BAYER-2013-002714 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomyces test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  

9008467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008467 NON-EXPEDITED US-BAYER-2013-003927 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9008679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008679 EXPEDITED (15-DAY) HO,OT FR-PFIZER
INC-2013006141

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phlebitis Trinordiol S ORAL 1 DF, 1xday, cyclic  PFIZER
Deep vein thrombosis  

9008790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9008790 NON-EXPEDITED US-TEVA-379368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9009328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9009328 NON-EXPEDITED US-TEVA-380182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menstruation irregular  
Pelvic pain  
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Detailed Report
9009342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9009342 NON-EXPEDITED US-TEVA-380186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9009416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9009416 NON-EXPEDITED OT US-BAYER-2013-002235 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Vaginal haemorrhage  

9009417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9009417 NON-EXPEDITED OT US-BAYER-2013-003879 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device physical property issue  

9011086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9011086 NON-EXPEDITED US-TEVA-380170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9011201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2013 9011201 NON-EXPEDITED US-TEVA-379370USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8107802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 8107802 NON-EXPEDITED US-BAYER-2011-021566 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort PREPARATION H

[GLYCEROL,PETROLATUM,PHEN
YLEPHRINE
HYDROCHLORIDE,SHA

C  

Dyspareunia  
Orgasm abnormal  

8948787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 8948787 NON-EXPEDITED OT US-BAYER-2012-125483 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy test false positive  
Vaginal haemorrhage  

8978125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 8978125 NON-EXPEDITED OT US-BAYER-2012-133882 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  
Genital haemorrhage  
Malaise  
Post procedural haemorrhage  
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Detailed Report
9010928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9010928 EXPEDITED (15-DAY) OT ES-TEVA-379150ISR 28 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Porphyria levonorgestrel S UNKNOWN  DURAMED
Inappropriate antidiuretic hormone secretion  
Neuropathy peripheral  

9011957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011957 NON-EXPEDITED US-BAYER-2013-004172 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011959 NON-EXPEDITED US-BAYER-2013-004332 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011960 NON-EXPEDITED US-BAYER-2013-004355 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011962 NON-EXPEDITED US-BAYER-2013-003809 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Device misuse  
Drug ineffective  
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Detailed Report
9011964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011964 NON-EXPEDITED US-BAYER-2013-004122 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011966 NON-EXPEDITED US-BAYER-2013-004284 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011968 NON-EXPEDITED US-BAYER-2013-003348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011969 NON-EXPEDITED US-BAYER-2013-004112 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011971 NON-EXPEDITED US-BAYER-2013-004407 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011972 NON-EXPEDITED US-BAYER-2013-004438 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  
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Detailed Report
9011973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011973 NON-EXPEDITED US-BAYER-2013-004182 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011974 NON-EXPEDITED US-BAYER-2013-004401 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011975 NON-EXPEDITED US-BAYER-2013-004372 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011976 NON-EXPEDITED US-BAYER-2013-004369 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011978 NON-EXPEDITED US-BAYER-2013-004322 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011979 NON-EXPEDITED US-BAYER-2013-004351 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9011981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011981 NON-EXPEDITED US-BAYER-2013-004303 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011987 NON-EXPEDITED OT US-BAYER-2013-004465 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9011990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011990 NON-EXPEDITED OT US-BAYER-2013-004437 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pelvic pain  

9011992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9011992 NON-EXPEDITED OT US-BAYER-2013-004383 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural complication  
Procedural pain  

9012044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012044 NON-EXPEDITED US-TEVA-380239USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MULTIVITAMINS C  
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Detailed Report
9012093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012093 NON-EXPEDITED US-TEVA-380231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal discharge  

9012300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012300 NON-EXPEDITED OT US-BAYER-2013-004422 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Amenorrhoea  
Back pain  
Ovarian cyst ruptured  
Pain  
Pain in extremity  

9012659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012659 NON-EXPEDITED US-BAYER-2013-004903 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9012660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012660 NON-EXPEDITED US-BAYER-2013-004458 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Mirena S 20 mcg/24hr, UNK  BAYER
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Detailed Report
9012893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012893 NON-EXPEDITED US-BAYER-2013-004417 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9012894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012894 NON-EXPEDITED US-BAYER-2013-004867 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9012895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012895 NON-EXPEDITED US-BAYER-2013-004531 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9012896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012896 NON-EXPEDITED US-BAYER-2013-004860 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Device expulsion  

9012897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012897 NON-EXPEDITED US-BAYER-2013-004551 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  
Device issue  
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Detailed Report
9012910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9012910 NON-EXPEDITED US-BAYER-2013-004430 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL UNK  BAYER
Contraindication to medical treatment  
Off label use  

9013440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9013440 NON-EXPEDITED US-BAYER-2013-004549 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9013462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9013462 NON-EXPEDITED OT US-BAYER-2013-004760 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Menorrhagia  

9026627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9026627 DIRECT DE,HO,DS,LT,OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature labour MIRENA S  
Uterine infection  

9121991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9121991 NON-EXPEDITED US-BAYER-2013-004836 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9121999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9121999 NON-EXPEDITED OT US-BAYER-2013-004550 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9122331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122331 NON-EXPEDITED US-BAYER-2013-004474 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

9122332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122332 NON-EXPEDITED US-BAYER-2013-004472 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  

9122339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122339 NON-EXPEDITED US-BAYER-2013-004493 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia Mirena S  BAYER

9122405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122405 NON-EXPEDITED US-TEVA-380244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9122421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122421 NON-EXPEDITED US-BAYER-2013-004543 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122529 NON-EXPEDITED US-TEVA-379699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9122579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9122579 NON-EXPEDITED US-TEVA-380236USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pelvic pain  

9123377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2013 9123377 NON-EXPEDITED US-TEVA-380191USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8736897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 8736897 EXPEDITED (15-DAY) OT ZA-BAYER-2012-079744 42 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural sepsis MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian abscess MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Escherichia test positive  
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Detailed Report
8912239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 8912239 NON-EXPEDITED OT US-BAYER-2012-118132 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8990076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 8990076 NON-EXPEDITED US-TEVA-378123USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013506 NON-EXPEDITED US-TEVA-380397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013517 NON-EXPEDITED US-TEVA-380410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013522 NON-EXPEDITED US-TEVA-380402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013704 NON-EXPEDITED US-TEVA-380421USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9013722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013722 NON-EXPEDITED US-TEVA-380424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013778 NON-EXPEDITED US-TEVA-380406USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9013846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9013846 NON-EXPEDITED US-TEVA-380395USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  

9014212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014212 NON-EXPEDITED US-TEVA-380423USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9014261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014261 NON-EXPEDITED US-TEVA-380391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Intentional drug misuse Multivitamins C  
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Detailed Report
9014302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014302 NON-EXPEDITED OT US-BAYER-2013-005378 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  

9014305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014305 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-002302 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pyelonephritis acute  
Vomiting  

9014535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014535 NON-EXPEDITED US-TEVA-380403USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9014698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014698 NON-EXPEDITED US-TEVA-380689USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Thyroid Medication C  
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Detailed Report
9014739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014739 NON-EXPEDITED US-TEVA-380679USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular VITAMINS C  
Dysmenorrhoea  
Menstruation delayed  

9014758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9014758 NON-EXPEDITED US-TEVA-380676USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Wellbutrin C ORAL QOD  
Claritin C  
Singulair C  

9122758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9122758 NON-EXPEDITED OT US-BAYER-2013-005118 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

9123126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123126 NON-EXPEDITED OT US-BAYER-2013-004970 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9123133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123133 NON-EXPEDITED OT US-BAYER-2013-004996 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9123139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123139 NON-EXPEDITED OT US-BAYER-2013-005054 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Procedural haemorrhage  

9123144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123144 NON-EXPEDITED OT US-BAYER-2013-004190 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Drug ineffective  
Fatigue  
Headache  
Pain  
Pregnancy with contraceptive device  
Pruritus  
Weight increased  

9123148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123148 NON-EXPEDITED OT US-BAYER-2013-004552 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9123222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123222 EXPEDITED (15-DAY) OT US-BAYER-2013-003848 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphadenopathy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123232 NON-EXPEDITED OT US-BAYER-2013-004100 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9123238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123238 NON-EXPEDITED OT US-BAYER-2013-004980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  

9123268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123268 NON-EXPEDITED OT US-BAYER-2013-004986 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123273 NON-EXPEDITED OT US-BAYER-2013-005032 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9123388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123388 NON-EXPEDITED US-BAYER-2013-004971 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Libido decreased  

9123409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123409 NON-EXPEDITED US-BAYER-2013-004192 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9123473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123473 NON-EXPEDITED US-BAYER-2013-004988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123477 NON-EXPEDITED US-BAYER-2013-004995 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123496 NON-EXPEDITED US-BAYER-2013-004527 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9123508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123508 NON-EXPEDITED US-BAYER-2013-004595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123512 NON-EXPEDITED US-BAYER-2013-004243 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

AMLODIPINE BESYLATE W/
BENAZEPRIL HYDROCHLOR.

C  

ALPRAZOLAM C UNK UNK, PRN  

9123518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123518 EXPEDITED (15-DAY) OT FR-BAYER-2013-004924 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subclavian vein thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123522 NON-EXPEDITED US-BAYER-2013-005003 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9123531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123531 NON-EXPEDITED US-BAYER-2013-004525 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9123597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123597 NON-EXPEDITED US-BAYER-2013-004528 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2013 9123602 NON-EXPEDITED US-BAYER-2013-004857 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8889048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 8889048 EXPEDITED (15-DAY) OT US-BAYER-2012-113202 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression suicidal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adverse event  
Mood swings  

8946107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 8946107 NON-EXPEDITED HO US-BAYER-2012-126519 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain LIDOCAIN C  
Abdominal pain lower  
Medical device discomfort  

8970033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 8970033 NON-EXPEDITED OT US-BAYER-2012-132428 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8984996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 8984996 NON-EXPEDITED US-BAYER-2012-134540 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea TYLENOL (PARACETAMOL) S UNK  
Abdominal pain upper  
Cough  
Retching  
Urticaria  
Vomiting  

9010014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9010014 NON-EXPEDITED US-BAYER-2013-002782 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

9015218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015218 NON-EXPEDITED US-BAYER-2013-005127 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9015227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015227 NON-EXPEDITED OT US-BAYER-2013-005448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
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Detailed Report
9015243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015243 EXPEDITED (15-DAY) OT AT-BAYER-2013-004714 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9015296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015296 NON-EXPEDITED US-TEVA-380794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

9015388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015388 NON-EXPEDITED US-TEVA-380819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9015414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015414 NON-EXPEDITED US-TEVA-380829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9015498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015498 NON-EXPEDITED US-BAYER-2013-005618 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9015532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015532 NON-EXPEDITED OT US-BAYER-2013-005057 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal  
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Detailed Report
9015764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015764 NON-EXPEDITED US-TEVA-380919USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Influenza  
Pyrexia  

9015968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015968 EXPEDITED (15-DAY) OT GB-TEVA-380288ISR 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza LEVONELLE-2 S ORAL  DURAMED

9015993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9015993 NON-EXPEDITED OT US-BAYER-2013-006010 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9016109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9016109 NON-EXPEDITED US-TEVA-380899USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

GENERIC FORM OF PLAN B S  

9016466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9016466 NON-EXPEDITED US-TEVA-380886USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PREDNISONE C  
METHOTREXATE C  
PLAQUENIL C  
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9016489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9016489 NON-EXPEDITED US-TEVA-380920USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain LAMICTAL SR C ORAL 200 Milligram Daily;  
Fatigue NAPROXEN C  

9016516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9016516 NON-EXPEDITED US-TEVA-380951USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Menstruation irregular  

9124033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124033 NON-EXPEDITED US-TEVA-380834USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine present PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  

9124095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124095 NON-EXPEDITED US-TEVA-380925USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  
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Detailed Report
9124209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124209 NON-EXPEDITED US-BAYER-2013-005416 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124214 NON-EXPEDITED US-BAYER-2013-005824 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9124222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124222 NON-EXPEDITED US-BAYER-2013-005452 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124227 NON-EXPEDITED US-BAYER-2013-005431 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124239 NON-EXPEDITED US-BAYER-2013-004175 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9124245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124245 NON-EXPEDITED US-BAYER-2013-005441 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9124248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124248 NON-EXPEDITED US-BAYER-2013-005722 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124253 NON-EXPEDITED US-BAYER-2013-005641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124266 NON-EXPEDITED US-BAYER-2013-005607 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124269 NON-EXPEDITED US-BAYER-2013-005735 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124737 NON-EXPEDITED US-BAYER-2013-005733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124746 NON-EXPEDITED US-BAYER-2013-005590 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9124756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124756 NON-EXPEDITED US-BAYER-2013-005511 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

9124787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124787 NON-EXPEDITED US-BAYER-2013-005615 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 9124859 NON-EXPEDITED US-TEVA-380832USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8935877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8935877 NON-EXPEDITED OT US-BAYER-2012-124928 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8936423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8936423 NON-EXPEDITED US-BAYER-2012-125516 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Post procedural discomfort  
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Detailed Report
8953301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8953301 EXPEDITED (15-DAY) OT US-BAYER-2012-126442 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Vaginal discharge  
Vaginitis bacterial  
Vulvovaginal mycotic infection  

8970568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8970568 NON-EXPEDITED US-BAYER-2012-131932 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8985080 NON-EXPEDITED OT US-BAYER-2012-134336 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Abdominal pain lower  

8996637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 8996637 NON-EXPEDITED US-BAYER-2012-134268 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device expulsion  
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Detailed Report
9016795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9016795 NON-EXPEDITED US-TEVA-381064USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9016805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9016805 NON-EXPEDITED US-TEVA-381061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9016812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9016812 NON-EXPEDITED US-TEVA-381057USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9016814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9016814 NON-EXPEDITED US-TEVA-381049USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9017038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017038 NON-EXPEDITED US-BAYER-2013-005906 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9017049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017049 NON-EXPEDITED US-BAYER-2013-006066 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9017050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017050 NON-EXPEDITED US-BAYER-2013-006017 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9017051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017051 NON-EXPEDITED US-BAYER-2013-005914 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9017053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017053 NON-EXPEDITED US-BAYER-2013-005970 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9017054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017054 NON-EXPEDITED US-BAYER-2013-006157 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9017055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017055 NON-EXPEDITED US-BAYER-2013-006163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9017056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017056 NON-EXPEDITED US-BAYER-2013-005912 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9017057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017057 NON-EXPEDITED US-BAYER-2013-006036 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

9017132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017132 NON-EXPEDITED US-TEVA-381263USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9017143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017143 NON-EXPEDITED US-TEVA-381234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9017184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017184 NON-EXPEDITED US-TEVA-381261USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
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Detailed Report
9017186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017186 NON-EXPEDITED OT US-BAYER-2012-106051 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE  BAYER
Device dislocation  

9017187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017187 NON-EXPEDITED US-TEVA-381227USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9017224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017224 NON-EXPEDITED US-TEVA-381253USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Breast pain  

9017241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017241 NON-EXPEDITED US-BAYER-2013-004180 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital infection female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysuria  
Genital discomfort  
Pelvic pain  
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Detailed Report
9017260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017260 NON-EXPEDITED US-TEVA-381196USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Influenza  
Nausea  

9017266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017266 NON-EXPEDITED OT US-BAYER-2013-005986 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Pain  

9017267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017267 NON-EXPEDITED OT US-BAYER-2013-005617 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast pain  
Feeling abnormal  
Irritability  
Premenstrual syndrome  
Vaginal discharge  

9017269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017269 NON-EXPEDITED OT US-BAYER-2013-005952 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9017332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017332 NON-EXPEDITED US-TEVA-381212USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9017353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017353 NON-EXPEDITED OT US-BAYER-2013-003384 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Ovarian cyst  

9017354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017354 EXPEDITED (15-DAY) OT GB-BAYER-2013-004960 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Suicide attempt  

9017355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017355 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-005899 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chest pain  
Genital haemorrhage  
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Detailed Report
9017369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017369 EXPEDITED (15-DAY) HO DE-BAYER-2013-004286 24 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Decreased appetite  
Dizziness  
Mental disorder  
Nausea  

9017372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9017372 NON-EXPEDITED US-TEVA-381206USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9018250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9018250 NON-EXPEDITED US-TEVA-381208USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9018320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9018320 NON-EXPEDITED US-TEVA-381205USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9023374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9023374 NON-EXPEDITED US-TEVA-381213USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9125060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9125060 NON-EXPEDITED US-TEVA-381200USA 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9125340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9125340 NON-EXPEDITED US-TEVA-381182USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9125927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9125927 NON-EXPEDITED US-TEVA-381069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hypoaesthesia Robitussin C ORAL  

Xanax C ORAL  
Zithromax C ORAL 500 Milligram Daily;  
Zithromax C  

9125959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9125959 NON-EXPEDITED US-TEVA-381045USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9125998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9125998 NON-EXPEDITED US-TEVA-381226USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9126374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126374 NON-EXPEDITED US-BAYER-2013-005875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9126395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126395 NON-EXPEDITED US-BAYER-2013-005691 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126404 NON-EXPEDITED US-BAYER-2013-005728 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oligomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126476 NON-EXPEDITED US-TEVA-381055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

Page: 12,812 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9126479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126479 NON-EXPEDITED US-BAYER-2013-005843 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126483 NON-EXPEDITED US-BAYER-2013-005901 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126560 NON-EXPEDITED US-TEVA-381252USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9126564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126564 NON-EXPEDITED US-TEVA-381187USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9126635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126635 NON-EXPEDITED US-TEVA-381180USA 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9126668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2013 9126668 EXPEDITED (15-DAY) OT GB-BAYER-2013-004965 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression suicidal Mirena S  BAYER
Abdominal distension  
Abnormal weight gain  
Procedural pain  

9018499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018499 NON-EXPEDITED US-BAYER-2013-006794 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psoriasis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Alopecia  
Pain  
Weight increased  

9018501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018501 NON-EXPEDITED OT US-BAYER-2013-006588 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER

9018506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018506 NON-EXPEDITED US-TEVA-381354USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea TOPAMAX C  
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Detailed Report
9018521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018521 NON-EXPEDITED US-BAYER-2013-006167 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9018523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018523 NON-EXPEDITED US-BAYER-2013-005592 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Arthralgia PREDNISONE C  
Gait disturbance  
Movement disorder  
Oedema peripheral  
Pain in extremity  

9018633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018633 NON-EXPEDITED US-TEVA-381353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9018657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018657 NON-EXPEDITED US-TEVA-381333USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pelvic pain  
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Detailed Report
9018760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018760 NON-EXPEDITED US-TEVA-381445USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Pelvic pain  

9018786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018786 NON-EXPEDITED US-TEVA-381466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9018840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9018840 NON-EXPEDITED US-TEVA-381356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Augmentin C  
Toradol C  

9019258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019258 NON-EXPEDITED US-TEVA-381448USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9019456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019456 NON-EXPEDITED US-TEVA-381360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9019482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019482 NON-EXPEDITED US-TEVA-381361USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain Vitamins C  
Menstruation irregular  

9019548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019548 NON-EXPEDITED US-TEVA-381447USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9019673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019673 NON-EXPEDITED US-TEVA-381442USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9019719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019719 NON-EXPEDITED US-TEVA-381435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9019772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019772 NON-EXPEDITED US-TEVA-381455USA 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9019814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9019814 NON-EXPEDITED US-BAYER-2013-004775 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER
Genital discomfort  
Penis injury  

9022348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022348 NON-EXPEDITED US-BAYER-2013-006770 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9022349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022349 NON-EXPEDITED OT US-BAYER-2013-006736 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  

9022350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022350 NON-EXPEDITED US-BAYER-2013-006755 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Migraine  

9022351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022351 NON-EXPEDITED US-BAYER-2013-006510 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9022389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022389 NON-EXPEDITED OT US-BAYER-2013-006161 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9022391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022391 NON-EXPEDITED US-BAYER-2013-006100 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9022392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022392 NON-EXPEDITED US-BAYER-2013-006033 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9022394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022394 NON-EXPEDITED US-BAYER-2013-004388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9022395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022395 NON-EXPEDITED US-BAYER-2013-006450 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9022450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 9022450 NON-EXPEDITED OT US-BAYER-2013-006724 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8158770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2013 8158770 EXPEDITED (15-DAY) HO,OT US-TEVA-302605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Benign neoplasm  
Cardiac disorder  
Dizziness  
Drug hypersensitivity  
Endometriosis  
Headache  
Hormone level abnormal  
Maternal exposure during pregnancy  
Menstruation irregular  
Muscle spasms  
Myocardial infarction  
Nausea  
Palpitations  
Pregnancy  
Urticaria  
Vaginal haemorrhage  
Vomiting  
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Detailed Report
9022644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2013 9022644 NON-EXPEDITED OT US-TEVA-381341USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Menstruation irregular  

9022645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2013 9022645 EXPEDITED (15-DAY) OT US-TEVA-381067USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8924123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 8924123 NON-EXPEDITED OT US-BAYER-2012-121652 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  

8953548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 8953548 NON-EXPEDITED US-PFIZER
INC-2012296238

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Lybrel S UNK  PFIZER
Drug ineffective LUPRON S UNK  
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Detailed Report
8954076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 8954076 NON-EXPEDITED HO,OT US-BAYER-2012-126424 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage LIDOCAINE C  
Abdominal pain lower  
Device dislocation  

9011619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9011619 NON-EXPEDITED US-BAYER-2013-002379 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9013097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9013097 EXPEDITED (15-DAY) OT FI-BAYER-2013-004729 43 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9022393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9022393 NON-EXPEDITED OT US-BAYER-2013-006055 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9023581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9023581 EXPEDITED (15-DAY) OT US-BAYER-2013-005070 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Renal pain Aleve caplet/tablet,Midol Extended

Relief caplet
S  BAYER

Abdominal distension  
Abdominal pain lower  
Back pain  
Drug ineffective  
Feeling hot  
Nausea  

9023968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9023968 NON-EXPEDITED OT US-BAYER-2013-004502 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device intolerance  
Procedural pain  

9023970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9023970 NON-EXPEDITED OT US-BAYER-2013-007186 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9023971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9023971 NON-EXPEDITED US-BAYER-2013-006263 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9025032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025032 NON-EXPEDITED US-BAYER-2013-006792 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025034 NON-EXPEDITED US-BAYER-2013-006108 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9025035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025035 NON-EXPEDITED US-BAYER-2013-006633 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025036 NON-EXPEDITED US-BAYER-2013-006070 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025037 NON-EXPEDITED US-BAYER-2013-006643 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025038 NON-EXPEDITED US-BAYER-2013-006846 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
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Detailed Report
9025039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025039 NON-EXPEDITED US-BAYER-2013-005937 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025040 NON-EXPEDITED US-BAYER-2013-006441 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  

9025042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025042 NON-EXPEDITED US-BAYER-2013-007023 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025044 NON-EXPEDITED US-BAYER-2013-007083 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025046 NON-EXPEDITED US-BAYER-2013-007041 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025050 NON-EXPEDITED US-BAYER-2013-007618 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9025051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025051 NON-EXPEDITED US-BAYER-2013-006847 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025052 NON-EXPEDITED US-BAYER-2013-007101 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025053 NON-EXPEDITED US-BAYER-2013-007413 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9025061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025061 NON-EXPEDITED OT US-BAYER-2013-007107 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9025062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025062 NON-EXPEDITED OT US-BAYER-2013-006679 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9025063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025063 NON-EXPEDITED HO PL-BAYER-2013-006536 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer LEVONORGESTREL S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9025104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2013 9025104 NON-EXPEDITED OT US-BAYER-2013-007026 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8453817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 8453817 NON-EXPEDITED OT US-BAYER-2012-021953 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature separation of placenta Mirena S INTRAUTERINE Daily dose 20 µg  BAYER
Amenorrhoea  
Drug ineffective  
Pregnancy  

8803190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 8803190 NON-EXPEDITED OT US-BAYER-2012-097157 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Procedural pain  

8951001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 8951001 NON-EXPEDITED OT US-BAYER-2012-126868 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain ANALGESICS C  
Procedural pain  
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Detailed Report
8986523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 8986523 NON-EXPEDITED OT US-BAYER-2012-135179 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Medical device discomfort  
Pain  

8992876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 8992876 NON-EXPEDITED OT US-BAYER-2012-136436 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9008089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9008089 EXPEDITED (15-DAY) OT US-BAYER-2013-003645 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  
Urinary tract infection  

9010012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9010012 NON-EXPEDITED US-BAYER-2013-002646 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9010074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9010074 NON-EXPEDITED OT US-BAYER-2013-003214 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
Device deployment issue  
Pain  

9013447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9013447 NON-EXPEDITED OT US-BAYER-2013-004416 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia Mirena S  BAYER

9025278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025278 NON-EXPEDITED US-TEVA-381492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9025284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025284 NON-EXPEDITED US-TEVA-381713USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Breast enlargement  
Fatigue  
Increased appetite  
Pollakiuria  
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Detailed Report
9025285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025285 NON-EXPEDITED US-TEVA-381518USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea Acyclovir C  

9025287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025287 NON-EXPEDITED US-TEVA-381724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9025299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025299 NON-EXPEDITED US-TEVA-381476USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9025301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025301 NON-EXPEDITED US-TEVA-381486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9025311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9025311 NON-EXPEDITED US-TEVA-381464USA 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9030232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9030232 NON-EXPEDITED OT US-BAYER-2013-006088 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032239 NON-EXPEDITED US-BAYER-2013-007459 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER

9032241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032241 NON-EXPEDITED US-BAYER-2013-006046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032242 NON-EXPEDITED US-BAYER-2013-007056 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032280 NON-EXPEDITED US-BAYER-2013-008042 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

9032281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032281 NON-EXPEDITED US-BAYER-2013-007978 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9032282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032282 NON-EXPEDITED US-BAYER-2013-008021 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032284 NON-EXPEDITED US-BAYER-2013-008239 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032285 NON-EXPEDITED US-BAYER-2013-008148 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032286 NON-EXPEDITED US-BAYER-2013-007925 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032287 NON-EXPEDITED US-BAYER-2013-006732 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain MULTIVITAMINS AND IRON C  
Drug ineffective  
Haemoglobin decreased  
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Detailed Report
9032295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032295 NON-EXPEDITED US-BAYER-2013-007287 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032296 NON-EXPEDITED US-BAYER-2013-006091 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032297 NON-EXPEDITED OT US-BAYER-2013-008060 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9032298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032298 NON-EXPEDITED US-BAYER-2013-007563 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9032299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032299 NON-EXPEDITED US-BAYER-2013-007401 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9032300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032300 NON-EXPEDITED OT US-BAYER-2013-008082 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9032302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9032302 NON-EXPEDITED US-BAYER-2013-007905 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

9126904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126904 NON-EXPEDITED US-BAYER-2013-007616 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126906 NON-EXPEDITED US-BAYER-2013-007598 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126911 NON-EXPEDITED US-BAYER-2013-007341 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9126916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126916 NON-EXPEDITED US-BAYER-2013-007211 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126920 NON-EXPEDITED OT US-BAYER-2013-008156 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2013 9126938 NON-EXPEDITED OT US-BAYER-2013-007875 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8460137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8460137 NON-EXPEDITED OT US-BAYER-2012-023247 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

COUMADIN C UNK  

8725675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8725675 EXPEDITED (15-DAY) OT US-BAYER-2012-081989 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Urinary tract infection CALTRATE [CALCIUM

CARBONATE]
C  

Haematuria MULTIVITAMIN C  
Device expulsion MACROBID C  
Muscle spasms  

Page: 12,835 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8831897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8831897 EXPEDITED (15-DAY) OT US-BAYER-2012-088752 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Acne  
Arthralgia  
Asthenia  
Back pain  
Breast pain  
Confusional state  
Depression  
Fatigue  
Feeling abnormal  
Hypomenorrhoea  
Libido decreased  
Limb discomfort  
Malaise  
Ovarian cyst  
Pelvic pain  
Pollakiuria  
Sensation of heaviness  
Uterine cervical pain  
Uterine pain  
Vaginal haemorrhage  
Vulvovaginal pain  
Weight increased  

Page: 12,836 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8890197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8890197 NON-EXPEDITED OT US-BAYER-2012-114971 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Pain  

8909424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8909424 NON-EXPEDITED OT US-BAYER-2012-117574 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysfunctional uterine bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  
Muscle spasms  

8981446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 8981446 NON-EXPEDITED OT US-BAYER-2012-129033 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9011961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9011961 NON-EXPEDITED US-BAYER-2012-135634 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER
Off label use  
Procedural pain  
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Detailed Report
9026170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026170 NON-EXPEDITED US-BAYER-2013-006773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9026172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026172 NON-EXPEDITED US-BAYER-2013-007259 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9026178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026178 NON-EXPEDITED US-BAYER-2013-007321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Asthenia  
Blood pressure increased  
Crying  
Dizziness  
Fatigue  
Feeling abnormal  
Fluid retention  
Headache  
Insomnia  
Mood swings  
Nausea  
Palpitations  
Panic attack  
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Detailed Report
9026264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026264 NON-EXPEDITED US-BAYER-2013-008011 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026269 NON-EXPEDITED US-BAYER-2013-007943 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026270 NON-EXPEDITED US-BAYER-2013-008491 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Menorrhagia  

9026273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026273 NON-EXPEDITED US-BAYER-2013-008945 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026275 NON-EXPEDITED US-BAYER-2013-008569 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9026278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026278 NON-EXPEDITED US-BAYER-2013-008009 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9026281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026281 NON-EXPEDITED US-BAYER-2013-008608 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9026283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026283 NON-EXPEDITED US-BAYER-2013-008550 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026286 NON-EXPEDITED US-BAYER-2013-007182 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device expulsion  

9026300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026300 NON-EXPEDITED US-BAYER-2013-008127 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9026304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026304 NON-EXPEDITED US-BAYER-2013-007372 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026306 NON-EXPEDITED US-BAYER-2013-008807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026311 NON-EXPEDITED US-BAYER-2013-008640 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026313 NON-EXPEDITED US-BAYER-2013-007637 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER

9026321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026321 NON-EXPEDITED US-BAYER-2013-008043 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026323 NON-EXPEDITED US-BAYER-2013-008800 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9026325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026325 NON-EXPEDITED US-BAYER-2013-008842 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026327 NON-EXPEDITED US-BAYER-2013-008556 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026332 NON-EXPEDITED US-BAYER-2013-008797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026354 NON-EXPEDITED US-BAYER-2013-007527 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9026357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026357 NON-EXPEDITED US-BAYER-2013-008706 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9026358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026358 NON-EXPEDITED US-BAYER-2013-008768 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9026649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026649 NON-EXPEDITED OT US-BAYER-2013-006785 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9026758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9026758 NON-EXPEDITED US-BAYER-2013-004859 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9028125 EXPEDITED (15-DAY) OT BR-BAYER-2013-008551 44 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

9028171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9028171 EXPEDITED (15-DAY) HO DE-BAYER-2013-007014 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abscess Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9028188 NON-EXPEDITED OT US-BAYER-2013-008457 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
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Detailed Report
9028193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9028193 NON-EXPEDITED OT US-BAYER-2013-008162 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9028195 NON-EXPEDITED OT US-BAYER-2013-007475 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9030758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9030758 NON-EXPEDITED US-TEVA-381728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Dizziness  
Fatigue  

9030844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9030844 NON-EXPEDITED OT US-BAYER-2013-008634 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9030931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9030931 NON-EXPEDITED US-BAYER-2013-006014 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9031092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2013 9031092 EXPEDITED (15-DAY) OT HU-BAYER-2013-007098 45 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  
Haemorrhagic anaemia  
Metrorrhagia  
Multiple use of single-use product  
Pain  

8406066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8406066 NON-EXPEDITED OT US-BAYER-2012-013611 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Mood swings  
Pregnancy with contraceptive device  

8878815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8878815 EXPEDITED (15-DAY) LT,OT DE-BAYER-2012-109762 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8947202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8947202 NON-EXPEDITED OT US-BAYER-2012-125389 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, cont  BAYER
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
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Detailed Report
8953631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8953631 NON-EXPEDITED OT US-BAYER-2012-125527 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device difficult to use  
Device misuse  
Polyp  
Procedural pain  

8972152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8972152 NON-EXPEDITED US-BAYER-2012-132304 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8985025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 8985025 NON-EXPEDITED OT US-BAYER-2012-134877 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
PAXIL C 20 mg, 1 tablet  

9025043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9025043 NON-EXPEDITED US-BAYER-2013-007324 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 12,846 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9025045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9025045 NON-EXPEDITED US-BAYER-2013-007208 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028431 NON-EXPEDITED US-BAYER-2013-008460 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028432 NON-EXPEDITED US-BAYER-2013-009552 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028433 NON-EXPEDITED US-BAYER-2013-007906 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028434 NON-EXPEDITED US-BAYER-2013-007603 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028435 NON-EXPEDITED US-BAYER-2013-008883 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9028436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028436 NON-EXPEDITED US-BAYER-2013-009568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028437 NON-EXPEDITED US-BAYER-2013-007573 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028438 NON-EXPEDITED US-BAYER-2013-009544 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028439 NON-EXPEDITED US-BAYER-2013-009313 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028441 NON-EXPEDITED US-BAYER-2013-006110 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Infection  
Pain  
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Detailed Report
9028706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028706 NON-EXPEDITED US-BAYER-2013-008645 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028707 NON-EXPEDITED US-BAYER-2013-009637 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9028709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028709 NON-EXPEDITED US-BAYER-2013-008860 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
Vomiting in pregnancy  

9028806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028806 NON-EXPEDITED OT US-BAYER-2013-009335 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Vaginal haemorrhage  

9028808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028808 NON-EXPEDITED OT US-BAYER-2013-008844 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9028811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028811 EXPEDITED (15-DAY) OT SE-BAYER-2013-009176 48 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028812 EXPEDITED (15-DAY) LT PT-BAYER-2013-005373 43 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028882 NON-EXPEDITED OT US-BAYER-2013-006131 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028924 NON-EXPEDITED US-BAYER-2013-009614 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9028925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028925 NON-EXPEDITED US-BAYER-2013-009625 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9028931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9028931 NON-EXPEDITED OT US-BAYER-2013-006824 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Cervix oedema  
Cyst  
Discomfort  
Dyspareunia  
Menstruation irregular  
Vaginal haemorrhage  

9029737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9029737 NON-EXPEDITED US-TEVA-381737USA 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9031315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9031315 EXPEDITED (15-DAY) OT AU-PFIZER
INC-2013022503

18 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Kidney infection LOETTE-28 S  PFIZER

9031681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2013 9031681 NON-EXPEDITED HO US-BAYER-2012-121227 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper DEPAKOTE C Daily dose 250 mg  
Abdominal pain upper  
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Detailed Report
8437182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8437182 NON-EXPEDITED US-BAYER-2012-017940 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed NEXIUM C 40 mg, QD  
Drug ineffective  

8886673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8886673 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-113078 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine mass Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error  
Menorrhagia  

8900242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8900242 NON-EXPEDITED OT US-BAYER-2012-114843 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Acne  
Alopecia  
Amenorrhoea  
Anxiety  
Arthralgia  
Fatigue  
Headache  
Irritability  
Pruritus  
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Detailed Report
8912263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8912263 NON-EXPEDITED OT US-BAYER-2012-117978 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage Mirena S  BAYER
Abdominal pain  
Menorrhagia  
Mood swings  
Pain  
Procedural pain  

8928326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8928326 NON-EXPEDITED US-BAYER-2012-124258 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Activities of daily living impaired  
Adverse drug reaction  
Anxiety  
Headache  
Mood swings  
Muscle spasms  
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Detailed Report
8932104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8932104 EXPEDITED (15-DAY) OT BR-PFIZER
INC-2012197334

24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature separation of placenta Nordette-21 S ORAL 1 DF, 1x/day,

[levonorgestrel 0.15mg]/
[ethinyl estradiol
0.03mg]

 PFIZER

Drug administration error  
Haemorrhage in pregnancy  
Premature baby  
Unintended pregnancy  

8954075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8954075 NON-EXPEDITED OT US-BAYER-2012-126123 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

Mirena S  BAYER

8968320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 8968320 NON-EXPEDITED OT US-BAYER-2012-132511 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9007979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9007979 NON-EXPEDITED OT US-BAYER-2013-000890 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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9029250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029250 EXPEDITED (15-DAY) OT BR-BAYER-2012-011013 36 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Umbilical cord around neck  

9029264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029264 NON-EXPEDITED OT US-BAYER-2013-010182 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029343 NON-EXPEDITED US-BAYER-2013-008066 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029353 NON-EXPEDITED OT US-BAYER-2013-010197 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

9029354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029354 NON-EXPEDITED US-BAYER-2013-007945 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9029422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029422 NON-EXPEDITED US-TEVA-381609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Nausea  
Pelvic pain  

9029592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029592 NON-EXPEDITED US-BAYER-2013-009188 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9029593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029593 NON-EXPEDITED US-BAYER-2013-010124 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

9029594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029594 NON-EXPEDITED US-BAYER-2013-009991 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9029595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029595 NON-EXPEDITED US-BAYER-2013-008522 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9029599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029599 NON-EXPEDITED US-BAYER-2013-009950 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029601 NON-EXPEDITED US-BAYER-2013-008613 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9029603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029603 NON-EXPEDITED US-BAYER-2013-009223 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029604 NON-EXPEDITED US-BAYER-2013-010159 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029605 NON-EXPEDITED US-BAYER-2013-009840 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029606 NON-EXPEDITED US-BAYER-2013-009769 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9029607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029607 NON-EXPEDITED US-BAYER-2013-009563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9029608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029608 NON-EXPEDITED US-BAYER-2013-009925 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9029609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029609 EXPEDITED (15-DAY) OT US-BAYER-2013-007950 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometriosis ablation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fungal infection  
Vaginal discharge  
Vaginal odour  

9029610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9029610 NON-EXPEDITED US-BAYER-2013-007972 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Vulvovaginal dryness  
Weight increased  
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Detailed Report
9031949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9031949 NON-EXPEDITED OT US-BAYER-2013-004568 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9031992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9031992 NON-EXPEDITED OT US-BAYER-2013-008773 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER

9031993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9031993 NON-EXPEDITED OT US-BAYER-2013-007467 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S UNK  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9031994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9031994 NON-EXPEDITED OT US-BAYER-2013-008138 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

9127105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9127105 NON-EXPEDITED US-TEVA-381734USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9127115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9127115 NON-EXPEDITED US-TEVA-381604USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9127156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9127156 NON-EXPEDITED US-TEVA-381767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9127182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9127182 NON-EXPEDITED US-TEVA-381759USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9127557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9127557 NON-EXPEDITED US-TEVA-381752USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9128064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128064 NON-EXPEDITED US-TEVA-381781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9128132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128132 NON-EXPEDITED US-TEVA-381722USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Vitamins C  
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Detailed Report
9128167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128167 NON-EXPEDITED US-TEVA-381742USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9128198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128198 NON-EXPEDITED US-TEVA-381603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast discharge  

9128510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128510 NON-EXPEDITED US-TEVA-382160USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9128547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128547 NON-EXPEDITED US-TEVA-381782USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain Multivitamins C  
Breast tenderness  

9128567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128567 EXPEDITED (15-DAY) OT CZ-TEVA-382095ISR 32 YR Female CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LEVONORGESTREL S ORAL  DURAMED
Abortion induced LEVONORGESTREL S ORAL  DURAMED
Headache  
Maternal exposure during pregnancy  
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9128762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9128762 EXPEDITED (15-DAY) OT PHHY2013FR005703 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phlebitis LEELOO S ORAL  NOVARTIS

9129161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9129161 NON-EXPEDITED US-TEVA-381775USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nasopharyngitis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9129378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9129378 NON-EXPEDITED US-TEVA-381771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9129468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9129468 NON-EXPEDITED US-TEVA-382275USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness LAMOTRIGINE C  
Menstruation irregular  

9130108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2013 9130108 NON-EXPEDITED US-TEVA-382680USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain MECLIZINE C  
Menstruation irregular  
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Detailed Report
8881639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8881639 NON-EXPEDITED OT US-BAYER-2012-112708 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic discomfort  

8901502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8901502 NON-EXPEDITED OT US-BAYER-2012-116814 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device dislocation  
Pain  

8922777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8922777 EXPEDITED (15-DAY) OT US-BAYER-2012-120756 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pregnancy with contraceptive device  

8935104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8935104 NON-EXPEDITED OT US-BAYER-2012-124717 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
8939274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8939274 EXPEDITED (15-DAY) OT DE-BAYER-2012-124662 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8946750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8946750 NON-EXPEDITED OT US-BAYER-2012-126420 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Vaginal haemorrhage  

8958833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8958833 NON-EXPEDITED US-BAYER-2012-130067 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8969986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 8969986 NON-EXPEDITED OT US-BAYER-2012-132113 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Device expulsion  

9032975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9032975 NON-EXPEDITED OT US-BAYER-2013-010351 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9033029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033029 NON-EXPEDITED US-BAYER-2013-008788 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Sensation of foreign body  

9033031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033031 NON-EXPEDITED US-BAYER-2013-010758 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9033151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033151 NON-EXPEDITED US-TEVA-381792USA Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Penile swelling MEDICAL MARIJUANA C  
Wrong drug administered  

9033153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033153 NON-EXPEDITED US-TEVA-382673USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,865 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9033168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033168 EXPEDITED (15-DAY) DS,OT US-BAYER-2013-005961 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Drug ineffective  
Ectopic pregnancy  
Emotional distress  
Infertility female  
Injury  
Nephrolithiasis  
Pain  
Uterine perforation  

9033329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033329 NON-EXPEDITED US-BAYER-2013-009220 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9033330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9033330 NON-EXPEDITED US-BAYER-2013-007607 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Hormone level abnormal  
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Detailed Report
9034528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9034528 EXPEDITED (15-DAY) OT NL-BAYER-2013-009701 28 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cystitis  
Kidney infection  
Pain  
Pelvic infection  

9034531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9034531 NON-EXPEDITED US-TEVA-381877USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9034823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9034823 NON-EXPEDITED US-TEVA-382169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

NuvaRing C  

9034871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9034871 NON-EXPEDITED US-TEVA-381791USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye irritation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Burning sensation  
Oropharyngeal pain  
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Detailed Report
9062045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9062045 NON-EXPEDITED OT US-BAYER-2013-008951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9062102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9062102 NON-EXPEDITED OT US-BAYER-2013-008584 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S  BAYER
Abdominal pain lower  
Diarrhoea  
Vaginal haemorrhage  

9062107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9062107 NON-EXPEDITED OT US-BAYER-2013-009923 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9062116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9062116 NON-EXPEDITED OT US-BAYER-2013-004452 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9062132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9062132 EXPEDITED (15-DAY) OT US-BAYER-2013-008158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mass Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Rebif S  
Abdominal pain  
Amenorrhoea  
Pain  

9064347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064347 NON-EXPEDITED US-BAYER-2013-010417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064352 NON-EXPEDITED US-BAYER-2013-009698 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064355 NON-EXPEDITED US-BAYER-2013-009685 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064359 NON-EXPEDITED US-BAYER-2013-008617 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

Page: 12,869 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9064361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064361 NON-EXPEDITED US-BAYER-2013-009980 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064365 NON-EXPEDITED US-BAYER-2013-010025 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064367 NON-EXPEDITED US-BAYER-2013-009686 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064370 NON-EXPEDITED US-BAYER-2013-010464 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064372 NON-EXPEDITED US-BAYER-2013-008737 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064374 NON-EXPEDITED US-BAYER-2013-008746 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
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Detailed Report
9064376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064376 NON-EXPEDITED US-BAYER-2013-009688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal odour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064496 NON-EXPEDITED US-BAYER-2013-010725 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064501 NON-EXPEDITED US-BAYER-2013-010689 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064506 NON-EXPEDITED US-BAYER-2013-010727 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9064516 NON-EXPEDITED US-BAYER-2013-010846 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9067631 NON-EXPEDITED US-TEVA-381785USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Yaz C  
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Detailed Report
9067769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9067769 NON-EXPEDITED US-TEVA-381794USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pregnancy  

9068236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068236 NON-EXPEDITED OT US-BAYER-2013-009553 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Infertility  
Vaginal haemorrhage  

9068251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068251 NON-EXPEDITED US-TEVA-381788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9068359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068359 NON-EXPEDITED US-TEVA-381879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lower extremity mass PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Upper extremity mass PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9068505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068505 EXPEDITED (15-DAY) OT FI-BAYER-2013-009758 43 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9068508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068508 NON-EXPEDITED US-BAYER-2013-009186 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomyces test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Smear cervix abnormal  

9068534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068534 NON-EXPEDITED US-TEVA-381873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9068599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068599 NON-EXPEDITED US-TEVA-381865USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  

9068655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068655 NON-EXPEDITED US-TEVA-382826USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MINOCYCLINE C  
ESCITALOPRAM C  
SEROQUEL C  
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Detailed Report
9068709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068709 NON-EXPEDITED US-TEVA-382824USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular METHYLHYDROXYPROGESTER

ON
C  

Fatigue  

9068916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9068916 NON-EXPEDITED US-TEVA-382821USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9069087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9069087 NON-EXPEDITED US-TEVA-382819USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9114151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114151 EXPEDITED (15-DAY) OT US-BAYER-2013-007213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Dyspareunia  
Genital haemorrhage  
Infertility female  
Ovarian cyst  
Pelvic pain  
Polycystic ovaries  
Procedural pain  
Scar  
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Detailed Report
9114175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114175 NON-EXPEDITED OT US-BAYER-2013-008484 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE Daily dose 20 mcg/24hr  BAYER
Medical device discomfort  
Pain  

9114187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114187 NON-EXPEDITED OT US-BAYER-2013-008780 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9114201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114201 NON-EXPEDITED OT US-BAYER-2013-008774 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9114553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114553 NON-EXPEDITED US-TEVA-381790USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Menstruation irregular  
Nausea  

9114574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114574 NON-EXPEDITED US-TEVA-381783USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9114641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9114641 NON-EXPEDITED US-BAYER-2013-011022 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9115061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9115061 NON-EXPEDITED US-TEVA-381887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  

9117899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9117899 NON-EXPEDITED US-BAYER-2013-010488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9132837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9132837 NON-EXPEDITED US-BAYER-2013-007551 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Wrong device used Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9132844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2013 9132844 NON-EXPEDITED US-BAYER-2013-009889 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8886863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 8886863 EXPEDITED (15-DAY) OT JP-PFIZER
INC-2012270131

30 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal Ange-28 S ORAL 1 DF, UNK  PFIZER

PLANOVAR C ORAL UNK  

8969958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 8969958 NON-EXPEDITED OT US-BAYER-2012-132386 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S 20 mcg/24hr, CONT  BAYER
Device dislocation  

8978924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 8978924 NON-EXPEDITED OT US-BAYER-2012-132828 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Genital haemorrhage  

8985163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 8985163 NON-EXPEDITED OT US-BAYER-2012-134041 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Abdominal pain lower B-COMPLEX C  
Vaginal discharge BIOTIN C  
Vaginal odour MVI C  
Device difficult to use  
Pelvic pain  
Vaginal infection  
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Detailed Report
9011455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9011455 NON-EXPEDITED OT US-BAYER-2013-002284 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9011456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9011456 NON-EXPEDITED US-BAYER-2013-002197 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ZOLOFT C  
ATIVAN C  

9028186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9028186 EXPEDITED (15-DAY) OT US-BAYER-2013-006074 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product contamination microbial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Actinomyces test positive  
Genital infection female  
Product contamination microbial  
Vaginal discharge  

9034997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9034997 NON-EXPEDITED US-BAYER-2013-011430 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9035036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035036 NON-EXPEDITED US-BAYER-2013-011464 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Influenza  
Vomiting  

9035037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035037 NON-EXPEDITED US-BAYER-2013-010178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrophic vulvovaginitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9035038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035038 NON-EXPEDITED US-BAYER-2013-010671 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9035039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035039 NON-EXPEDITED US-BAYER-2013-009241 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pharyngeal oedema Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypersensitivity  
Rash  

9035041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035041 NON-EXPEDITED US-BAYER-2013-009578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
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Detailed Report
9035447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035447 NON-EXPEDITED US-TEVA-382942USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Muscle spasms  

9035632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9035632 NON-EXPEDITED US-BAYER-2013-008874 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ingrowing nail Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug interaction CEPHALEXIN S  

9037846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037846 NON-EXPEDITED US-TEVA-382933USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9037867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037867 NON-EXPEDITED OT US-BAYER-2013-011133 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037875 NON-EXPEDITED OT US-BAYER-2013-010695 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9037876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037876 NON-EXPEDITED OT US-BAYER-2013-009642 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  
Vaginal haemorrhage  

9037877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037877 NON-EXPEDITED OT US-BAYER-2013-009602 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9037878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037878 NON-EXPEDITED OT US-BAYER-2013-009946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9037881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037881 NON-EXPEDITED OT US-BAYER-2013-010486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037931 NON-EXPEDITED US-BAYER-2013-010253 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9037932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037932 NON-EXPEDITED US-BAYER-2013-011392 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037933 NON-EXPEDITED US-BAYER-2013-011132 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037934 NON-EXPEDITED US-BAYER-2013-010713 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9037935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037935 NON-EXPEDITED US-BAYER-2013-011154 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037936 NON-EXPEDITED US-BAYER-2013-010724 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9037937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037937 NON-EXPEDITED US-BAYER-2013-008858 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Medical device discomfort  
Menorrhagia  
Procedural pain  

9037938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037938 NON-EXPEDITED US-BAYER-2013-009993 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9037939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037939 NON-EXPEDITED US-BAYER-2013-008097 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037940 NON-EXPEDITED US-BAYER-2013-011208 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9037944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037944 NON-EXPEDITED US-BAYER-2013-010517 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9037949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037949 NON-EXPEDITED US-BAYER-2013-011470 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9037967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9037967 NON-EXPEDITED OT US-BAYER-2013-009321 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device dislocation  
Genital haemorrhage  

9038049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9038049 NON-EXPEDITED US-TEVA-383144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9040309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9040309 NON-EXPEDITED US-TEVA-382956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9040750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9040750 NON-EXPEDITED US-TEVA-382963USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9067372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067372 NON-EXPEDITED US-TEVA-382938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Nausea  

9067387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067387 NON-EXPEDITED US-BAYER-2013-011177 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067388 NON-EXPEDITED US-BAYER-2013-011420 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067389 NON-EXPEDITED US-BAYER-2013-011168 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067391 NON-EXPEDITED US-BAYER-2013-010596 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9067394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067394 NON-EXPEDITED US-BAYER-2013-011328 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9067432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067432 NON-EXPEDITED US-TEVA-381872USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9067477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067477 NON-EXPEDITED US-BAYER-2013-011508 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067479 NON-EXPEDITED US-BAYER-2013-011394 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067481 NON-EXPEDITED US-BAYER-2013-011479 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067484 NON-EXPEDITED US-BAYER-2013-011489 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9067595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067595 NON-EXPEDITED US-BAYER-2013-009338 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067623 NON-EXPEDITED US-BAYER-2013-010408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067625 NON-EXPEDITED US-BAYER-2013-010690 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067630 NON-EXPEDITED US-BAYER-2013-009346 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067639 NON-EXPEDITED US-BAYER-2013-009696 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9067642 NON-EXPEDITED US-BAYER-2013-011227 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9071854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9071854 EXPEDITED (15-DAY) OT IE-BAYER-2013-010360 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Drug ineffective  
Foetal death  
Genital haemorrhage  

9071995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9071995 NON-EXPEDITED US-BAYER-2013-011750 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9071997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9071997 NON-EXPEDITED US-BAYER-2013-010010 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9072001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9072001 NON-EXPEDITED OT US-BAYER-2013-011296 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  
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Detailed Report
9072010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9072010 NON-EXPEDITED OT US-BAYER-2013-010155 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9074111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9074111 NON-EXPEDITED US-BAYER-2013-011300 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9074113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9074113 NON-EXPEDITED US-BAYER-2013-011417 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

9074115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2013 9074115 NON-EXPEDITED US-BAYER-2013-010614 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8573390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8573390 NON-EXPEDITED OT US-BAYER-2012-048956 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion threatened  
Device expulsion  
Drug ineffective  
Glucose tolerance test abnormal  
Haemorrhage in pregnancy  
Subchorionic haematoma  
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Detailed Report
8670055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8670055 NON-EXPEDITED US-BAYER-2012-070486 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

8824807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8824807 NON-EXPEDITED OT US-BAYER-2012-103007 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

8911404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8911404 NON-EXPEDITED OT US-BAYER-2012-118014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8916467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8916467 NON-EXPEDITED OT US-BAYER-2012-119042 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective KEPPRA C  

WELLBUTRIN C  

8926220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8926220 EXPEDITED (15-DAY) HO IE-BAYER-2012-120583 45 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ELTROXIN C  
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Detailed Report
8989275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8989275 NON-EXPEDITED US-BAYER-2012-134486 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8991122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8991122 EXPEDITED (15-DAY) OT DE-BAYER-2012-135966 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer in situ Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8997680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 8997680 NON-EXPEDITED US-TEVA-378797USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea Cytozine C  

9044032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9044032 NON-EXPEDITED OT US-TEVA-383235USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Vaginal haemorrhage  

9044076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9044076 NON-EXPEDITED US-BAYER-2013-009580 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neurological symptom Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9045175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9045175 NON-EXPEDITED US-TEVA-382256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  
Pelvic pain  

9045177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9045177 NON-EXPEDITED US-TEVA-382474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9076905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9076905 NON-EXPEDITED OT US-TEVA-383245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Vaginal haemorrhage  

9077234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077234 NON-EXPEDITED US-BAYER-2013-010103 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9077241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077241 NON-EXPEDITED OT US-BAYER-2013-011502 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9077247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077247 NON-EXPEDITED US-BAYER-2013-010501 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  

9077262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077262 NON-EXPEDITED US-BAYER-2013-010503 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077268 NON-EXPEDITED US-BAYER-2013-010693 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9077286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9077286 NON-EXPEDITED OT US-TEVA-383049USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Vaginal haemorrhage  

9081161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9081161 NON-EXPEDITED US-BAYER-2013-008110 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Libido decreased  
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Detailed Report
9081199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9081199 NON-EXPEDITED OT US-BAYER-2013-011780 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Pelvic discomfort  

9081485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9081485 NON-EXPEDITED US-BAYER-2013-010109 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Hypomenorrhoea  
Menorrhagia  

9081492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9081492 NON-EXPEDITED US-BAYER-2013-010062 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural pain  

9083339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083339 NON-EXPEDITED US-BAYER-2013-011360 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9083377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083377 NON-EXPEDITED US-BAYER-2013-011719 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083397 NON-EXPEDITED OT US-BAYER-2013-011413 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9083417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083417 NON-EXPEDITED US-BAYER-2013-011734 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083522 NON-EXPEDITED US-BAYER-2013-011754 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9083539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083539 NON-EXPEDITED US-BAYER-2013-011909 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9083557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083557 NON-EXPEDITED US-BAYER-2013-011862 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083574 NON-EXPEDITED US-BAYER-2013-012089 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083591 NON-EXPEDITED US-BAYER-2013-012116 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083607 NON-EXPEDITED US-BAYER-2013-012102 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9083624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083624 NON-EXPEDITED US-BAYER-2013-012105 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083639 NON-EXPEDITED US-BAYER-2013-012104 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9083652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083652 NON-EXPEDITED OT US-TEVA-382455USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Drug ineffective  
Pelvic pain  
Vaginal haemorrhage  

9083680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083680 NON-EXPEDITED US-BAYER-2013-011773 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083692 NON-EXPEDITED US-BAYER-2013-012107 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083703 NON-EXPEDITED US-BAYER-2013-011943 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083714 NON-EXPEDITED US-BAYER-2013-010751 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9083904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083904 NON-EXPEDITED US-BAYER-2013-011334 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9083917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9083917 NON-EXPEDITED US-BAYER-2013-011803 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9087430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9087430 NON-EXPEDITED OT US-BAYER-2013-011289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Procedural pain  

9087492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2013 9087492 NON-EXPEDITED OT US-BAYER-2013-011448 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8104485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8104485 NON-EXPEDITED US-BAYER-2011-000587 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Menorrhagia  
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Detailed Report
8946111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8946111 NON-EXPEDITED OT US-BAYER-2012-126141 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Depression  
Irritability  
Malaise  
Mood swings  

8954079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8954079 NON-EXPEDITED OT US-BAYER-2012-127041 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Device issue  
Paraesthesia  

8979384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8979384 NON-EXPEDITED US-TEVA-377361USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Mood altered  
Nausea  
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Detailed Report
8985154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8985154 NON-EXPEDITED OT US-BAYER-2012-133775 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Malaise  
Pelvic pain  
Pyrexia  
Vaginal haemorrhage  
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8986521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 8986521 NON-EXPEDITED OT US-BAYER-2012-134442 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S UNK  BAYER
Device deployment issue AZITHROMYCIN C ORAL 250 mg,  

PREDNISONE C ORAL 10 mg, UNK  
PREDNISONE C ORAL 20 mg, UNK  
PREDNISONE C ORAL 30 mg, UNK  
PREDNISONE C ORAL 40 mg, UNK  
ONDANSETRON C 4 mg, UNK  
ONDANSETRON C  
LEVOFLOXACIN C ORAL 500 mg, QD  
FLUCONAZOLE C ORAL 150 mg, UNK  
GUAIFENESIN C ORAL 100-10mg/5ml  
LORTAB C 7.5-500 mg  
DIFLUCAN C ORAL 150 mg, ONCE  
FLUOXETINE HCL C ORAL 20 mg, qam  
PHENTERMINE HCL C ORAL 37.5 mg, qam  
VALTREX C ORAL 1 g, UNK  
ACYCLOVIR [ACICLOVIR] C 400 mg, BID  
FEXOFENADINE HCL C ORAL 180 mg, QD prn  
VITAMIN C C ORAL 500 mg, QD  
L-LYSINE C ORAL 500 mg, QD prn  
VALACYCLOVIR HCL C 1 g, BID  
PROVENTIL HFA C NASAL 1-2 PUFFS q 4 hrs prn  
EXCEDRIN MIGRAINE C ORAL 2 BID prn  
MAXALT C ORAL 10 mg, at hs prn  
DULERA C NASAL 100-5 mcg 2 puffs BID

prn
 

Page: 12,901 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9000640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9000640 NON-EXPEDITED US-TEVA-379055USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9004721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9004721 NON-EXPEDITED US-TEVA-379449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyst PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation irregular  
Pelvic pain  

9004896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9004896 NON-EXPEDITED OT US-BAYER-2013-002607 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort Mirena S  BAYER
Abdominal pain IBUPROFEN C UNK  
Coital bleeding  

9005053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9005053 NON-EXPEDITED US-TEVA-379444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9005080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9005080 NON-EXPEDITED US-TEVA-379625USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,902 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9005948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9005948 NON-EXPEDITED US-TEVA-379704USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal infection Aviane C  

9029649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9029649 NON-EXPEDITED US-BAYER-2013-007448 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9044475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044475 NON-EXPEDITED OT US-BAYER-2013-010798 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9044476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044476 NON-EXPEDITED OT US-BAYER-2013-012718 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9044477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044477 NON-EXPEDITED OT US-BAYER-2013-012404 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
9044478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044478 NON-EXPEDITED OT US-BAYER-2013-010536 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Menorrhagia  

9044480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044480 NON-EXPEDITED OT US-BAYER-2013-012561 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Uterine leiomyoma  

9044481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044481 NON-EXPEDITED OT US-BAYER-2013-012163 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain  

9044482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044482 NON-EXPEDITED OT US-BAYER-2013-012611 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
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Detailed Report
9044487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044487 NON-EXPEDITED OT US-BAYER-2013-010797 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9044488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044488 NON-EXPEDITED OT US-BAYER-2013-012427 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9044489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9044489 NON-EXPEDITED OT US-BAYER-2013-012680 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

9045224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9045224 NON-EXPEDITED OT US-BAYER-2013-004888 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Hypomenorrhoea IRON C  
Asthenia  
Drug ineffective  
Pain  

9045226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9045226 NON-EXPEDITED US-BAYER-2013-012493 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9045227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9045227 NON-EXPEDITED US-BAYER-2013-012135 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  
Therapeutic response unexpected  

9045228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9045228 NON-EXPEDITED US-BAYER-2013-011934 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9045329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9045329 EXPEDITED (15-DAY) HO PHHY2013FR004651 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral venous thrombosis LEELOO S ORAL  

CLARITHROMYCIN S ORAL 500 mg, BID  NOVARTIS
TERCIAN S ORAL 10 DF, at evening  
TERCIAN S UNK  
VENTOLINE C  
FLIXOTIDE C  
SINGULAIR C 10 mg, UNK  
AUGMENTIN C  

9077849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9077849 NON-EXPEDITED US-TEVA-382980USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flatulence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain Bystolic C  
Abdominal pain  
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Detailed Report
9078535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9078535 NON-EXPEDITED US-TEVA-382968USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9078874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9078874 NON-EXPEDITED US-TEVA-382514USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9078876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9078876 NON-EXPEDITED US-TEVA-382510USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9079017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9079017 NON-EXPEDITED US-TEVA-382254USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensation of pressure PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Flushing  
Menstruation irregular  
Muscle spasms  

9079039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9079039 NON-EXPEDITED US-TEVA-382519USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Uterine spasm  

Page: 12,907 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9079045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9079045 NON-EXPEDITED US-TEVA-382516USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9081843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9081843 NON-EXPEDITED US-TEVA-382988USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9083731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9083731 NON-EXPEDITED US-TEVA-383257USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus generalised PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
Vulvovaginal dryness  
Vulvovaginal pruritus  

9083741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9083741 NON-EXPEDITED US-TEVA-383264USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9083974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9083974 NON-EXPEDITED US-TEVA-383011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMINS C  
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Detailed Report
9083988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9083988 NON-EXPEDITED US-TEVA-383023USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9084074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9084074 NON-EXPEDITED US-TEVA-382555USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Nausea  

9086369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9086369 NON-EXPEDITED US-BAYER-2013-013061 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural dizziness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9090042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9090042 NON-EXPEDITED US-TEVA-382702USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chromaturia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  

9092286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092286 NON-EXPEDITED US-BAYER-2013-010144 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9092360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092360 NON-EXPEDITED US-BAYER-2013-012689 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092398 NON-EXPEDITED US-BAYER-2013-012509 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092408 NON-EXPEDITED US-BAYER-2013-012512 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092409 NON-EXPEDITED US-BAYER-2013-012177 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092416 NON-EXPEDITED HO US-BAYER-2013-012699 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst ruptured Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9092441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092441 NON-EXPEDITED US-BAYER-2013-012533 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9092450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092450 NON-EXPEDITED US-BAYER-2013-011693 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus generalised  
Swelling face  

9092467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092467 NON-EXPEDITED US-BAYER-2013-011304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intervertebral disc protrusion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092493 NON-EXPEDITED US-BAYER-2013-012848 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9092530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092530 NON-EXPEDITED US-BAYER-2013-012511 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092537 NON-EXPEDITED US-BAYER-2013-012323 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9092546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092546 EXPEDITED (15-DAY) HO PL-BAYER-2013-008483 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Flushing  
Nausea  
Tinnitus  
Vomiting  

9092552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092552 NON-EXPEDITED US-BAYER-2013-011932 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092559 NON-EXPEDITED US-BAYER-2013-012045 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092575 NON-EXPEDITED US-BAYER-2013-011445 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2013 9092578 NON-EXPEDITED US-BAYER-2013-011433 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8419957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 8419957 NON-EXPEDITED US-BAYER-2012-016294 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device MULTIVITAMIN C  
Drug ineffective  
Menorrhagia  

8963047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 8963047 NON-EXPEDITED OT US-BAYER-2012-128447 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage LEXAPRO C 10 mg, TID  
Abdominal pain lower  
Device expulsion  
Device issue  

8966800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 8966800 EXPEDITED (15-DAY) HO,DS,OT IE-BAYER-2012-130031 45 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal artery occlusion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypercoagulation  
Visual acuity reduced  
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Detailed Report
9003895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9003895 NON-EXPEDITED OT US-BAYER-2013-002684 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain lower PRILOSEC C  
Vaginal haemorrhage FLUOXETINE C  
Procedural pain WELLBUTRIN C  
Device difficult to use  

9005068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9005068 NON-EXPEDITED OT US-BAYER-2013-001099 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device expulsion  
Menorrhagia  

9011071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9011071 NON-EXPEDITED US-TEVA-379457USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  
Vomiting  
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Detailed Report
9015221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9015221 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-005406 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Asthenia  
Drug ineffective  
Syncope  
Vaginal haemorrhage  

9015689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9015689 NON-EXPEDITED US-TEVA-380910USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9029342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9029342 NON-EXPEDITED US-BAYER-2013-010044 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9046205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046205 EXPEDITED (15-DAY) OT FI-BAYER-2013-010356 38 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9046206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046206 EXPEDITED (15-DAY) OT BR-BAYER-2013-008721 39 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Urinary tract infection Mirena S  BAYER
Abdominal pain lower Mirena S  BAYER
Abdominal pain lower Puran T4 C ORAL 1 DF, QD  
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Detailed Report
9046247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046247 NON-EXPEDITED OT US-BAYER-2013-013363 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9046248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046248 NON-EXPEDITED OT US-BAYER-2013-013357 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9046252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046252 NON-EXPEDITED OT US-BAYER-2013-010703 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

9046403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9046403 NON-EXPEDITED US-BAYER-2013-010176 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Vaginal discharge  
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Detailed Report
9047361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9047361 EXPEDITED (15-DAY) OT CA-BAYER-2013-009635 31 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic infection MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Breast enlargement  
Breast tenderness  
Cervical discharge  
Depression suicidal  
Device misuse  
Fatigue  
Nausea  
Pain  
Post procedural haemorrhage  
Vaginal haemorrhage  
Weight increased  

9056813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9056813 EXPEDITED (15-DAY) HO FR-BAYER-2013-010902 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aneurysm ruptured Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Eyelid ptosis  

9069538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9069538 NON-EXPEDITED US-TEVA-383907USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9077218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077218 NON-EXPEDITED US-BAYER-2013-013245 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S  BAYER

9077227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077227 NON-EXPEDITED US-BAYER-2013-013164 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

9077248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077248 NON-EXPEDITED US-BAYER-2013-013063 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077272 NON-EXPEDITED US-BAYER-2013-012843 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077337 NON-EXPEDITED US-BAYER-2013-012753 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077351 NON-EXPEDITED US-BAYER-2013-009970 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9077358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077358 NON-EXPEDITED US-BAYER-2013-012844 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077365 NON-EXPEDITED US-BAYER-2013-013204 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Expired drug administered  

9077375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077375 NON-EXPEDITED US-BAYER-2013-013240 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077380 NON-EXPEDITED US-BAYER-2013-012650 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9077388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077388 NON-EXPEDITED US-BAYER-2013-009609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S Daily dose 20 mcg/24hr  BAYER

9077401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077401 NON-EXPEDITED US-BAYER-2013-013185 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9077406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9077406 NON-EXPEDITED US-BAYER-2013-011399 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Pelvic pain  

9078779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9078779 NON-EXPEDITED US-BAYER-2013-013461 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight loss poor Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9087167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087167 NON-EXPEDITED US-BAYER-2013-013075 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER

9087491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087491 NON-EXPEDITED US-BAYER-2013-013221 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9087866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087866 EXPEDITED (15-DAY) OT US-BAYER-2013-011180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9087890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087890 NON-EXPEDITED OT US-BAYER-2013-009442 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Pain  

9087905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087905 NON-EXPEDITED OT US-BAYER-2013-011357 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9087921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087921 NON-EXPEDITED OT US-BAYER-2013-013346 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9087975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087975 EXPEDITED (15-DAY) OT US-BAYER-2013-010163 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Adnexa uteri pain  
Erythema  
Haemorrhagic ovarian cyst  
Intra-abdominal haemorrhage  
Nausea  
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Detailed Report
9087994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9087994 NON-EXPEDITED OT US-BAYER-2013-010480 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Polymenorrhoea  

9088043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9088043 NON-EXPEDITED US-TEVA-382761USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9088205 NON-EXPEDITED OT US-BAYER-2013-009488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9088561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9088561 NON-EXPEDITED US-TEVA-382781USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Trazodone C  
Zanaflex C  
Klonopin C  
Klonopin C  
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Detailed Report
9088596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9088596 NON-EXPEDITED US-TEVA-382825USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Erythema Motrin C  
Headache  

9088977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9088977 NON-EXPEDITED US-TEVA-382554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9089185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089185 NON-EXPEDITED US-TEVA-382605USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9089250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089250 NON-EXPEDITED US-BAYER-2013-013405 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9089261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089261 NON-EXPEDITED US-BAYER-2013-013317 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9089265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089265 NON-EXPEDITED US-BAYER-2013-013456 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9089272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089272 NON-EXPEDITED US-BAYER-2013-013468 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9089283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089283 NON-EXPEDITED US-BAYER-2013-013264 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9089292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089292 NON-EXPEDITED US-BAYER-2013-013270 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER

9089411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9089411 NON-EXPEDITED US-BAYER-2013-013407 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9091655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9091655 EXPEDITED (15-DAY) HO,OT DE-BAYER-2013-012593 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fibromyalgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Arthralgia  
Arthritis  
Arthropathy  
Blindness unilateral  
Depression  
Initial insomnia  
Joint range of motion decreased  
Mobility decreased  
Muscle tightness  
Musculoskeletal pain  
Pain  
Tenderness  
Tension headache  
Weight increased  

9091677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9091677 NON-EXPEDITED OT US-BAYER-2013-010235 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Calcinosis  
Pelvic pain  

9092194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092194 NON-EXPEDITED OT US-BAYER-2013-011444 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9092207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092207 NON-EXPEDITED OT US-BAYER-2013-011471 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092549 EXPEDITED (15-DAY) OT FR-BAYER-2013-011882 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash erythematous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Arthralgia  
Face oedema  
Pruritus  

9092587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092587 EXPEDITED (15-DAY) OT US-BAYER-2013-010153 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal loss of weight Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9092775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092775 NON-EXPEDITED US-BAYER-2013-012487 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Atrophic vulvovaginitis  

9092802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9092802 NON-EXPEDITED US-BAYER-2013-013200 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
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Detailed Report
9093032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9093032 NON-EXPEDITED US-TEVA-383278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9093044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9093044 NON-EXPEDITED US-TEVA-382589USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9093120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9093120 NON-EXPEDITED US-TEVA-383271USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia SYNTHROID C  

9093560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2013 9093560 EXPEDITED (15-DAY) OT DE-BAYER-2012-122864 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective FOLIC ACID C  
Pregnancy with contraceptive device IRON C  
Caesarean section  

8915630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 8915630 NON-EXPEDITED US-TEVA-371057USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
Metrorrhagia  
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Detailed Report
9001134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9001134 NON-EXPEDITED US-TEVA-378947USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9087204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9087204 NON-EXPEDITED US-TEVA-383022USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088766 NON-EXPEDITED US-TEVA-382965USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

9088798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088798 NON-EXPEDITED US-TEVA-382962USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088813 NON-EXPEDITED US-TEVA-383283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

9088825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088825 NON-EXPEDITED US-TEVA-383287USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9088839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088839 NON-EXPEDITED US-TEVA-383294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

LORAZEPAM C  

9088854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088854 NON-EXPEDITED US-TEVA-383325USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ZOLOFT C ORAL  
TRI-SPRINTEC C ORAL  
TRI-SPRINTEC C  

9088867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088867 NON-EXPEDITED US-TEVA-383332USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Increased upper airway secretion PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088890 NON-EXPEDITED US-TEVA-383367USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088905 NON-EXPEDITED US-TEVA-383124USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9088918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088918 NON-EXPEDITED US-TEVA-383117USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088930 NON-EXPEDITED US-TEVA-383114USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  
Metrorrhagia  

9088947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088947 NON-EXPEDITED US-TEVA-383470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088958 NON-EXPEDITED US-TEVA-383477USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9088975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9088975 NON-EXPEDITED US-TEVA-383485USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia AMBIEN C  

VITAMINS C  
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Detailed Report
9090161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9090161 NON-EXPEDITED OT US-TEVA-384028USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  

9093122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9093122 NON-EXPEDITED US-TEVA-382981USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9093178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9093178 NON-EXPEDITED US-TEVA-382985USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9093214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9093214 NON-EXPEDITED US-TEVA-382996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Feeling cold  
Hunger  

9093234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9093234 NON-EXPEDITED US-TEVA-383015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Levothyroxine C ORAL  
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Detailed Report
9093687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2013 9093687 NON-EXPEDITED US-TEVA-382972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Citalopram C  
Ritalin C  

9004971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9004971 NON-EXPEDITED US-TEVA-379427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9013527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9013527 NON-EXPEDITED US-TEVA-380416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Blood urine present  
Dysuria  

9089014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9089014 NON-EXPEDITED US-TEVA-383497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

XANAX C  

9089038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9089038 NON-EXPEDITED US-TEVA-383502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9089053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9089053 NON-EXPEDITED US-TEVA-383522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9089070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2013 9089070 NON-EXPEDITED US-TEVA-383516USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8736938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8736938 EXPEDITED (15-DAY) OT ZA-BAYER-2012-079813 47 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine polyp MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia  
Uterine haemorrhage  

8807596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8807596 NON-EXPEDITED US-BAYER-2012-096876 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S 20 mcg/24hr, CONT  BAYER

8899740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8899740 NON-EXPEDITED US-BAYER-2012-115361 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Burning sensation  
Medical device discomfort  
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Detailed Report
8959094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8959094 NON-EXPEDITED OT US-BAYER-2012-129253 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Dyspareunia  
Vaginal discharge  

8963039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8963039 NON-EXPEDITED US-BAYER-2012-130211 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8971552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8971552 NON-EXPEDITED OT US-BAYER-2012-131421 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Back pain  
Device issue  
Endometritis  
Uterine haemorrhage  
Vaginal discharge  
Vaginal infection  

8978917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8978917 NON-EXPEDITED OT US-BAYER-2012-133767 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fibroma  
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Detailed Report
8981447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8981447 NON-EXPEDITED OT US-BAYER-2012-129365 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
Device dislocation  

8991118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 8991118 EXPEDITED (15-DAY) OT DE-BAYER-2012-135959 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9001532 EXPEDITED (15-DAY) OT US-BAYER-2013-002164 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Endometritis  
Pelvic pain  
Vaginal discharge  

9046861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9046861 EXPEDITED (15-DAY) OT ZA-BAYER-2013-010342 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum depression MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9046870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9046870 EXPEDITED (15-DAY) OT US-BAYER-2013-013355 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9046874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9046874 NON-EXPEDITED OT US-BAYER-2013-012096 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9046877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9046877 NON-EXPEDITED OT US-BAYER-2013-013131 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9046889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9046889 NON-EXPEDITED OT US-BAYER-2013-013921 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9047052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9047052 NON-EXPEDITED US-BAYER-2013-004526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9047057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9047057 NON-EXPEDITED US-BAYER-2013-013271 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9047058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9047058 NON-EXPEDITED US-BAYER-2013-012476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9047848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9047848 NON-EXPEDITED US-TEVA-383565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Dysmenorrhoea  

9048155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9048155 NON-EXPEDITED US-TEVA-383556USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

FOCALIN C  

9048387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9048387 NON-EXPEDITED US-TEVA-383550USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9048488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9048488 NON-EXPEDITED US-TEVA-383255USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9048760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9048760 NON-EXPEDITED US-TEVA-383266USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9048914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9048914 NON-EXPEDITED US-BAYER-2013-011944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anovulatory cycle  
Infertility female  

9049587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9049587 NON-EXPEDITED US-BAYER-2013-013378 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis contact Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9056433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9056433 NON-EXPEDITED US-TEVA-384330USA Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Penile swelling  
Wrong drug administered  

9056623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9056623 NON-EXPEDITED US-TEVA-383532USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9056637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9056637 NON-EXPEDITED US-TEVA-383153USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9056652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9056652 NON-EXPEDITED US-TEVA-383152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9056654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9056654 NON-EXPEDITED US-TEVA-383277USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9057348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9057348 NON-EXPEDITED US-TEVA-383272USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Headache  
Menstruation irregular  
Nausea  

9057753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9057753 NON-EXPEDITED OT US-BAYER-2013-014852 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9057754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9057754 NON-EXPEDITED US-BAYER-2013-010732 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9057795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9057795 NON-EXPEDITED US-BAYER-2013-014934 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9060657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060657 NON-EXPEDITED US-TEVA-383132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9060668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060668 NON-EXPEDITED US-TEVA-383141USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9060712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060712 NON-EXPEDITED US-TEVA-383147USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9060747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060747 NON-EXPEDITED US-TEVA-384328USA Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Wrong drug administered  

9060842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060842 NON-EXPEDITED OT US-BAYER-2013-013996 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9060844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9060844 NON-EXPEDITED OT US-BAYER-2013-014340 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Drug ineffective  

9061254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061254 NON-EXPEDITED US-BAYER-2013-012478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eating disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Dizziness  
Headache  
Vomiting  
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Detailed Report
9061255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061255 NON-EXPEDITED US-BAYER-2013-012481 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9061257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061257 NON-EXPEDITED US-BAYER-2013-013460 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mood altered  
Pain in extremity  
Pelvic pain  

9061323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061323 NON-EXPEDITED US-BAYER-2013-013445 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pelvic pain  

9061324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061324 NON-EXPEDITED US-BAYER-2013-012470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
9061325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061325 NON-EXPEDITED US-BAYER-2013-013401 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device expulsion  
Pelvic pain  

9061327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061327 NON-EXPEDITED US-BAYER-2013-012147 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9061352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061352 NON-EXPEDITED US-BAYER-2013-014330 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9061355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9061355 NON-EXPEDITED US-BAYER-2013-013448 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9094541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9094541 NON-EXPEDITED OT US-BAYER-2013-013534 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pelvic pain  
Pregnancy with contraceptive device  
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Detailed Report
9094561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9094561 NON-EXPEDITED OT US-BAYER-2013-012622 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9094562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2013 9094562 NON-EXPEDITED OT US-BAYER-2013-012485 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8600243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 8600243 EXPEDITED (15-DAY) OT US-BAYER-2012-055372 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, QD  BAYER
Drug ineffective  
Menstruation delayed  
Oophorectomy  

8784703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 8784703 NON-EXPEDITED US-BAYER-2012-093910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MULTIVITAMIN C UNK UNK, ONCE  
VITAMIN B12 (CYANOCOBALAMIN
AND DERIVATIVES)

C  

Page: 12,944 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8981472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 8981472 NON-EXPEDITED US-BAYER-2012-127659 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Painful defaecation  
Pelvic pain  

9014149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9014149 NON-EXPEDITED OT US-TEVA-380411USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Increased appetite  
Nausea  
Pelvic pain  
Uterine enlargement  
Vaginal haemorrhage  

9049726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9049726 EXPEDITED (15-DAY) HO DE-TEVA-382343GER 18 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic ASUMATE S ORAL  DURAMED
Hypersensitivity enalapril C  

uro-tablinen C  

9050439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050439 NON-EXPEDITED OT US-BAYER-2013-015400 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9050440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050440 NON-EXPEDITED OT US-BAYER-2013-015071 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

9050441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050441 EXPEDITED (15-DAY) OT US-BAYER-2013-013415 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chlamydial infection  
Genital discharge  
Pain  
Smear cervix abnormal  

9050443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050443 NON-EXPEDITED OT US-BAYER-2013-014293 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device dislocation  
Genital haemorrhage  

9050953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050953 NON-EXPEDITED US-BAYER-2013-013981 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9050954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050954 NON-EXPEDITED US-BAYER-2013-013428 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital infection fungal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  

9050970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9050970 NON-EXPEDITED US-BAYER-2013-014390 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051005 NON-EXPEDITED US-BAYER-2013-013843 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051006 NON-EXPEDITED US-BAYER-2013-014224 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051007 NON-EXPEDITED US-BAYER-2013-014222 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

9051008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051008 NON-EXPEDITED US-BAYER-2013-014020 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9051019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051019 NON-EXPEDITED US-BAYER-2013-014233 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051020 NON-EXPEDITED US-BAYER-2013-014300 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051021 NON-EXPEDITED US-BAYER-2013-014042 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051022 NON-EXPEDITED US-BAYER-2013-014215 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051023 NON-EXPEDITED US-BAYER-2013-014203 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051024 NON-EXPEDITED US-BAYER-2013-013488 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER
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Detailed Report
9051025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051025 NON-EXPEDITED US-BAYER-2013-013423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9051026 NON-EXPEDITED US-BAYER-2013-013808 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9056054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056054 EXPEDITED (15-DAY) HO CA-BAYER-2013-014219 23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9056081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056081 NON-EXPEDITED OT US-BAYER-2013-012151 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Back pain  
Device difficult to use  
Device misuse  
Drug ineffective  
Genital haemorrhage  
Injury  
Post procedural discomfort  
Pregnancy with contraceptive device  
Uterine perforation  
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Detailed Report
9056086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056086 NON-EXPEDITED OT US-BAYER-2013-012191 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Pain  

9056087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056087 NON-EXPEDITED OT US-BAYER-2013-012788 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Ovarian cyst  
Pregnancy with contraceptive device  

9056089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056089 NON-EXPEDITED OT US-BAYER-2013-014328 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  

9056090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056090 NON-EXPEDITED OT US-BAYER-2013-014314 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Pain  
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Detailed Report
9056100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056100 NON-EXPEDITED OT US-BAYER-2013-014386 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9056101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056101 NON-EXPEDITED OT US-BAYER-2013-014771 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9056102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056102 NON-EXPEDITED OT US-BAYER-2013-014716 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9056116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056116 EXPEDITED (15-DAY) HO DE-
MYLANLABS-2013S1001
885

18 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic LEVONORGESTREL AND

ETHINYL ESTRADIOL
S ORAL  FAMY CARE

Hypersensitivity ENALAPRIL C  
URO-TABLINEN C  
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Detailed Report
9056121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056121 NON-EXPEDITED OT US-BAYER-2013-014885 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9056122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056122 NON-EXPEDITED OT US-BAYER-2013-014348 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Pain  

9056123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056123 NON-EXPEDITED OT US-BAYER-2013-014854 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9056124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056124 EXPEDITED (15-DAY) OT SE-BAYER-2013-013735 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fungal infection  
Vaginal discharge  

9056168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056168 NON-EXPEDITED US-BAYER-2013-014242 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
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Detailed Report
9056171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056171 NON-EXPEDITED US-BAYER-2013-011481 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9056172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056172 NON-EXPEDITED US-BAYER-2013-013495 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Chest pain  
Dizziness  
Nausea  
Pruritus  
Rash generalised  

9056173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056173 NON-EXPEDITED US-BAYER-2013-004436 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Device expulsion  
Feeling abnormal  
Muscle spasms  
Off label use  
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Detailed Report
9056248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2013 9056248 NON-EXPEDITED US-009507513-1301USA
012313

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain NUVARING S  MERCK

NEXT CHOICE S  

8799246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 8799246 NON-EXPEDITED OT US-BAYER-2012-095266 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective ATENOLOL C 10 mg, QD  
Vaginal haemorrhage AMLODIPINE C 25 mg, QD  
Metrorrhagia HYDROCHLOROTHIAZIDE C 25 mg, QD  

OPANA C 20 mg, QID  
NORCO C UNK UNK, QID  
AMITRIPTYLINE C UNK  
COZAAR C 25 mg, UNK  

8811396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 8811396 NON-EXPEDITED OT US-BAYER-2012-100844 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Genital haemorrhage  
Pain  
Pelvic pain  
Therapeutic product ineffective  
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Detailed Report
8985077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 8985077 NON-EXPEDITED OT US-BAYER-2012-134302 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device dislocation  

9028964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9028964 EXPEDITED (15-DAY) OT FR-PFIZER
INC-2013025992

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension Trinordiol S triphasic ethinylestradiol

30-40-30  g/
levonorgestrel
50-75-125  g

 PFIZER

9032240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9032240 NON-EXPEDITED OT US-BAYER-2013-007050 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051122 NON-EXPEDITED US-BAYER-2013-015524 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary incontinence Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S  BAYER

9051157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051157 NON-EXPEDITED US-BAYER-2013-012762 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9051158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051158 NON-EXPEDITED US-BAYER-2013-015027 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug hypersensitivity  
Pruritus  

9051159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051159 NON-EXPEDITED US-BAYER-2013-015748 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051160 NON-EXPEDITED US-BAYER-2013-013942 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal mycotic infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051162 NON-EXPEDITED US-BAYER-2013-015608 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051164 NON-EXPEDITED US-BAYER-2013-014255 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9051165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051165 NON-EXPEDITED US-BAYER-2013-013784 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast enlargement  
Breast pain  
Constipation  
Mood swings  
Weight increased  

9051166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051166 NON-EXPEDITED US-BAYER-2013-013871 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051168 NON-EXPEDITED US-BAYER-2013-015405 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine polyp Mirena S  BAYER

9051169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051169 NON-EXPEDITED US-BAYER-2013-014789 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9051170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051170 NON-EXPEDITED US-BAYER-2013-015033 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Vomiting in pregnancy  

9051176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051176 NON-EXPEDITED US-BAYER-2013-014202 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Device misuse  
Menstruation irregular  
Nausea  

9051210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051210 EXPEDITED (15-DAY) DE,HO US-
JNJFOC-20130201527

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death NORELGESTROMIN/ETHINYL

ESTRADIOL
S TRANSDERMAL 6.0mg/ 750 mcg  

Arterial thrombosis NORGESTIMATE/ETHINYL
ESTRADIOL

S UNKNOWN 0.18-0.25 mg/35mcg  

Embolism venous LEVONORGESTREL,
ETHINYLESTRADIOL

S UNKNOWN 0.10 mg/20mcg  

LEVONORGESTREL,
ETHINYLESTRADIOL

S UNKNOWN 0.15 mg/30mcg  

NORETHINDRONE/ETHINYL
ESTRADIOL

S UNKNOWN 1 mg /20 mcg  
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Detailed Report
9051222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051222 NON-EXPEDITED US-BAYER-2013-013788 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051223 NON-EXPEDITED US-BAYER-2013-014608 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051224 NON-EXPEDITED US-BAYER-2013-013948 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051229 NON-EXPEDITED US-BAYER-2013-014870 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051230 NON-EXPEDITED US-BAYER-2013-015335 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9051231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051231 NON-EXPEDITED US-BAYER-2013-015355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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Detailed Report
9051232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051232 NON-EXPEDITED US-BAYER-2013-014838 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051238 NON-EXPEDITED US-BAYER-2013-014043 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

9051239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051239 NON-EXPEDITED US-BAYER-2013-014189 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051240 NON-EXPEDITED US-BAYER-2013-014178 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  

9051243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051243 NON-EXPEDITED US-BAYER-2013-009598 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051366 NON-EXPEDITED US-TEVA-383482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9051385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9051385 NON-EXPEDITED US-TEVA-383586USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain SYNTHROID C  
Sensation of heaviness DIAZIDE C  
Menstruation delayed  
Menstruation irregular  
Nausea  
Vaginal discharge  

9052295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9052295 NON-EXPEDITED OT US-BAYER-2013-015471 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Amenorrhoea  

9052336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9052336 NON-EXPEDITED OT US-BAYER-2013-013381 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

9053911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9053911 NON-EXPEDITED OT US-BAYER-2013-014598 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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Detailed Report
9053912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9053912 NON-EXPEDITED HO US-BAYER-2013-014036 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Injury  
Pelvic pain  

9055006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055006 NON-EXPEDITED OT US-BAYER-2013-014804 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9055158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055158 NON-EXPEDITED US-BAYER-2013-014742 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9055159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055159 NON-EXPEDITED US-BAYER-2013-015490 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9055160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055160 NON-EXPEDITED US-BAYER-2013-015510 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
9055161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055161 NON-EXPEDITED US-BAYER-2013-014756 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9055162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055162 NON-EXPEDITED US-BAYER-2013-014755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9055220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055220 NON-EXPEDITED US-TEVA-383564USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9055229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055229 NON-EXPEDITED US-TEVA-383533USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Beyaz C  
Beyaz C  
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Detailed Report
9055243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055243 NON-EXPEDITED US-TEVA-383717USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Dizziness  
Fatigue  
Menstruation irregular  
Nausea  
Pelvic pain  

9055371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055371 NON-EXPEDITED US-TEVA-383728USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9055384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055384 NON-EXPEDITED US-TEVA-384022USA 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9055440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055440 EXPEDITED (15-DAY) OT CA-BAYER-2013-015800 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Otosclerosis MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ear discomfort  
Hearing impaired  
Tinnitus  
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Detailed Report
9055674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055674 NON-EXPEDITED US-TEVA-383727USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9055726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9055726 NON-EXPEDITED US-TEVA-383729USA 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9062091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9062091 NON-EXPEDITED US-TEVA-383735USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysgeusia CELLCEPT C  
Nausea PLAQUENIL C  
Fatigue MOTRIN C  

TRAZODONE C  
TRAMADOL C  
PREDNISONE C  

9064911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9064911 NON-EXPEDITED OT US-BAYER-2013-015437 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9064913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9064913 NON-EXPEDITED OT US-BAYER-2013-015423 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9065499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9065499 NON-EXPEDITED US-TEVA-384011USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9065585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9065585 NON-EXPEDITED US-TEVA-384007USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9067616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9067616 NON-EXPEDITED US-BAYER-2013-014306 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depressed mood  
Infertility female  

9067621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2013 9067621 EXPEDITED (15-DAY) HO RU-BAYER-2013-014576 36 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain unspecified drug C ORAL  

unspecified drug C ORAL 1 g, ONCE  
unspecified drug C ORAL 2 g, ONCE  
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Detailed Report
8829769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 8829769 EXPEDITED (15-DAY) HO,OT PT-BAYER-2012-011585 33 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amniotic fluid volume decreased  
Complication of device removal  
Nausea  
Pregnancy with contraceptive device  

8972373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 8972373 NON-EXPEDITED HO US-BAYER-2012-132805 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Amenorrhoea  
Genital haemorrhage  
Pelvic pain  

8985054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 8985054 NON-EXPEDITED US-BAYER-2012-134349 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9051962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9051962 EXPEDITED (15-DAY) HO FR-BAYER-2013-016165 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Major depression  
Mental disorder  
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Detailed Report
9052027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052027 NON-EXPEDITED OT US-BAYER-2013-014252 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Pain  

9052028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052028 NON-EXPEDITED OT US-BAYER-2013-015384 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9052052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052052 NON-EXPEDITED OT US-BAYER-2013-015470 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oligomenorrhoea  

9052054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052054 NON-EXPEDITED OT US-BAYER-2013-015546 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device misuse  
Procedural pain  
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Detailed Report
9052056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052056 NON-EXPEDITED OT US-BAYER-2013-016093 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9052057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052057 EXPEDITED (15-DAY) HO,DS,LT US-BAYER-2012-108645 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abasia Mirena S  BAYER
Dysstasia Mirena S  BAYER
Menorrhagia  

9052436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052436 NON-EXPEDITED US-BAYER-2013-016391 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052437 NON-EXPEDITED US-BAYER-2013-008984 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052464 NON-EXPEDITED US-BAYER-2013-015150 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9052465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052465 NON-EXPEDITED US-BAYER-2013-015147 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052466 NON-EXPEDITED US-BAYER-2013-015792 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052467 NON-EXPEDITED US-BAYER-2013-014194 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052468 NON-EXPEDITED US-BAYER-2013-015012 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052469 NON-EXPEDITED US-BAYER-2013-014617 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052471 NON-EXPEDITED US-BAYER-2013-014669 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9052482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052482 NON-EXPEDITED US-BAYER-2013-015364 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052483 NON-EXPEDITED US-BAYER-2013-014719 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9052485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052485 NON-EXPEDITED US-BAYER-2013-015148 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052567 NON-EXPEDITED US-TEVA-384076USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premenstrual syndrome PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9052611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052611 NON-EXPEDITED US-BAYER-2013-015429 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Herpes virus infection  

Page: 12,971 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9052622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052622 NON-EXPEDITED OT US-BAYER-2013-011488 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9052803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052803 NON-EXPEDITED US-TEVA-383748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

9052812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9052812 NON-EXPEDITED US-TEVA-384034USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blister PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Herpes virus infection  

9064906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9064906 EXPEDITED (15-DAY) DS,OT US-BAYER-2013-014034 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Salpingitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female MIRAPEX C  

9072494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9072494 NON-EXPEDITED US-BAYER-2013-016235 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
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9072498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9072498 NON-EXPEDITED US-BAYER-2013-014645 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Patient-device incompatibility Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Pyrexia  

9095999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9095999 NON-EXPEDITED OT US-BAYER-2013-012787 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9096078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9096078 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-014928 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Simple partial seizures Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Convulsion  
Device dislocation  
Fall  
Feeling abnormal  
Hearing impaired  
Hypoaesthesia  
Paraesthesia  
Seizure cluster  

9096080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9096080 NON-EXPEDITED OT US-BAYER-2013-016323 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
9096083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9096083 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-016723 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Amenorrhoea  
Device dislocation  
Drug ineffective  
Nausea  
Pregnancy with contraceptive device  
Umbilical cord prolapse  
Vomiting  

9096263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9096263 NON-EXPEDITED US-BAYER-2013-016734 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9096330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9096330 NON-EXPEDITED US-BAYER-2013-016746 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9119375 NON-EXPEDITED US-TEVA-383725USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9119423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9119423 NON-EXPEDITED US-TEVA-384835USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9119437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9119437 NON-EXPEDITED US-TEVA-383733USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9119485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2013 9119485 NON-EXPEDITED US-TEVA-383740USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

7836647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 7836647 NON-EXPEDITED US-BAYER-2011-016809 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Device expulsion  
Drug ineffective  
Fatigue  
Genital haemorrhage  

8774286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 8774286 EXPEDITED (15-DAY) OT DK-BAYER-2012-091004 51 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal infection Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Lymphoma  
Pyrexia  
Vaginal haemorrhage  
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Detailed Report
8959057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 8959057 NON-EXPEDITED US-BAYER-2012-129152 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective PRENATAL VITAMINS [VIT

C,B5,B12,D2,B3,B6,RETINOL
PALMIT,B2,B1 MONO

C  

Device expulsion FLONASE C  

9002914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9002914 NON-EXPEDITED OT US-BAYER-2013-002660 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9053371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053371 NON-EXPEDITED OT US-TEVA-385026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective OXYBUTYNIN C  

PROZAC C  
PROZAC C  

9053389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053389 NON-EXPEDITED OT US-BAYER-2013-016367 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
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Detailed Report
9053395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053395 NON-EXPEDITED OT US-BAYER-2013-015754 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9053396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053396 NON-EXPEDITED OT US-BAYER-2013-014244 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Injury  
Ovarian cyst  
Pain  

9053397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053397 EXPEDITED (15-DAY) OT US-BAYER-2013-012174 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9053398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053398 NON-EXPEDITED OT US-BAYER-2013-009930 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9053468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053468 NON-EXPEDITED US-BAYER-2013-015712 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

Page: 12,977 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9053483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053483 NON-EXPEDITED US-BAYER-2013-014760 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9053484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053484 NON-EXPEDITED US-BAYER-2013-015629 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9053490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053490 NON-EXPEDITED US-BAYER-2013-016835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Inflammation  

9053493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053493 NON-EXPEDITED US-BAYER-2013-015416 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9053494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053494 NON-EXPEDITED US-BAYER-2013-014284 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Contraindication to medical treatment  
Migraine  
Nausea  
Pyrexia  
Urinary incontinence  
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Detailed Report
9053495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053495 NON-EXPEDITED US-BAYER-2013-015637 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9053496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053496 NON-EXPEDITED US-BAYER-2013-016260 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9053498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053498 NON-EXPEDITED US-BAYER-2013-015435 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Feeling abnormal  

9053540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053540 NON-EXPEDITED US-BAYER-2013-016893 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug hypersensitivity  
Rash  

9053542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053542 NON-EXPEDITED US-BAYER-2013-016089 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

Page: 12,979 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9053677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053677 NON-EXPEDITED US-BAYER-2013-017076 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polymenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9053678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053678 NON-EXPEDITED US-BAYER-2013-016841 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9053681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053681 NON-EXPEDITED US-BAYER-2013-016825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Hormone level abnormal  
Mood altered  

9053683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053683 NON-EXPEDITED US-BAYER-2013-017052 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Hormone level abnormal  
Irritability  
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Detailed Report
9053720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9053720 EXPEDITED (15-DAY) OT CA-BAYER-2013-013484 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chlamydia test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9054092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054092 NON-EXPEDITED US-BAYER-2013-017387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9054093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054093 NON-EXPEDITED OT US-BAYER-2013-014154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

9054333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054333 NON-EXPEDITED US-TEVA-384914USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9054359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054359 NON-EXPEDITED US-TEVA-384970USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9054404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054404 NON-EXPEDITED US-TEVA-384921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting ADDERALL C  

9054407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054407 NON-EXPEDITED US-TEVA-384937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hot flush  
Metrorrhagia  
Nausea  
Nipple pain  
Vomiting  

9054655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054655 NON-EXPEDITED OT US-BAYER-2013-014841 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

9054859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054859 NON-EXPEDITED US-TEVA-381546USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
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Detailed Report
9054867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054867 NON-EXPEDITED US-TEVA-384459USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea ALBUTEROL C  

ALLEGRA-D C  

9054869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054869 NON-EXPEDITED US-TEVA-384293USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Vitamins C ORAL  

9054872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054872 NON-EXPEDITED US-BAYER-2013-017491 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9054902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054902 NON-EXPEDITED US-TEVA-384456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,983 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9054907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054907 EXPEDITED (15-DAY) OT CA-TEVA-384755USA 18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Throat tightness PLAN B S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Back pain  
Dizziness  
Drug hypersensitivity  
Dyspnoea  
Rash pruritic  

9054926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054926 NON-EXPEDITED US-TEVA-384280USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Ear pain  
Feeling hot  
Headache  

9054929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9054929 NON-EXPEDITED US-BAYER-2013-017569 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Diarrhoea  
Feeling cold  
Nausea  
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Detailed Report
9114231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114231 NON-EXPEDITED US-TEVA-384169USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Menstruation irregular  
Metrorrhagia  

9114487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114487 NON-EXPEDITED US-TEVA-384173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Alprazolam C  
Alprazolam C  

9114624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114624 NON-EXPEDITED US-TEVA-384158USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9114723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114723 NON-EXPEDITED US-BAYER-2013-017511 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9114742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114742 NON-EXPEDITED US-TEVA-384412USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9114852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2013 9114852 NON-EXPEDITED US-TEVA-384416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Anxiety  
Fatigue  
Nausea  

9113870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9113870 NON-EXPEDITED US-TEVA-384389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9113990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9113990 NON-EXPEDITED US-TEVA-384354USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Lip swelling Omeprazole C  
Menstruation irregular  
Oedema peripheral  

9114029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9114029 NON-EXPEDITED US-TEVA-384838USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9114278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9114278 NON-EXPEDITED US-TEVA-384870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9114333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9114333 NON-EXPEDITED US-TEVA-384887USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9114362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9114362 NON-EXPEDITED US-TEVA-385249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Rash erythematous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9114363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9114363 NON-EXPEDITED US-TEVA-385249USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Rash erythematous PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9118059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2013 9118059 NON-EXPEDITED US-TEVA-384395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chromaturia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Micturition urgency Trinessa C  
Thrombosis  
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Detailed Report
7542494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 7542494 NON-EXPEDITED OT US-
BAYER-201019287NA

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blighted ovum  
Disturbance in attention  
Dizziness  
Drug ineffective  
Lethargy  
Malaise  
Menstruation delayed  
Presyncope  
Stress  

8972408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 8972408 NON-EXPEDITED OT US-BAYER-2012-132879 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Discomfort  
Pain  

8999303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 8999303 NON-EXPEDITED US-BAYER-2013-000726 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER
Dyspareunia  
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Detailed Report
9031679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9031679 NON-EXPEDITED OT US-BAYER-2013-006142 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9032413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9032413 EXPEDITED (15-DAY) HO US-BAYER-2013-007447 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

9058281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058281 NON-EXPEDITED OT US-BAYER-2013-015014 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9058284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058284 NON-EXPEDITED OT US-BAYER-2013-015323 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pregnancy with contraceptive device  

9058285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058285 EXPEDITED (15-DAY) OT US-BAYER-2013-016410 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Blood pressure increased  
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Detailed Report
9058286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058286 NON-EXPEDITED OT US-BAYER-2013-016743 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9058291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058291 NON-EXPEDITED US-TEVA-381268USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

9058547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058547 NON-EXPEDITED US-BAYER-2013-017388 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9058584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9058584 NON-EXPEDITED OT US-BAYER-2013-015066 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Menorrhagia  
Ovarian cyst  
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Detailed Report
9059231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059231 NON-EXPEDITED US-TEVA-384565USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Menstruation irregular  

9059248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059248 NON-EXPEDITED US-TEVA-384559USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9059467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059467 EXPEDITED (15-DAY) HO GXBR2012US002478 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration LEVONORGESTREL AND

ETHINYL ESTRADIOL 
S ORAL UNK DF, UNK  NOVARTIS

Nausea SYMBICORT C budesonide/formoterol
160/4.5 mcg/inh BID

 

Abdominal tenderness SYNTHROID C 75 ug, QD  
Anxiety  
Blood glucose decreased  
Chills  
Constipation  
Dizziness  
Dysuria  
Headache  
Pollakiuria  
Presyncope  
Tachycardia  
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Detailed Report
9059493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059493 EXPEDITED (15-DAY) CA,OT RS-TEVA-385057ISR Female SRB

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective ESCAPELLE S  DURAMED
Abortion  
Congenital anomaly  
Maternal exposure during pregnancy  

9059712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059712 NON-EXPEDITED US-TEVA-384629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9059723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059723 NON-EXPEDITED US-TEVA-384579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Fatigue  
Increased appetite  
Menstruation irregular  
Metrorrhagia  

9059725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9059725 NON-EXPEDITED US-TEVA-384574USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 12,992 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9096789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9096789 NON-EXPEDITED US-BAYER-2013-017385 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9096798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9096798 NON-EXPEDITED US-BAYER-2013-016828 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9096817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9096817 NON-EXPEDITED US-BAYER-2013-017744 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

9096822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9096822 NON-EXPEDITED US-BAYER-2013-017595 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
Mirena S  BAYER

9112525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9112525 NON-EXPEDITED US-TEVA-384471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9112898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9112898 NON-EXPEDITED US-BAYER-2013-015068 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9112906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9112906 NON-EXPEDITED OT US-TEVA-385401USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Menstruation irregular  
Pelvic pain  

9112943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9112943 NON-EXPEDITED US-TEVA-384411USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Exposure during breast feeding  

9112948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9112948 NON-EXPEDITED US-BAYER-2013-017627 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia Climara Pro S TRANSDERMAL UNK  BAYER

Climara Pro S  BAYER

9113327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9113327 NON-EXPEDITED US-BAYER-2013-015492 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9113330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2013 9113330 EXPEDITED (15-DAY) DE,OT US-BAYER-2013-014954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Death  

8820795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 8820795 EXPEDITED (15-DAY) OT US-BAYER-2012-100936 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

8955960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 8955960 NON-EXPEDITED OT US-BAYER-2012-127767 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9055007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9055007 NON-EXPEDITED OT US-BAYER-2013-015128 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9059773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9059773 NON-EXPEDITED OT US-BAYER-2013-018067 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9059774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9059774 NON-EXPEDITED OT US-BAYER-2013-016705 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Hypoaesthesia  
Nausea  

9059792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9059792 NON-EXPEDITED OT US-BAYER-2013-017521 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9059815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9059815 NON-EXPEDITED OT US-BAYER-2013-016722 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Mood swings  
Nausea  

9060120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060120 NON-EXPEDITED OT US-TEVA-385674USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Inappropriate schedule of drug administration  
Off label use  
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Detailed Report
9060318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060318 NON-EXPEDITED US-TEVA-385362USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache ALEVE C  
Dizziness  
Fatigue  
Nausea  

9060392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060392 NON-EXPEDITED US-TEVA-385426USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

9060519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060519 NON-EXPEDITED US-TEVA-385416USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  
Headache  

9060529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060529 NON-EXPEDITED US-TEVA-385409USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
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Detailed Report
9060530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060530 NON-EXPEDITED US-TEVA-385461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9060539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060539 NON-EXPEDITED US-TEVA-385470USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9060542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060542 NON-EXPEDITED US-TEVA-385466USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9060556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060556 NON-EXPEDITED US-TEVA-385410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9060561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060561 NON-EXPEDITED US-TEVA-385449USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Nausea  
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Detailed Report
9060564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060564 NON-EXPEDITED US-TEVA-385452USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9060571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060571 NON-EXPEDITED US-TEVA-385528USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9060590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060590 EXPEDITED (15-DAY) OT NO-
WATSON-2013-01935

42 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S UNKNOWN UNK  WATSON
Medical device pain  

9060591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060591 EXPEDITED (15-DAY) OT NO-
WATSON-2013-01933

35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S UNKNOWN UNK  WATSON
Device difficult to use  
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Detailed Report
9060594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9060594 EXPEDITED (15-DAY) OT NO-
WATSON-2013-01929

47 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage LEVONORGESTREL S UNKNOWN UNK  WATSON
Coital bleeding  
Procedural pain  

9097142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097142 NON-EXPEDITED US-BAYER-2013-018517 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097178 EXPEDITED (15-DAY) OT NO-
WATSON-2013-01932

41 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use LEVONORGESTREL S UNKNOWN UNK  WATSON
Complication of device insertion  
Procedural pain  
Vaginal haemorrhage  

9097333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097333 NON-EXPEDITED HO,OT US-BAYER-2012-117567 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  
Unevaluable event  
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Detailed Report
9097561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097561 NON-EXPEDITED US-TEVA-385388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9097572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097572 NON-EXPEDITED US-TEVA-385371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

9097635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097635 NON-EXPEDITED US-BAYER-2013-015372 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error Climara Pro S  BAYER

9097721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097721 NON-EXPEDITED US-TEVA-384875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9097741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097741 NON-EXPEDITED US-BAYER-2013-016907 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9097758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097758 NON-EXPEDITED US-BAYER-2013-016054 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fear Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain MISOPROSTOL C 400 mcg/24hr, UNK  
Device difficult to use IBUPROFENE C  

9097780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097780 NON-EXPEDITED US-BAYER-2013-015769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097786 NON-EXPEDITED US-BAYER-2013-016915 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9097815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097815 NON-EXPEDITED US-TEVA-384913USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flatulence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Pelvic pain  

9097819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097819 NON-EXPEDITED US-BAYER-2013-017709 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
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Detailed Report
9097825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097825 NON-EXPEDITED US-BAYER-2013-017720 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

9097827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097827 NON-EXPEDITED US-BAYER-2013-018590 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097829 NON-EXPEDITED US-BAYER-2013-017014 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S  BAYER

9097831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097831 NON-EXPEDITED US-BAYER-2013-018454 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9097853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097853 NON-EXPEDITED US-BAYER-2013-018204 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097856 NON-EXPEDITED US-BAYER-2013-016210 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9097858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097858 NON-EXPEDITED US-BAYER-2013-016029 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097860 NON-EXPEDITED US-BAYER-2013-016947 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9097867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097867 NON-EXPEDITED OT US-TEVA-385809USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Bacterial infection  
Drug ineffective  

9097954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097954 NON-EXPEDITED US-TEVA-384967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9097970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097970 EXPEDITED (15-DAY) HO FR-BAYER-2013-015346 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism DROSPIRENONE +

ETHINYLESTRADIOL
S UNK  BAYER

Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  
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Detailed Report
9097999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9097999 NON-EXPEDITED US-TEVA-385353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9100182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9100182 NON-EXPEDITED US-TEVA-385397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  

9112607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2013 9112607 NON-EXPEDITED US-TEVA-384863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Pelvic pain  
Tremor  

8658674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8658674 NON-EXPEDITED OT US-BAYER-2012-067996 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort Mirena S  BAYER
Abdominal pain  
Device difficult to use  
Dyspareunia  
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Detailed Report
8909076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8909076 NON-EXPEDITED OT US-BAYER-2012-117304 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Depression  
Device breakage  
Device misuse  
Muscle spasms  

8913484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8913484 NON-EXPEDITED OT US-BAYER-2012-118378 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8922816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8922816 NON-EXPEDITED OT US-BAYER-2012-120095 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain XOPENEX C UNK UNK, BID  

KLONOPIN C 0.5 mg, TID  
ABILIFY C Daily dose 10 mg  
WELLBUTRIN XL C Daily dose 300 mg  
REMERON C Daily dose 15 mg  
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Detailed Report
8941856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8941856 NON-EXPEDITED PHHY2012FR109854 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Keratitis LEELOO S UNK UKN, UNK  NOVARTIS
Contact lens intolerance  
Dry eye  
Eye irritation  
Eye pruritus  
Lacrimal disorder  
Ocular hyperaemia  
Ocular myasthenia  
Sensation of heaviness  

8952571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8952571 NON-EXPEDITED OT US-BAYER-2012-124816 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
8977355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8977355 EXPEDITED (15-DAY) OT SE-BAYER-2012-133057 46 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Micturition urgency Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal tenderness  
Acne  
Depressed mood  
Drug ineffective  
Genital haemorrhage  
Haemorrhage urinary tract  
Urethral atrophy  
Urinary tract pain  

8999039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 8999039 NON-EXPEDITED OT US-BAYER-2013-000458 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device physical property issue  

9000038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9000038 NON-EXPEDITED US-BAYER-2012-136517 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9001105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9001105 EXPEDITED (15-DAY) OT DE-BAYER-2013-001398 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby Mirena S TRANSPLACENTAL  BAYER
Foetal growth restriction  
Maternal exposure during pregnancy  
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Detailed Report
9009802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9009802 NON-EXPEDITED US-BAYER-2013-002735 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Headache  
Metrorrhagia  
Nocturia  
Pollakiuria  

9011444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9011444 EXPEDITED (15-DAY) OT DE-BAYER-2012-113811 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Oligohydramnios  
Placental insufficiency  
Pregnancy with contraceptive device  
Premature baby  

9023969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9023969 NON-EXPEDITED OT US-BAYER-2013-007395 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain lower  
Abdominal pain upper  
Procedural pain  
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Detailed Report
9030843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9030843 NON-EXPEDITED OT US-BAYER-2013-008163 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use ANAESTHETICS, LOCAL C  
Procedural pain MISOPROSTOL C  
Complication of device insertion  
Device dislocation  

9062614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062614 NON-EXPEDITED US-TEVA-385444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hot flush VITAMIN C C  
Breast pain  
Dizziness  
Fatigue  
Headache  

9062905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062905 EXPEDITED (15-DAY) OT SE-BAYER-2013-017323 40 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9062918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062918 EXPEDITED (15-DAY) OT CA-BAYER-2013-017755 16 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Abdominal pain  
Hypoaesthesia  
Oedema peripheral  
Pain in extremity  

9062925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062925 NON-EXPEDITED OT US-BAYER-2013-015659 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9062955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062955 EXPEDITED (15-DAY) OT US-BAYER-2013-016985 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Malaise  
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Detailed Report
9062957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062957 NON-EXPEDITED OT US-BAYER-2013-017741 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Dyspareunia  
Medical device discomfort  
Pain  

9062961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062961 NON-EXPEDITED HO,LT US-BAYER-2013-017143 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
General physical health deterioration  
Injury  
Pain  
Pelvic pain  
Pyrexia  

9062966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062966 NON-EXPEDITED OT US-BAYER-2013-017424 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9062969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9062969 NON-EXPEDITED OT US-BAYER-2013-017065 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
9063142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063142 NON-EXPEDITED US-TEVA-385662USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9063145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063145 NON-EXPEDITED US-BAYER-2013-018703 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9063146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063146 NON-EXPEDITED US-BAYER-2013-017991 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9063300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063300 NON-EXPEDITED US-TEVA-385632USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9063831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063831 NON-EXPEDITED US-BAYER-2013-018848 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9063832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063832 NON-EXPEDITED US-BAYER-2013-018924 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9063834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063834 NON-EXPEDITED US-BAYER-2013-018660 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9063836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063836 NON-EXPEDITED US-BAYER-2013-018198 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9063856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9063856 NON-EXPEDITED US-BAYER-2013-018944 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9064375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064375 NON-EXPEDITED US-TEVA-385732USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S ORAL  

9064420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064420 NON-EXPEDITED US-TEVA-385931USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORAL CONTRACEPTIVE C  
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Detailed Report
9064423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064423 NON-EXPEDITED US-TEVA-385765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9064448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064448 NON-EXPEDITED US-TEVA-385746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Nausea  

9064449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064449 NON-EXPEDITED US-TEVA-385750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain  
Dizziness  
Headache  

9064702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064702 NON-EXPEDITED US-TEVA-385921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal swelling PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Fungal infection  
Menstruation irregular  
Nausea  
Pelvic pain  
Vulvovaginal pruritus  
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Detailed Report
9064713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9064713 NON-EXPEDITED US-TEVA-385905USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9090222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9090222 EXPEDITED (15-DAY) OT DE-BAYER-2012-059445 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  
Growth retardation  
Oligohydramnios  
Placental insufficiency  
Premature labour  

9097126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9097126 NON-EXPEDITED US-TEVA-385414USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness Birth Control Pills C  
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9098240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098240 EXPEDITED (15-DAY) OT PHHY2013FR001171 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission LEELOO S ORAL  NOVARTIS

DEPAKOTE C 3 DF, UNK  
RISPERDAL C 1 DF, UNK  
SEROPLEX C 1 DF, UNK  
TEMESTA C 1 DF, UNK  
THERALENE C 5 mg, UNK  
INEXIUM//ESOMEPRAZOLE
MAGNESIUM

C  

CLARITYNE C  
ESBERIVEN FORTE C  

9098254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098254 NON-EXPEDITED US-BAYER-2013-017586 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098260 NON-EXPEDITED US-BAYER-2013-005000 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098325 NON-EXPEDITED OT US-BAYER-2013-018537 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9098678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098678 NON-EXPEDITED US-TEVA-385948USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Increased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9098702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098702 EXPEDITED (15-DAY) DE,HO FR-PFIZER
INC-2013052176

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke Adepal S ORAL ethinylestradiol 30-40

µg/ levonorgestrel
150-200 µg

 PFIZER

SEROPRAM C  

9098751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098751 NON-EXPEDITED US-TEVA-385651USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9098757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098757 NON-EXPEDITED US-BAYER-2013-017011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Migraine  

9098763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098763 NON-EXPEDITED US-TEVA-385642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9098841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098841 NON-EXPEDITED US-BAYER-2013-018667 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098842 NON-EXPEDITED US-BAYER-2013-018624 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098911 NON-EXPEDITED US-BAYER-2013-017651 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098918 NON-EXPEDITED US-BAYER-2013-018679 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098920 NON-EXPEDITED US-BAYER-2013-018671 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

9098924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098924 NON-EXPEDITED US-BAYER-2013-018187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9098927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2013 9098927 NON-EXPEDITED US-BAYER-2013-018663 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8855091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 8855091 EXPEDITED (15-DAY) LT FR-BAYER-2012-108673 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER

8875155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 8875155 NON-EXPEDITED OT US-BAYER-2012-108757 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Nausea  

8969974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 8969974 NON-EXPEDITED OT US-BAYER-2012-132642 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain Mirena S  BAYER
Drug ineffective  
Somnolence  
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Detailed Report
9022397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9022397 NON-EXPEDITED OT US-BAYER-2013-006460 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Hyperhidrosis  
Nausea  
Pain  
Vomiting  

9026648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9026648 NON-EXPEDITED OT US-BAYER-2013-006080 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Device breakage  
Device difficult to use  
Genital haemorrhage  

9029112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9029112 NON-EXPEDITED US-BAYER-2013-008481 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
9046854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9046854 EXPEDITED (15-DAY) OT DE-BAYER-2013-010457 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Small for dates baby Mirena S TRANSPLACENTAL UNK  BAYER
Foetal exposure timing unspecified Mirena S TRANSPLACENTAL UNK  BAYER
Premature baby  

9065246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9065246 EXPEDITED (15-DAY) OT CA-BAYER-2013-016342 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anorectal discomfort  
Rectal haemorrhage  

9065308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9065308 EXPEDITED (15-DAY) OT US-BAYER-2013-017494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neoplasm malignant Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9065311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9065311 EXPEDITED (15-DAY) OT US-BAYER-2013-015783 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Appendicectomy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device issue  
Feeling abnormal  
Menstruation irregular  
Mood swings  
Nausea  
Pollakiuria  
Procedural pain  
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Detailed Report
9065316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9065316 NON-EXPEDITED HO,LT US-BAYER-2013-015466 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Anhedonia  
Anxiety  
General physical health deterioration  
Infection  
Injury  
Pain  

9066211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9066211 NON-EXPEDITED US-TEVA-385823USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9066219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9066219 NON-EXPEDITED US-TEVA-386199USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9066243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9066243 NON-EXPEDITED US-TEVA-385813USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
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Detailed Report
9066422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9066422 NON-EXPEDITED US-TEVA-386188USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9066691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9066691 NON-EXPEDITED US-BAYER-2013-019494 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9067010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067010 EXPEDITED (15-DAY) HO,LT US-BAYER-2013-015469 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  
Adhesiolysis  
Anhedonia  
Anxiety  
General physical health deterioration  
Infection  
Injury  
Ovarian cyst ruptured  
Pain  
Pelvic pain  
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Detailed Report
9067354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067354 NON-EXPEDITED US-BAYER-2013-019398 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067359 NON-EXPEDITED US-BAYER-2013-019395 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067361 NON-EXPEDITED US-BAYER-2013-019151 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067374 NON-EXPEDITED US-BAYER-2013-019425 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9067407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067407 NON-EXPEDITED US-TEVA-385961USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hunger PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Dizziness  
Nausea  
Pelvic pain  
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Detailed Report
9067418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067418 NON-EXPEDITED US-TEVA-386241USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9067424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9067424 NON-EXPEDITED US-TEVA-386580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9098019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9098019 NON-EXPEDITED US-TEVA-385913USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9098060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9098060 NON-EXPEDITED US-TEVA-385753USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9098175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9098175 NON-EXPEDITED US-TEVA-385760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Depo Provera C  
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Detailed Report
9099385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099385 NON-EXPEDITED US-BAYER-2013-018023 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Nervousness  
Palpitations  
Sleep disorder  

9099397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099397 NON-EXPEDITED US-BAYER-2013-019519 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9099513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099513 NON-EXPEDITED US-TEVA-386163USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9099689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099689 NON-EXPEDITED US-TEVA-386177USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9099796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099796 NON-EXPEDITED US-BAYER-2013-018252 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9099801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099801 NON-EXPEDITED US-BAYER-2013-017748 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  

9099803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099803 NON-EXPEDITED US-BAYER-2013-019198 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9099813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099813 NON-EXPEDITED US-BAYER-2013-017716 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9099897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099897 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013053834

43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Trinordiol S ORAL UNK  PFIZER
Phlebitis  

9099903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099903 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013052254

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mesenteric vein thrombosis Minidril S ORAL 1 DF, 1x/day  PFIZER
Splenic vein thrombosis Adepal S ORAL UNK  PFIZER
Abdominal pain  
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Detailed Report
9099948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099948 NON-EXPEDITED US-BAYER-2013-018636 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9099950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099950 NON-EXPEDITED US-BAYER-2013-019080 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9099965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9099965 NON-EXPEDITED OT US-BAYER-2013-018589 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9100190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9100190 NON-EXPEDITED US-BAYER-2013-019078 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9100197 NON-EXPEDITED US-BAYER-2013-019075 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2013 9100370 NON-EXPEDITED US-BAYER-2013-019157 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8961257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 8961257 NON-EXPEDITED OT US-BAYER-2012-130885 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S UNK  BAYER
Abdominal pain lower  
Device dislocation  

8985133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 8985133 NON-EXPEDITED US-BAYER-2012-134091 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

INFLUENZA VIRUS VACCINE C INTRAMUSCULAR UNK UNK, ONCE  

9053491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9053491 NON-EXPEDITED US-BAYER-2013-014679 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Polymenorrhoea  

9069062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069062 NON-EXPEDITED OT US-BAYER-2013-018485 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9069064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069064 NON-EXPEDITED OT US-BAYER-2013-016990 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
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Detailed Report
9069066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069066 NON-EXPEDITED OT US-BAYER-2013-019652 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9069074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069074 NON-EXPEDITED OT US-BAYER-2013-019563 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9069102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069102 NON-EXPEDITED HO US-BAYER-2013-018954 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9069354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069354 NON-EXPEDITED US-TEVA-386639USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9069419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069419 NON-EXPEDITED US-BAYER-2013-019942 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9069922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9069922 EXPEDITED (15-DAY) OT US-TEVA-386718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory distress PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Urticaria  
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Detailed Report
9070264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070264 NON-EXPEDITED OT US-TEVA-386609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  

9070392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070392 NON-EXPEDITED US-BAYER-2013-019152 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9070409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070409 NON-EXPEDITED US-TEVA-386286USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Frequent bowel movements  
Weight increased  

9070410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070410 NON-EXPEDITED US-BAYER-2013-019403 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9070460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070460 NON-EXPEDITED US-BAYER-2013-018839 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue Mirena S  BAYER

Page: 13,032 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9070461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070461 EXPEDITED (15-DAY) HO,DS RU-BAYER-2013-016801 49 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian epithelial cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ascites  
Genital prolapse  
Metastases to lymph nodes  
Metastases to peritoneum  

9070554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9070554 NON-EXPEDITED US-BAYER-2013-019738 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9098923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9098923 NON-EXPEDITED US-TEVA-386215USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9099044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9099044 NON-EXPEDITED US-TEVA-386015USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9100093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100093 NON-EXPEDITED OT US-TEVA-386170USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pregnancy  
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Detailed Report
9100230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100230 NON-EXPEDITED OT US-TEVA-386744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Pelvic pain  
Vaginal haemorrhage  

9100366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100366 NON-EXPEDITED US-BAYER-2013-019694 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9100379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100379 NON-EXPEDITED US-BAYER-2013-019707 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100397 NON-EXPEDITED US-TEVA-386651USA 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9100411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100411 NON-EXPEDITED US-BAYER-2013-019660 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9100711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100711 NON-EXPEDITED US-TEVA-386487USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hypersensitivity  

9100825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100825 NON-EXPEDITED US-BAYER-2013-019567 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100827 NON-EXPEDITED US-TEVA-386522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9100943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100943 NON-EXPEDITED US-BAYER-2013-019491 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100944 NON-EXPEDITED US-BAYER-2013-019522 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9100948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100948 NON-EXPEDITED US-BAYER-2013-019657 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 13,035 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9100951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100951 NON-EXPEDITED US-BAYER-2013-010811 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Expired drug administered Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Counterfeit drug administered  
Medication error  
Pregnancy with contraceptive device  

9100952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100952 NON-EXPEDITED US-BAYER-2013-017468 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Lip swelling Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Lip exfoliation  
Scab  
Wound secretion  

9100967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9100967 NON-EXPEDITED US-TEVA-386494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9101042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9101042 NON-EXPEDITED US-TEVA-386497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Increased appetite  
Nausea  

Page: 13,036 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9101200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9101200 NON-EXPEDITED US-TEVA-384964USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9101517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2013 9101517 NON-EXPEDITED US-TEVA-386482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

METOPROLOL ER C  
XANAX C  
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Detailed Report
8098928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 8098928 EXPEDITED (15-DAY) HO,OT US-BAYER-2011-069704 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Abdominal pain  
Alopecia  
Anxiety  
Arthralgia  
Back pain  
Depression  
Dyspareunia  
Epistaxis  
Gallbladder disorder  
Gastrointestinal disorder  
Habitual abortion  
Headache  
Hot flush  
Infertility female  
Mood altered  
Mouth ulceration  
Muscle spasms  
Myalgia  
Nasal ulcer  
Pain  
Rash generalised  
Raynaud's phenomenon  
Rheumatoid arthritis  
Sjogren's syndrome  
Swelling  
Vasculitis  
Weight loss poor  
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Detailed Report
8890382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 8890382 NON-EXPEDITED OT US-BAYER-2012-114285 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine pain  

8916587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 8916587 NON-EXPEDITED HO,OT US-BAYER-2012-119243 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstrual disorder Generess chewable tablet C chew i tablet by oral for

28 days
 

Genital haemorrhage HUMIRA C every other week  
SERTRALINE C ORAL 25 mg, QD  
PREDNISONE C 10 mg, QD  

8919168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 8919168 NON-EXPEDITED OT US-BAYER-2012-119802 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

8971522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 8971522 NON-EXPEDITED OT US-BAYER-2012-131953 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  
Device physical property issue  
Genital haemorrhage  
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Detailed Report
9010502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9010502 NON-EXPEDITED US-BAYER-2013-003004 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Urticaria DOXYCYCLINE S 100 mg, BID  
Acne  
Alopecia  
Auricular swelling  
Dermatitis  
Device difficult to use  
Drug hypersensitivity  
Eyelid oedema  
Eye swelling  
Lip swelling  
Oedema peripheral  
Off label use  
Pruritus  
Rash  
Rash pruritic  
Swollen tongue  
Urticaria  
Vaginal odour  

9014303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9014303 EXPEDITED (15-DAY) OT US-BAYER-2013-004529 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cyst rupture  
Post procedural haemorrhage  
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Detailed Report
9049431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9049431 EXPEDITED (15-DAY) OT FR-BAYER-2013-009089 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9051241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9051241 NON-EXPEDITED OT US-BAYER-2013-010669 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

9070374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9070374 NON-EXPEDITED US-BAYER-2013-016333 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Syncope Mirena S  BAYER
Device difficult to use  
Dizziness  
Nausea  

9080544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9080544 NON-EXPEDITED US-BAYER-2013-019188 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural dizziness  
Procedural nausea  
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Detailed Report
9083661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9083661 NON-EXPEDITED OT US-BAYER-2013-011045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9085510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085510 NON-EXPEDITED OT US-BAYER-2013-018649 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Injury  
Pain  

9085525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085525 NON-EXPEDITED OT US-BAYER-2013-018502 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
Drug ineffective  
Pregnancy with contraceptive device  

9085607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085607 NON-EXPEDITED OT US-BAYER-2013-019030 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Off label use  
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Detailed Report
9085623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085623 NON-EXPEDITED OT US-BAYER-2013-018692 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Injury  
Pain  

9085658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085658 NON-EXPEDITED OT US-BAYER-2013-019637 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9085672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085672 NON-EXPEDITED OT US-BAYER-2013-019720 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9085894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9085894 NON-EXPEDITED OT US-BAYER-2013-018216 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use Megace S  
Hunger  
Malaise  
Personality disorder  
Procedural nausea  
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Detailed Report
9094425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9094425 EXPEDITED (15-DAY) DS,OT IL-TEVA-385843ISR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoacusis Seasonique S ORAL 1 Tablet Daily;  DURAMED
Dyspnoea B12 C  
Vision blurred Zinc C  
Asthenia Bio cran C  
Dizziness Vitamin C C  

Vitamin D C  

9094458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9094458 NON-EXPEDITED US-BAYER-2013-020681 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9094466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9094466 NON-EXPEDITED US-BAYER-2013-020873 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101074 NON-EXPEDITED US-BAYER-2013-020118 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101193 NON-EXPEDITED US-BAYER-2013-019778 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9101207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101207 NON-EXPEDITED US-BAYER-2013-020003 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101230 NON-EXPEDITED US-BAYER-2013-020004 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Hypertrichosis  
Nausea  
Pelvic pain  

9101241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101241 NON-EXPEDITED US-BAYER-2013-020299 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101246 NON-EXPEDITED US-BAYER-2013-018245 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101253 NON-EXPEDITED US-BAYER-2013-020456 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9101606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101606 NON-EXPEDITED OT US-BAYER-2013-017500 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device issue  

9101654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101654 NON-EXPEDITED OT US-BAYER-2013-018650 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dysuria  

9101658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101658 NON-EXPEDITED OT US-BAYER-2013-019568 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mood swings  
Nausea  
Procedural pain  

9101663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101663 NON-EXPEDITED US-BAYER-2013-020672 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101665 NON-EXPEDITED US-BAYER-2013-020013 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9101671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101671 NON-EXPEDITED US-BAYER-2013-020305 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101672 EXPEDITED (15-DAY) OT US-BAYER-2013-018687 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Allergy to metals Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Arthropathy  
Blood test abnormal  
Device misuse  
Fatigue  
Migraine  
Rash  

9101896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101896 NON-EXPEDITED US-BAYER-2013-019565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9101897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9101897 NON-EXPEDITED US-BAYER-2013-020204 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9102007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102007 NON-EXPEDITED OT US-BAYER-2013-017732 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
Pain  

9102009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102009 NON-EXPEDITED OT US-BAYER-2013-018208 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Injury  
Pain  
Post procedural discomfort  

9102236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102236 NON-EXPEDITED US-BAYER-2013-019480 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

9102831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102831 NON-EXPEDITED US-BAYER-2013-020306 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9102970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102970 NON-EXPEDITED OT US-BAYER-2013-018659 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
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Detailed Report
9102971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9102971 NON-EXPEDITED OT US-BAYER-2013-018713 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9103272 NON-EXPEDITED US-BAYER-2013-019622 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2013 9103382 NON-EXPEDITED US-BAYER-2013-020746 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

7821403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 7821403 NON-EXPEDITED US-BAYER-2011-014129 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Drug ineffective  

8879470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 8879470 NON-EXPEDITED OT US-BAYER-2012-113194 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Uterine disorder  
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Detailed Report
8942903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 8942903 NON-EXPEDITED HO,OT US-BAYER-2012-124862 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use PRILOSEC C 40 mg, UNK  
Device dislocation  

8961111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 8961111 NON-EXPEDITED OT US-BAYER-2012-129840 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mood altered Mirena S  BAYER
Abnormal behaviour  
Acne  
Anger  
Depressed mood  
Device dislocation  
Device physical property issue  
Disorientation  
Hypomenorrhoea  
Irritability  
Menorrhagia  
Metrorrhagia  
Tearfulness  
Uterine enlargement  
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Detailed Report
8990412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 8990412 NON-EXPEDITED OT US-BAYER-2012-135100 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
Genital haemorrhage ANALGESICS C 2 days  
Abdominal pain  
Abdominal pain lower  
Emotional distress  
Injury  
Pain  

9052053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9052053 EXPEDITED (15-DAY) OT US-BAYER-2013-016168 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device misuse  
Procedural haemorrhage  

9056125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9056125 NON-EXPEDITED OT US-BAYER-2013-015077 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
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Detailed Report
9059895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9059895 NON-EXPEDITED OT US-BAYER-2013-014628 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  

9068234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9068234 NON-EXPEDITED OT US-BAYER-2013-010491 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9087938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9087938 NON-EXPEDITED OT US-BAYER-2013-007791 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9095572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9095572 NON-EXPEDITED US-TEVA-386603USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Abdominal pain upper  
Diarrhoea  
Dizziness  
Headache  
Menstruation irregular  
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Detailed Report
9095720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9095720 NON-EXPEDITED US-TEVA-386231USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Dizziness  
Headache  
Menstruation irregular  

9102513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102513 NON-EXPEDITED US-BAYER-2013-020330 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unevaluable event  

9102518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102518 NON-EXPEDITED US-BAYER-2013-020886 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal odour  

9102781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102781 NON-EXPEDITED US-BAYER-2013-020760 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9102826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102826 NON-EXPEDITED US-BAYER-2013-020757 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9102830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102830 NON-EXPEDITED US-BAYER-2013-020469 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9102833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102833 NON-EXPEDITED US-BAYER-2013-019613 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9102836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102836 NON-EXPEDITED US-BAYER-2013-020889 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine spasm  

9102841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9102841 NON-EXPEDITED US-BAYER-2013-021002 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103453 EXPEDITED (15-DAY) OT AT-BAYER-2013-015899 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103457 EXPEDITED (15-DAY) OT CA-BAYER-2013-018299 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coeliac disease MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  
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Detailed Report
9103630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103630 NON-EXPEDITED US-BAYER-2013-020262 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103647 NON-EXPEDITED US-BAYER-2013-019729 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9103659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103659 NON-EXPEDITED US-BAYER-2013-020141 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9103661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103661 NON-EXPEDITED OT US-BAYER-2013-019031 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female  

9103665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103665 NON-EXPEDITED OT US-BAYER-2013-017686 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding GILDESS 1.5/30 S UNK  
Abdominal distension  
Pain  
Withdrawal bleed  
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Detailed Report
9103672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103672 EXPEDITED (15-DAY) OT ES-BAYER-2013-018847 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hidradenitis Mirena S 20 mcg/24hr, CONT  BAYER

Atorvastatin C  

9103676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103676 NON-EXPEDITED OT US-BAYER-2013-018051 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Infertility female  
Injury  
Pain  

9103678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103678 NON-EXPEDITED OT US-BAYER-2013-018516 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Cyst  

9103704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103704 NON-EXPEDITED US-BAYER-2013-018917 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9103707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103707 NON-EXPEDITED US-BAYER-2013-021016 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103710 NON-EXPEDITED US-BAYER-2013-020020 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hot flush  

9103712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103712 NON-EXPEDITED US-BAYER-2013-020971 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103713 NON-EXPEDITED HO,LT US-BAYER-2013-018487 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Drug ineffective  
Emotional distress  
General physical health deterioration  
Infection  
Injury  
Pain  
Pregnancy with contraceptive device  
Stress  
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Detailed Report
9103714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103714 NON-EXPEDITED OT US-BAYER-2013-019137 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103721 NON-EXPEDITED US-BAYER-2013-020729 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRA-ARTICULAR 20 mcg/24hr, CONT  BAYER

9103724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103724 NON-EXPEDITED US-BAYER-2013-020272 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103857 NON-EXPEDITED OT US-BAYER-2013-020828 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9103925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103925 NON-EXPEDITED US-TEVA-385982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered PLAN B ONE-STEP S  DURAMED
Abdominal distension  
Bowel movement irregularity  
Weight increased  
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Detailed Report
9103950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103950 NON-EXPEDITED OT US-BAYER-2013-018918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  
Anxiety  
Dysmenorrhoea  
Emotional distress  
Injury  
Menorrhagia  

9103952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103952 NON-EXPEDITED OT US-BAYER-2013-018918 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain lower  
Anxiety  
Dysmenorrhoea  
Emotional distress  
Injury  
Menorrhagia  

9103988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2013 9103988 NON-EXPEDITED OT US-BAYER-2013-007477 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S  BAYER
Device expulsion  
Menorrhagia  
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Detailed Report
8552306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 8552306 EXPEDITED (15-DAY) OT US-BAYER-2012-042308 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Menopausal symptoms  

8676913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 8676913 NON-EXPEDITED OT US-BAYER-2012-071409 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Complication of device removal  
Cyst  
Device dislocation  
Device misuse  
Dyspareunia  
Pain  

8769938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 8769938 EXPEDITED (15-DAY) OT BR-BAYER-2012-089377 27 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Immunodeficiency Mirena S  BAYER
Stress ORPHENADRINE C ORAL 1 DF, QD  
Device dislocation  
Dysmenorrhoea  
Off label use  
Vaginal haemorrhage  
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Detailed Report
8999448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 8999448 NON-EXPEDITED OT US-BAYER-2013-000855 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9000546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9000546 NON-EXPEDITED OT US-BAYER-2013-001394 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9010075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9010075 NON-EXPEDITED OT US-BAYER-2013-003146 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Nausea  
Vomiting  

9011989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9011989 NON-EXPEDITED OT US-BAYER-2013-004200 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

9028708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9028708 NON-EXPEDITED OT US-BAYER-2013-005833 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Discomfort  
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9028807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9028807 NON-EXPEDITED OT US-BAYER-2013-007160 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9031680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9031680 NON-EXPEDITED OT US-BAYER-2013-009638 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9048954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9048954 NON-EXPEDITED US-BAYER-2013-013793 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9095620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9095620 NON-EXPEDITED OT US-BAYER-2013-018658 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9095721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9095721 NON-EXPEDITED OT US-BAYER-2013-021095 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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9095741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9095741 NON-EXPEDITED OT US-BAYER-2013-021025 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9095748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9095748 NON-EXPEDITED OT US-BAYER-2013-021561 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Device expulsion  
Post procedural discomfort  
Procedural pain  

9103002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9103002 NON-EXPEDITED US-TEVA-386842USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  

9104327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9104327 NON-EXPEDITED OT US-BAYER-2013-018617 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Injury  
Pain  
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9104615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9104615 NON-EXPEDITED US-BAYER-2013-021374 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9104632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9104632 NON-EXPEDITED US-BAYER-2013-021707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

9104651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9104651 NON-EXPEDITED US-BAYER-2013-021694 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9104670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9104670 NON-EXPEDITED US-BAYER-2013-021686 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9105290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105290 NON-EXPEDITED US-BAYER-2013-021574 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

9105310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105310 NON-EXPEDITED US-BAYER-2013-020925 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER
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9105378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105378 NON-EXPEDITED US-BAYER-2013-020711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9105433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105433 NON-EXPEDITED US-BAYER-2013-020753 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9105442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105442 NON-EXPEDITED US-BAYER-2013-018690 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Irritability  
Mood altered  
Premenstrual syndrome  

9105444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105444 NON-EXPEDITED US-BAYER-2013-021682 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9105565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105565 NON-EXPEDITED OT US-BAYER-2013-019944 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pelvic pain  
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9105578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105578 NON-EXPEDITED OT US-BAYER-2013-018584 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Drug ineffective  

9105589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105589 NON-EXPEDITED OT US-BAYER-2013-018540 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9105605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105605 NON-EXPEDITED OT US-BAYER-2013-020090 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9105914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9105914 NON-EXPEDITED US-BAYER-2013-021721 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106051 EXPEDITED (15-DAY) OT US-BAYER-2013-020805 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER
Surgery  
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9106052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106052 NON-EXPEDITED US-BAYER-2013-022215 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106081 EXPEDITED (15-DAY) OT US-PFIZER
INC-2013061162

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid disorder Lybrel S 1 DF, 1x/day  PFIZER

9106129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106129 NON-EXPEDITED US-TEVA-386372USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flatulence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
Bowel movement irregularity  
Breast tenderness  
Constipation  
Diarrhoea  
Gastrointestinal disorder  
Metrorrhagia  

9106249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106249 NON-EXPEDITED US-BAYER-2013-022083 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9106252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2013 9106252 NON-EXPEDITED US-BAYER-2013-022120 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vulvovaginal discomfort  

9029245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9029245 EXPEDITED (15-DAY) HO,OT FR-BAYER-2013-005911 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral venous thrombosis Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Ovarian cyst Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Off label use Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Device misuse Jasmine S UNK  BAYER
Pelvic pain Jasmine S ORAL UNK  BAYER
Ovarian cyst Jasmine S ORAL UNK  BAYER
Amenorrhoea  
Headache  
Ovarian cyst  
Tinnitus  

9052332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9052332 NON-EXPEDITED HO,OT US-BAYER-2013-011314 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Ovarian cyst  
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9066263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9066263 NON-EXPEDITED US-BAYER-2013-016332 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER

9069085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9069085 NON-EXPEDITED OT US-BAYER-2013-017662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  
Device dislocation  
Drug ineffective  
Pregnancy with contraceptive device  
Pyrexia  

9105480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105480 NON-EXPEDITED US-TEVA-387488USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ANTIBIOTICS C  

9105511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105511 NON-EXPEDITED US-TEVA-386741USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9105518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105518 NON-EXPEDITED US-TEVA-386743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9105701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105701 NON-EXPEDITED US-TEVA-386736USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Dizziness  
Vomiting  

9105716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105716 NON-EXPEDITED US-TEVA-386616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9105738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9105738 NON-EXPEDITED US-TEVA-386614USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Dizziness  
Headache  
Therapeutic response unexpected  

9106517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106517 NON-EXPEDITED US-BAYER-2013-022417 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9106521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106521 NON-EXPEDITED US-BAYER-2013-021423 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106522 NON-EXPEDITED US-BAYER-2013-022631 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

9106530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106530 NON-EXPEDITED US-BAYER-2013-022626 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106729 NON-EXPEDITED US-BAYER-2013-020924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106731 NON-EXPEDITED US-BAYER-2013-022431 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mg/d, CONT  BAYER
Post procedural discomfort  
Uterine cervix stenosis  
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9106881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106881 NON-EXPEDITED US-TEVA-387368USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S  DURAMED
Abdominal pain  
Breast pain  
Vulvovaginal pain  

9106942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106942 NON-EXPEDITED US-BAYER-2013-019513 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site irritation Climara Pro S  BAYER
Product adhesion issue  

9106965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106965 NON-EXPEDITED US-BAYER-2013-020976 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ecchymosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106967 NON-EXPEDITED US-BAYER-2013-022349 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9106978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106978 NON-EXPEDITED US-BAYER-2013-022321 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 30 mcg/24hr, CONT  BAYER
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9106983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106983 NON-EXPEDITED US-BAYER-2013-021718 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

9106992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9106992 NON-EXPEDITED US-BAYER-2013-022251 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107016 NON-EXPEDITED US-BAYER-2013-022254 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

9107019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107019 NON-EXPEDITED US-BAYER-2013-022319 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107022 NON-EXPEDITED US-BAYER-2013-020663 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER

9107025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107025 NON-EXPEDITED US-BAYER-2013-020727 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Device expulsion  
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Detailed Report
9107026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107026 NON-EXPEDITED US-BAYER-2013-022253 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107032 NON-EXPEDITED US-BAYER-2013-021026 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Hypomenorrhoea  
Pelvic pain  

9107153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107153 EXPEDITED (15-DAY) OT US-BAYER-2013-020047 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coagulopathy  

9107191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107191 NON-EXPEDITED OT US-BAYER-2013-021699 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9107192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107192 NON-EXPEDITED OT US-BAYER-2013-021387 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S UNK  BAYER
Uterine haemorrhage  
Vaginal haemorrhage  
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9107198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107198 NON-EXPEDITED OT US-BAYER-2013-020271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107199 NON-EXPEDITED OT US-BAYER-2013-021445 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S  BAYER

9107200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107200 EXPEDITED (15-DAY) OT NZ-BAYER-2013-019797 Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Papilloedema Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Benign intracranial hypertension Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
JADELLE S UNK  BAYER

Device expulsion  

9107429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107429 NON-EXPEDITED US-BAYER-2013-022685 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9107430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107430 NON-EXPEDITED US-BAYER-2013-021706 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 µg/d, CONT  BAYER
Device difficult to use  
Product quality issue  

9107583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107583 NON-EXPEDITED OT US-BAYER-2013-022073 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  

9107587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107587 NON-EXPEDITED OT US-BAYER-2013-019700 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Coital bleeding  

9107592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107592 NON-EXPEDITED OT US-BAYER-2013-019749 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
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Detailed Report
9107597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107597 NON-EXPEDITED OT US-BAYER-2013-021662 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107600 NON-EXPEDITED OT US-BAYER-2013-021647 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Device issue  

9107791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9107791 NON-EXPEDITED DS US-BAYER-2013-019183 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Anhedonia  
Anxiety  
Deformity  
Emotional distress  
Pain  

9108204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9108204 NON-EXPEDITED US-BAYER-2013-022613 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9108205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9108205 NON-EXPEDITED US-BAYER-2013-022433 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9108206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2013 9108206 NON-EXPEDITED US-BAYER-2013-020285 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deposit issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8419804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 8419804 NON-EXPEDITED US-BAYER-2012-015778 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

8996650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 8996650 NON-EXPEDITED OT US-BAYER-2013-000819 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Vaginal haemorrhage BACLOFEN C 30 mg, QD  
Coital bleeding BACLOFEN C 15 mg, HS  
Menorrhagia PEPCID C 40 mg, BID  
Device expulsion OMEPRAZOLE C 40 mg, QD  
Device issue NUVARING C 1 DF, Q3WK  
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9000552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9000552 NON-EXPEDITED OT US-BAYER-2013-001343 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain WELLBUTRIN C 150 mg, QD  
Vomiting ANTIBIOTICS C  
Hyperhidrosis HYDROCODONE W/

ACETAMINOPHEN
C UNK  

Abdominal pain lower  
Anxiety  
Device dislocation  
Gait disturbance  

9061258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9061258 NON-EXPEDITED US-BAYER-2013-012791 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site irritation Climara Pro S  BAYER
Application site rash  
Osteoporosis  
Product adhesion issue  

9067591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9067591 EXPEDITED (15-DAY) HO FR-BAYER-2013-013830 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Staphylococcal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infected cyst BETADINE C UNK UNK, ONCE  
Pain  
Vaginal haemorrhage  
Vulvovaginal mycotic infection  
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Detailed Report
9081019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9081019 NON-EXPEDITED US-BAYER-2013-011263 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device physical property issue  

9100824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9100824 NON-EXPEDITED US-BAYER-2013-018087 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9108230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108230 NON-EXPEDITED US-TEVA-387386USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9108475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108475 NON-EXPEDITED US-TEVA-386767USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9108530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108530 NON-EXPEDITED US-TEVA-387972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9108548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108548 NON-EXPEDITED US-TEVA-387981USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness LATUDA C  
Dizziness AMBIEN C  
Headache KLONOPIN C  

EFFEXOR C  
PRISTIQ C  

9108579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108579 NON-EXPEDITED US-BAYER-2013-022940 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort Mirena S  BAYER

9108589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108589 NON-EXPEDITED US-BAYER-2013-022972 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural discomfort  

9108599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108599 NON-EXPEDITED US-BAYER-2013-023021 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9108606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108606 NON-EXPEDITED US-BAYER-2013-022909 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9108640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108640 NON-EXPEDITED US-TEVA-387885USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Fatigue  

9108798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108798 NON-EXPEDITED US-TEVA-387567USA 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9108865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108865 NON-EXPEDITED US-TEVA-387574USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Flank pain  
Vulvovaginal pain  

Page: 13,082 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9108902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108902 NON-EXPEDITED US-TEVA-387388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9108977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9108977 NON-EXPEDITED OT US-TEVA-387788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Menstruation delayed  

9109040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109040 NON-EXPEDITED OT US-TEVA-387221USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
Metrorrhagia  

9109045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109045 NON-EXPEDITED US-TEVA-387393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9109108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109108 NON-EXPEDITED OT US-BAYER-2013-022955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Uterine haemorrhage  
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Detailed Report
9109131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109131 NON-EXPEDITED US-TEVA-387202USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Metrorrhagia  
Vaginal discharge  

9109143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109143 NON-EXPEDITED US-TEVA-387195USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9109228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109228 EXPEDITED (15-DAY) HO US-BAYER-2013-019756 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine leiomyoma Mirena S  BAYER
Off label use  
Uterine dilation and curettage  

9109233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109233 NON-EXPEDITED OT US-BAYER-2013-021440 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  
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Detailed Report
9109262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109262 NON-EXPEDITED US-TEVA-387211USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  

9109283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109283 NON-EXPEDITED OT US-BAYER-2013-020883 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9109288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109288 NON-EXPEDITED OT US-BAYER-2013-022644 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9109308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109308 NON-EXPEDITED OT US-BAYER-2013-021479 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9109310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109310 NON-EXPEDITED OT US-BAYER-2013-022558 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9109311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109311 NON-EXPEDITED OT US-BAYER-2013-019066 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Constipation  
Device misuse  
Ectopic pregnancy with intrauterine device  
Emotional distress  
Fear of disease  
Incision site infection  
Injury  
Menstruation irregular  
Pregnancy with contraceptive device  
Procedural pain  
Vaginal discharge  
Vaginal haemorrhage  
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Detailed Report
9109312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109312 EXPEDITED (15-DAY) OT US-BAYER-2013-019092 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension ANTIBIOTICS C  
Device dislocation  
Dysmenorrhoea  
Fungal infection  
Menstruation irregular  
Nausea  
Oral infection  
Ovarian cyst  
Vomiting  

9109315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109315 NON-EXPEDITED OT US-BAYER-2013-022201 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9109321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109321 NON-EXPEDITED OT US-BAYER-2013-018910 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal distension  
Abdominal pain lower  
Anxiety  
Constipation  
Diarrhoea  
Dysmenorrhoea  
Emotional distress  
Injury  
Irritable bowel syndrome  
Menorrhagia  
Pelvic discomfort  
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Detailed Report
9109323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109323 EXPEDITED (15-DAY) OT US-BAYER-2013-018899 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S  BAYER
Procedural pain Mirena S  BAYER
Adverse drug reaction Mirena S  BAYER
Productive cough ANESTHESIA S  
Abdominal discomfort  
Abdominal distension  
Abdominal pain  
Breast pain  
Chest discomfort  
Coital bleeding  
Dysmenorrhoea  
Dyspareunia  
Feeling abnormal  
Headache  
Myalgia  
Pollakiuria  
Urine odour abnormal  
Vaginal haemorrhage  

9109352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109352 EXPEDITED (15-DAY) OT US-BAYER-2013-019458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Alopecia  
Anger  
Breast calcifications  
Breast swelling  
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Detailed Report
9109352
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding  
Crying  
Depressed mood  
Depression  
Dysarthria  
Dyspepsia  
Dysphagia  
Dyspnoea  
Eye irritation  
Eye pruritus  
Fatigue  
Feeling abnormal  
Feeling of despair  
Galactorrhoea  
Hot flush  
Hypoaesthesia  
Memory impairment  
Muscle atrophy  
Muscle spasms  
Nausea  
Night sweats  
Oedema peripheral  
Pain  
Palpitations  
Premenstrual syndrome  
Rash  
Retching  
Rosacea  
Stress  
Throat irritation  
Vision blurred  
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Detailed Report
9109352
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vitamin B12 deficiency  
Vulvovaginal pain  
Weight abnormal  
Weight decreased  

9109706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109706 EXPEDITED (15-DAY) HO,OT FR-PFIZER
INC-2013061326

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Minidril S UNK  PFIZER
Dyspnoea XARELTO C UNK  
Infarction  
Musculoskeletal chest pain  
Phlebitis  

9109713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109713 NON-EXPEDITED US-BAYER-2013-019636 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9109837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109837 NON-EXPEDITED US-TEVA-387875USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lip ulceration PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9109948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109948 NON-EXPEDITED US-BAYER-2013-021034 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9109953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109953 NON-EXPEDITED US-BAYER-2013-022966 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9109955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109955 NON-EXPEDITED US-BAYER-2013-023006 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9109958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109958 NON-EXPEDITED US-BAYER-2013-021380 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9109966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109966 NON-EXPEDITED US-BAYER-2013-022217 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort Mirena S  BAYER
Device issue  
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Detailed Report
9109972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109972 NON-EXPEDITED US-BAYER-2013-020796 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9109974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9109974 NON-EXPEDITED US-BAYER-2013-022813 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9110009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110009 NON-EXPEDITED US-BAYER-2013-019531 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective Mirena S  BAYER

9110020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110020 NON-EXPEDITED US-BAYER-2013-023041 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9110123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110123 NON-EXPEDITED US-TEVA-386780USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Valtrex C  
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Detailed Report
9110150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110150 NON-EXPEDITED US-TEVA-387743USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  

9110201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110201 NON-EXPEDITED US-TEVA-387340USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

9110246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110246 NON-EXPEDITED US-TEVA-387344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9110276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110276 NON-EXPEDITED OT US-BAYER-2013-020137 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  
Off label use  

9110277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110277 NON-EXPEDITED OT US-BAYER-2013-021607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  
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Detailed Report
9110281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110281 NON-EXPEDITED OT US-BAYER-2013-021956 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Injury  
Pain  
Quality of life decreased  

9110282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110282 NON-EXPEDITED OT US-BAYER-2013-022741 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9110283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110283 NON-EXPEDITED OT US-BAYER-2013-020959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Injury  

9110287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110287 NON-EXPEDITED HO,LT US-BAYER-2013-019641 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
General physical health deterioration  
Infection  
Injury  
Pain  
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Detailed Report
9110314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110314 NON-EXPEDITED OT US-BAYER-2013-023068 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9110321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110321 NON-EXPEDITED OT US-BAYER-2013-020387 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9110324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110324 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-022430 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Gastrointestinal inflammation  
Sepsis  
Suppressed lactation  

9110327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110327 NON-EXPEDITED OT US-BAYER-2013-018723 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Dysmenorrhoea  
Genital haemorrhage  
Menorrhagia  
Migraine  
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Detailed Report
9110329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2013 9110329 NON-EXPEDITED OT US-BAYER-2013-004561 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anaemia  
Malaise  

8922780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 8922780 NON-EXPEDITED OT US-BAYER-2012-120563 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

8929054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 8929054 NON-EXPEDITED OT US-BAYER-2012-124214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  
Genital haemorrhage  

8929062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 8929062 NON-EXPEDITED OT US-BAYER-2012-124212 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8948732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 8948732 EXPEDITED (15-DAY) OT US-BAYER-2012-126973 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational diabetes Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  
Pregnancy with contraceptive device  

8992874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 8992874 NON-EXPEDITED OT US-BAYER-2012-136521 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Arthralgia  
Back pain  
Pain  
Pain in extremity  
Uterine tenderness  

9028196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9028196 NON-EXPEDITED US-BAYER-2013-007463 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
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Detailed Report
9028804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9028804 EXPEDITED (15-DAY) OT US-BAYER-2013-006105 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Ovarian cyst  
Urinary incontinence  
Uterine leiomyoma  

9030842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9030842 NON-EXPEDITED OT US-BAYER-2013-008716 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S  BAYER

9046871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9046871 NON-EXPEDITED OT US-BAYER-2013-005122 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9095754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9095754 NON-EXPEDITED OT US-BAYER-2013-020955 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9101026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9101026 NON-EXPEDITED US-BAYER-2013-016357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Discomfort  
Menorrhagia  
Pain  

9115088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115088 NON-EXPEDITED US-BAYER-2013-021047 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site rash Climara Pro S TRANSDERMAL UNK  BAYER
Dermatitis  

9115482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115482 NON-EXPEDITED OT US-BAYER-2013-021037 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  
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Detailed Report
9115483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115483 NON-EXPEDITED OT US-BAYER-2013-021458 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Genital haemorrhage  
Injury  
Pain  
Post procedural discomfort  

9115484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115484 NON-EXPEDITED OT US-BAYER-2013-021458 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Genital haemorrhage  
Injury  
Pain  
Post procedural discomfort  

9115486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115486 EXPEDITED (15-DAY) OT CA-BAYER-2013-020369 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemolytic uraemic syndrome MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Thrombotic thrombocytopenic purpura  
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Detailed Report
9115595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115595 NON-EXPEDITED OT US-BAYER-2013-021651 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9115671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115671 NON-EXPEDITED OT US-BAYER-2013-020890 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9115751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115751 EXPEDITED (15-DAY) OT US-BAYER-2013-021602 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Dyspareunia  
Migraine  
Ovarian cyst  
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Detailed Report
9115752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9115752 EXPEDITED (15-DAY) OT US-BAYER-2013-021602 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Dyspareunia  
Migraine  
Ovarian cyst  

9116096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116096 EXPEDITED (15-DAY) HO,LT FR-BAYER-2013-020151 27 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vena cava thrombosis DIANE (CYPROTERONE

ACETATE\ETHINYL ESTRADIOL)
S ORAL UNK  

Pulmonary embolism Mirena S INTRAUTERINE 20 µg, CONT  BAYER
Deep vein thrombosis  

9116294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116294 EXPEDITED (15-DAY) HO IT-PFIZER
INC-2013066016

35 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Loette S ORAL 1 DF, total dose  PFIZER
Pruritus generalised  
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Detailed Report
9116303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116303 NON-EXPEDITED OT US-BAYER-2013-020857 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9116304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116304 NON-EXPEDITED OT US-BAYER-2013-021046 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9116305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116305 NON-EXPEDITED OT US-BAYER-2013-021011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  
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Detailed Report
9116306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116306 NON-EXPEDITED OT US-BAYER-2013-021011 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9116320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116320 NON-EXPEDITED US-TEVA-388369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eructation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9116350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116350 NON-EXPEDITED OT US-BAYER-2013-021053 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9116425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116425 NON-EXPEDITED US-TEVA-387402USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9116437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116437 NON-EXPEDITED US-BAYER-2013-024140 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116452 NON-EXPEDITED US-BAYER-2013-023682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116453 EXPEDITED (15-DAY) OT RU-BAYER-2013-022565 41 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116492 NON-EXPEDITED US-TEVA-388017USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular OMEPRAZOLE C  

9116494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116494 EXPEDITED (15-DAY) HO PHHY2013FR017531 19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoperfusion LEELOO S ORAL 1 DF, QD  NOVARTIS
Pulmonary embolism  

9116520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116520 NON-EXPEDITED US-TEVA-387991USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9116542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116542 NON-EXPEDITED US-TEVA-388026USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9116610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116610 EXPEDITED (15-DAY) HO,OT FR-PFIZER
INC-2013062214

40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mesenteric artery thrombosis Trinordiol S ORAL UNK  PFIZER

9116771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116771 NON-EXPEDITED OT US-BAYER-2013-021399 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9116772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116772 NON-EXPEDITED OT US-BAYER-2013-020309 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device malfunction  
Procedural pain  
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Detailed Report
9116888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116888 NON-EXPEDITED US-BAYER-2013-022432 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  

9116906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116906 NON-EXPEDITED US-BAYER-2013-023511 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116907 NON-EXPEDITED US-BAYER-2013-022867 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116909 NON-EXPEDITED US-BAYER-2013-023440 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116910 NON-EXPEDITED US-BAYER-2013-023403 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116911 NON-EXPEDITED US-BAYER-2013-023723 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9116912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116912 NON-EXPEDITED US-BAYER-2013-020115 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Dyspareunia  
Menorrhagia  
Orgasm abnormal  

9116913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116913 NON-EXPEDITED US-BAYER-2013-023442 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116926 NON-EXPEDITED US-BAYER-2013-022737 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9116927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9116927 NON-EXPEDITED US-BAYER-2013-023733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9117103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9117103 NON-EXPEDITED OT US-BAYER-2013-021007 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
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9117105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9117105 NON-EXPEDITED OT US-BAYER-2013-021021 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9117547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9117547 EXPEDITED (15-DAY) DE,CA,OT CA-TEVA-388342USA Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anencephaly PLAN B S UNKNOWN  DURAMED
Death  

9117816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9117816 NON-EXPEDITED US-TEVA-387397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  
Pelvic pain  

9117911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9117911 NON-EXPEDITED US-TEVA-387997USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PAXIL C  
XYZAL C  
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9121239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9121239 EXPEDITED (15-DAY) OT FR-BAYER-2013-020763 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Renal vessel disorder  

9121356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9121356 NON-EXPEDITED OT US-BAYER-2013-021038 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9121368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9121368 NON-EXPEDITED OT US-BAYER-2013-021054 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  
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9121383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2013 9121383 NON-EXPEDITED OT US-BAYER-2013-021024 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

7419436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 7419436 EXPEDITED (15-DAY) OT US-
BAYER-201024534NA

31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Fentanyl C UNKNOWN 50 MCG/ML 2 ML AMP,

2 ITEMS
 

Infertility female Propofol C UNKNOWN 10 MG/ML  
Pelvic pain Oxygen C UNKNOWN  
Injury Dexamethasone C UNKNOWN 4MG/ML  
Emotional distress Ondansetron C UNKNOWN 2 MG/ML  
Device dislocation Midazolam C UNKNOWN 1 MG/ML  

8956455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 8956455 EXPEDITED (15-DAY) OT US-BAYER-2012-127851 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
Vaginal haemorrhage  
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8986583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 8986583 NON-EXPEDITED US-BAYER-2012-134565 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9011985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9011985 NON-EXPEDITED OT US-BAYER-2013-004334 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device difficult to use  

9016362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9016362 NON-EXPEDITED OT US-BAYER-2013-004537 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Procedural pain  
Pyrexia  
Uterine perforation  
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9052029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9052029 EXPEDITED (15-DAY) OT US-BAYER-2013-014257 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Chemical poisoning  
Grand mal convulsion  
Loss of consciousness  
Migraine  
Musculoskeletal pain  
Scar  

9077136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9077136 NON-EXPEDITED US-BAYER-2013-011956 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119424 NON-EXPEDITED US-BAYER-2013-024417 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119426 NON-EXPEDITED US-BAYER-2013-024078 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9119449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119449 NON-EXPEDITED OT US-BAYER-2013-020777 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine injury Mirena S 20 mcg/24hr  BAYER
Device deployment issue  
Dysmenorrhoea  
Dyspareunia  
Post procedural haemorrhage  
Procedural pain  

9119456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119456 NON-EXPEDITED OT US-BAYER-2013-023658 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119461 NON-EXPEDITED US-BAYER-2013-024477 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9119470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119470 NON-EXPEDITED US-BAYER-2013-022865 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

9119473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119473 NON-EXPEDITED US-BAYER-2013-023011 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9119476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119476 NON-EXPEDITED US-BAYER-2013-024295 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119480 NON-EXPEDITED US-BAYER-2013-024422 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119483 NON-EXPEDITED OT US-BAYER-2013-024097 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain  

9119484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119484 NON-EXPEDITED US-BAYER-2013-023722 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119493 NON-EXPEDITED US-BAYER-2013-023582 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119512 NON-EXPEDITED OT US-BAYER-2013-023483 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9119515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119515 EXPEDITED (15-DAY) HO RU-BAYER-2013-020273 41 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9119520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119520 NON-EXPEDITED OT US-BAYER-2013-023774 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Contraindication to medical treatment  

9119523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119523 NON-EXPEDITED OT US-BAYER-2013-021384 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9119526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119526 NON-EXPEDITED OT US-BAYER-2013-004811 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage Mirena S  BAYER
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Detailed Report
9119530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119530 NON-EXPEDITED OT US-BAYER-2013-021731 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Injury  
Pain  

9119538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119538 EXPEDITED (15-DAY) OT BR-BAYER-2013-024218 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometriosis Mirena S INTRAUTERINE 20 ?g, CONT  BAYER

Allurene S ORAL 1 DF, QD  

9119729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119729 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013063100

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder Trinordiol S ORAL triphasic 30-40-30  g/

50-75-125  g
 PFIZER

Migraine with aura  

9119925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119925 NON-EXPEDITED OT US-BAYER-2013-023702 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Drug ineffective  
Feeling abnormal  
Pregnancy with contraceptive device  
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Detailed Report
9119931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119931 NON-EXPEDITED US-BAYER-2013-023520 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9119982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119982 NON-EXPEDITED OT US-BAYER-2013-022010 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Emotional distress  
General physical health deterioration  
Injury  
Pain  

9119984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9119984 NON-EXPEDITED OT US-BAYER-2013-024433 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9120042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120042 EXPEDITED (15-DAY) OT FR-TEVA-388070ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy on oral contraceptive LEELOO S  DURAMED
Abortion induced  
Drug ineffective  
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Detailed Report
9120071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120071 EXPEDITED (15-DAY) OT RU-BAYER-2013-021249 35 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion threatened Yarina S UNK  BAYER

9120436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120436 EXPEDITED (15-DAY) HO PHHY2013FR017444 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Locked-in syndrome LEELOO S ORAL  NOVARTIS
Ataxia  
Cerebral infarction  
Dysarthria  
Ischaemic stroke  

9120461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120461 NON-EXPEDITED US-TEVA-387862USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9120487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120487 NON-EXPEDITED US-TEVA-387863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Birth Control Pills C  

9120601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120601 NON-EXPEDITED US-TEVA-388071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9120606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120606 NON-EXPEDITED US-TEVA-388144USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9120617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120617 NON-EXPEDITED US-TEVA-388140USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9120679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120679 EXPEDITED (15-DAY) OT US-BAYER-2013-021554 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hysteroscopy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine dilation and curettage  

9120694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120694 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-019459 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Alopecia  
Anger  
Breast calcifications  
Breast swelling  
Coital bleeding  
Convulsion  
Crying  
Depression  
Dysarthria  
Dyspepsia  
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9120694
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphagia  
Eye irritation  
Eye pruritus  
Fatigue  
Feeling abnormal  
Feeling of despair  
Galactorrhoea  
Hot flush  
Hypoaesthesia  
Lacrimation increased  
Memory impairment  
Muscle atrophy  
Muscle spasms  
Muscle twitching  
Nausea  
Night sweats  
Oedema peripheral  
Pain  
Palpitations  
Premenstrual syndrome  
Rash  
Retching  
Rosacea  
Stress  
Throat irritation  
Tonic convulsion  
Vision blurred  
Vitamin B12 deficiency  
Vulvovaginal pain  
Weight abnormal  
Weight decreased  

Page: 13,122 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9120770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9120770 NON-EXPEDITED US-TEVA-388132USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9121039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2013 9121039 EXPEDITED (15-DAY) HO FR-TEVA-387659ISR 19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism LEELOO S ORAL 1 Dosage forms Daily;

levonorgestrel 0.1 mg/
ethinylestradiol 0.02 mg

 DURAMED

Hypoperfusion  

8855070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8855070 NON-EXPEDITED US-BAYER-2012-108228 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Drug ineffective  

8916378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8916378 NON-EXPEDITED OT US-BAYER-2012-121431 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
8916594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8916594 NON-EXPEDITED OT US-BAYER-2012-118971 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER
Menorrhagia DEPO PROVERA C  
Menorrhagia Black bean supplement C  
Vaginal discharge  

8961830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8961830 EXPEDITED (15-DAY) HO,DS IE-BAYER-2012-126472 44 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysarthria  
Muscular weakness  

8981450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8981450 NON-EXPEDITED OT US-BAYER-2012-133843 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8985129 NON-EXPEDITED OT US-BAYER-2012-134326 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

Page: 13,124 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
8986526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 8986526 NON-EXPEDITED OT US-BAYER-2012-134800 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device expulsion  

9003271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9003271 NON-EXPEDITED US-BAYER-2013-002325 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower LORATADIN C 10 mg, QD  

VESICARE C 5 mg, QD  
WELLBUTRIN C 75 mg, QD  

9007131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9007131 NON-EXPEDITED US-BAYER-2013-001559 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Acne  
Breast pain  
Feeling abnormal  
Insomnia  
Loss of libido  
Menstruation delayed  
Mood altered  
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9028805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9028805 NON-EXPEDITED OT US-BAYER-2013-009551 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device dislocation  

9029345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9029345 NON-EXPEDITED US-BAYER-2013-008293 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9044674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9044674 NON-EXPEDITED OT US-BAYER-2013-012016 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9109290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9109290 NON-EXPEDITED US-BAYER-2013-023005 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9114701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9114701 NON-EXPEDITED OT US-BAYER-2013-009910 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Climara Pro S TRANSDERMAL UNK  BAYER
Product adhesion issue  
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9121930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9121930 NON-EXPEDITED OT US-BAYER-2013-022265 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9121932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9121932 NON-EXPEDITED OT US-BAYER-2013-022328 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device expulsion  
Device issue  
Genital haemorrhage  
Menorrhagia  

9122045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122045 NON-EXPEDITED US-BAYER-2013-024259 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122052 NON-EXPEDITED OT US-BAYER-2013-022850 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Pelvic pain  
Vaginal discharge  
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9122063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122063 NON-EXPEDITED US-BAYER-2013-024820 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122074 NON-EXPEDITED US-BAYER-2013-023670 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122081 NON-EXPEDITED US-BAYER-2013-022852 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9122281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122281 NON-EXPEDITED US-BAYER-2013-024761 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122287 NON-EXPEDITED US-BAYER-2013-024780 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122398 NON-EXPEDITED US-BAYER-2013-024819 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9122435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122435 NON-EXPEDITED US-BAYER-2013-024957 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122439 NON-EXPEDITED US-BAYER-2013-025083 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122440 NON-EXPEDITED US-BAYER-2013-024468 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122448 NON-EXPEDITED US-BAYER-2013-024108 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9122471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122471 NON-EXPEDITED US-BAYER-2013-022648 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9122477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122477 NON-EXPEDITED OT US-BAYER-2013-022421 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Device expulsion  
Menstruation irregular  

9122528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122528 NON-EXPEDITED OT US-BAYER-2013-024919 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9122629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9122629 NON-EXPEDITED US-BAYER-2013-024378 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123026 EXPEDITED (15-DAY) OT FR-TEVA-388072ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy on oral contraceptive LEELOO S  DURAMED
Abortion induced  
Drug ineffective  

9123577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123577 EXPEDITED (15-DAY) OT FR-TEVA-388688ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LEELOO S  DURAMED
Abortion induced  
Pregnancy on contraceptive  
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9123624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123624 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013064445

26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Movement disorder Adepal S ORAL biphasic ethinylestradiol

30-40  g/ levonorgestrel
150-200  g

 PFIZER

Headache  
Muscle disorder  
Paraesthesia  

9123689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123689 EXPEDITED (15-DAY) DE,HO FR-PFIZER
INC-2013068962

18 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral venous thrombosis Minidril S ORAL ethinylestradiol 30 ug/

levonorgestrel 150 ug
 PFIZER

9123861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123861 NON-EXPEDITED OT US-BAYER-2013-025059 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9123909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9123909 EXPEDITED (15-DAY) HO GB-BAYER-2013-022282 16 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness ETHINYL ESTRADIOL

\LEVONORGESTREL
S  BAYER

Migraine  
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Detailed Report
9124001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124001 NON-EXPEDITED US-TEVA-387771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Antihypertensive S  
Lopressor C  

9124044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124044 EXPEDITED (15-DAY) OT GB-BAYER-2013-023491 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  

9124103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124103 NON-EXPEDITED OT US-BAYER-2013-024491 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124107 EXPEDITED (15-DAY) OT FR-TEVA-388687ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LEELOO S  DURAMED
Abortion induced  
Pregnancy on oral contraceptive  

9124109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124109 NON-EXPEDITED US-TEVA-388129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9124126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124126 EXPEDITED (15-DAY) OT FR-TEVA-388689ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LEELOO S  DURAMED
Abortion induced  
Pregnancy on contraceptive  

9124167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124167 NON-EXPEDITED US-TEVA-388146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9124184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124184 NON-EXPEDITED US-TEVA-388270USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PROZAC C  
XANAX C  

9124376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124376 EXPEDITED (15-DAY) DE,HO PHHY2013FR018629 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral thrombosis LEELOO S ORAL  NOVARTIS
Headache PARACETAMOL C 1 DF, PRN  
Convulsion  
Dizziness  
Pupil fixed  
Pupils unequal  
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Detailed Report
9124398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124398 NON-EXPEDITED US-BAYER-2013-024965 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9124527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124527 NON-EXPEDITED US-TEVA-387784USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  

9124532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124532 NON-EXPEDITED US-TEVA-387775USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9124639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124639 EXPEDITED (15-DAY) OT DE-BAYER-2013-024190 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE  BAYER

9124644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124644 NON-EXPEDITED OT US-BAYER-2013-024969 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9124708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124708 NON-EXPEDITED US-TEVA-388290USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9124710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124710 EXPEDITED (15-DAY) OT US-BAYER-2013-024383 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Tremor  

9124728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124728 EXPEDITED (15-DAY) OT CA-BAYER-2013-021619 48 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation AVAPRO C  
Hysterectomy BISOPROLOL C UNK  
Uterine haemorrhage  
Uterine spasm  

9124733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124733 EXPEDITED (15-DAY) HO,OT US-TEVA-387579USA < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apnoea COPAXONE S UNKNOWN  TEVA
Heart rate decreased BACLOFEN S  
Maternal drugs affecting foetus INTROVALE S  

PRENATAL VITAMINS C  

9124911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9124911 NON-EXPEDITED US-TEVA-388284USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9125161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9125161 EXPEDITED (15-DAY) HO,LT CA-BAYER-2013-021588 44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression  
Fatigue  
Irritability  
Suicidal ideation  

9125172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9125172 NON-EXPEDITED US-TEVA-388030USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9125224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9125224 NON-EXPEDITED US-TEVA-388068USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flatulence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pelvic pain  

9125739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2013 9125739 NON-EXPEDITED US-TEVA-388276USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8959061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 8959061 NON-EXPEDITED OT US-BAYER-2012-128719 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain WELLBUTRIN C UNK  
Device breakage  
Procedural haemorrhage  

9006536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9006536 NON-EXPEDITED OT US-BAYER-2013-003284 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

9107150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9107150 NON-EXPEDITED OT US-BAYER-2013-021012 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9125736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9125736 EXPEDITED (15-DAY) OT FR-BAYER-2013-020818 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian adenoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126721 NON-EXPEDITED OT US-BAYER-2013-024413 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chloasma  
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9126733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126733 EXPEDITED (15-DAY) OT DE-BAYER-2013-025271 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Meningioma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126902 NON-EXPEDITED US-BAYER-2013-025680 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126903 NON-EXPEDITED US-BAYER-2013-025106 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126908 NON-EXPEDITED US-BAYER-2013-025550 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126909 NON-EXPEDITED US-BAYER-2013-024282 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9126914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126914 NON-EXPEDITED US-BAYER-2013-025686 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9126943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9126943 NON-EXPEDITED US-BAYER-2013-025706 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9127158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9127158 EXPEDITED (15-DAY) LT,OT FR-PFIZER
INC-2013067480

51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke Trinordiol S ORAL UNK  PFIZER
Phlebitis  
Pulmonary embolism  

9127580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9127580 NON-EXPEDITED OT US-BAYER-2013-025587 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9128652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9128652 NON-EXPEDITED OT US-BAYER-2013-024960 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9128837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9128837 EXPEDITED (15-DAY) OT FR-TEVA-388703ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy on oral contraceptive LEELOO S  DURAMED
Abortion induced  
Drug ineffective  
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Detailed Report
9129001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129001 NON-EXPEDITED US-BAYER-2013-025417 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9129006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129006 NON-EXPEDITED US-BAYER-2013-026094 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9129028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129028 EXPEDITED (15-DAY) OT US-BAYER-2013-024304 42 YR Female USA
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9129028
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Iron deficiency Mirena S 20 mcg/24hr, CONT  BAYER
Constipation Mirena S 20 mcg/dL, CONT  BAYER
Hot flush PROZAC C 60 mg, QD  
Night sweats KLONOPIN C 1 mg, PRN  
Convulsion AMBIEN C 10 mg, UNK  
Stress ELAVIL C 10 mg, PRN  
Visual impairment SINGULAIR C 10 mg, UNK  
Multiple sclerosis SYMBICORT C 2 puff(s), QD  
Conversion disorder ALBUTEROL NEBULIZER C  
Ovarian cyst SKELAXIN C  
Anxiety  
Asthenia  
Blindness transient  
Chills  
Diplopia  
Eosinophil count increased  
Fall  
Haematocrit decreased  
Intervertebral disc protrusion  
Mean platelet volume decreased  
Menopausal symptoms  
Monocyte count increased  
Motor dysfunction  
Platelet count increased  
Procedural pain  
Red blood cell count decreased  
Tremor  
Vision blurred  
Visual impairment  
Vitamin D deficiency  
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Detailed Report
9129794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129794 NON-EXPEDITED OT US-BAYER-2013-023644 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9129900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129900 EXPEDITED (15-DAY) OT FR-TEVA-372993ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Keratitis LEELOO S  DURAMED
Asthenopia  
Contact lens intolerance  
Dry eye  
Eye irritation  
Eye pruritus  
Lacrimal disorder  
Ocular hyperaemia  
Oedema peripheral  

9129946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9129946 NON-EXPEDITED OT US-BAYER-2013-025700 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9130014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2013 9130014 NON-EXPEDITED OT US-BAYER-2013-024822 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pain  
Ruptured ectopic pregnancy  
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Detailed Report
8877077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 8877077 NON-EXPEDITED OT US-BAYER-2012-110398 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion VALTREX C UNK UNK, PRN  

MULTIVITAMINS C UNK; Daily  

8985303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 8985303 EXPEDITED (15-DAY) OT US-BAYER-2012-133479 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Therapeutic response unexpected  

9099899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9099899 NON-EXPEDITED OT US-BAYER-2013-019538 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9101319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9101319 NON-EXPEDITED OT US-TEVA-386510USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain XANAX C  
Vomiting TRAZODONE C  
Off label use ZOLOFT C  
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9103684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9103684 EXPEDITED (15-DAY) OT NL-BAYER-2013-020028 34 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Borderline ovarian tumour Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal distension  
Diarrhoea  
Ovarian enlargement  

9104014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9104014 NON-EXPEDITED OT US-BAYER-2012-086777 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal CONCEPT C  
Device dislocation DOXYCYCLINE HYCLATE C  
Device dislocation  
Fear  
Nervousness  
Procedural pain  

9110311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9110311 NON-EXPEDITED OT US-BAYER-2013-021936 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9115476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9115476 NON-EXPEDITED OT US-BAYER-2013-021702 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9116120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9116120 NON-EXPEDITED US-BAYER-2013-024302 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Drug ineffective  

9130727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130727 NON-EXPEDITED HO US-BAYER-2013-023579 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9130728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130728 NON-EXPEDITED OT US-BAYER-2013-023368 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Breast pain  
Breast swelling  
Insomnia  
Off label use  
Weight increased  

9130729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130729 NON-EXPEDITED OT US-BAYER-2013-022100 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  
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Detailed Report
9130730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130730 NON-EXPEDITED OT US-BAYER-2013-021980 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9130731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130731 NON-EXPEDITED OT US-BAYER-2013-023652 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  
Breast tenderness  
Contraindication to medical treatment  

9130733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130733 NON-EXPEDITED OT US-TEVA-388145USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  
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Detailed Report
9130740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130740 NON-EXPEDITED OT US-TEVA-388366USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Drug ineffective  
Headache  
Menstruation delayed  
Nausea  
Nipple pain  
Pelvic pain  

9130751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130751 NON-EXPEDITED OT US-BAYER-2013-023666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Beta haemolytic streptococcal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9130785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130785 NON-EXPEDITED OT US-BAYER-2013-022006 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9130838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130838 NON-EXPEDITED US-TEVA-387877USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9130868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130868 NON-EXPEDITED US-BAYER-2013-025589 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9130870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130870 NON-EXPEDITED US-BAYER-2013-025675 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  

9130871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130871 NON-EXPEDITED US-BAYER-2013-026214 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9130884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9130884 NON-EXPEDITED US-BAYER-2013-021476 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131104 NON-EXPEDITED US-BAYER-2013-022906 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased Mirena S UNK  BAYER
Fatigue  
Migraine  
Weight increased  
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Detailed Report
9131108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131108 NON-EXPEDITED US-BAYER-2013-026153 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric dilatation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  

9131166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131166 NON-EXPEDITED OT US-BAYER-2013-026042 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9131225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131225 NON-EXPEDITED US-BAYER-2013-018808 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131232 NON-EXPEDITED US-BAYER-2013-026506 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131263 NON-EXPEDITED US-BAYER-2013-018458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue Climara Pro S  BAYER
Feeling cold  
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Detailed Report
9131367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131367 NON-EXPEDITED OT US-TEVA-389146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  

9131843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131843 NON-EXPEDITED US-BAYER-2013-026514 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131845 NON-EXPEDITED OT US-BAYER-2013-026202 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131848 NON-EXPEDITED OT US-BAYER-2013-021970 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9131860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9131860 NON-EXPEDITED OT US-BAYER-2013-025248 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
9132051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9132051 NON-EXPEDITED US-BAYER-2013-024320 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Application site rash Climara Pro S  BAYER
Application site reaction  
Dry skin  

9132595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9132595 NON-EXPEDITED OT US-BAYER-2013-024951 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Feeling abnormal  
Hypoaesthesia  
Paraesthesia  
Pregnancy with contraceptive device  

9133247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2013 9133247 EXPEDITED (15-DAY) DE US-TEVA-388327USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9045303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2013 9045303 NON-EXPEDITED OT US-TEVA-380949USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Drug ineffective  
Dyspepsia  
Fatigue  
Menstruation irregular  
Vaginal discharge  
Vaginal haemorrhage  

9133664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2013 9133664 EXPEDITED (15-DAY) HO,DS FR-TEVA-387657ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke LEELOO S ORAL levonorgestrel 0.1 mg/

ethinylestradiol 0.02 mg
 DURAMED

Locked-in syndrome  

9133694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2013 9133694 NON-EXPEDITED OT US-TEVA-388351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
Pregnancy  
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Detailed Report
8138382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8138382 NON-EXPEDITED OT US-BAYER-2011-082476 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Uterine pain  
Uterine perforation  
Vaginal haemorrhage  

8561702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8561702 NON-EXPEDITED US-BAYER-2012-044689 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal discomfort  
Device issue  
Drug ineffective  
Pelvic discomfort  
Pregnancy with contraceptive device  

8774748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8774748 NON-EXPEDITED OT US-BAYER-2012-090802 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Pelvic pain  
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Detailed Report
8903771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8903771 NON-EXPEDITED OT US-BAYER-2012-112966 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Pelvic pain  

8951408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8951408 NON-EXPEDITED US-BAYER-2012-124486 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Alopecia  
Blood pressure increased  
Insomnia  
Irritability  
Libido decreased  
Mood altered  
Weight increased  

8963045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8963045 NON-EXPEDITED OT US-BAYER-2012-130662 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Menstruation delayed  
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Detailed Report
8970672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8970672 NON-EXPEDITED US-BAYER-2012-132401 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8985150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 8985150 NON-EXPEDITED OT US-BAYER-2012-133501 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Anxiety  
Feeling cold  
Hypoaesthesia  
Insomnia  

9031991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9031991 NON-EXPEDITED OT US-BAYER-2013-007165 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Device issue  
Dyspareunia  
Nausea  
Vulvovaginal pain  
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Detailed Report
9047163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9047163 NON-EXPEDITED US-TEVA-382696USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Menstruation irregular  

9070415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9070415 NON-EXPEDITED US-BAYER-2013-018733 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Off label use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Procedural pain  

9089413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9089413 NON-EXPEDITED OT US-BAYER-2013-010184 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  

9100139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9100139 EXPEDITED (15-DAY) OT NL-BAYER-2013-016792 42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER

9106383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9106383 NON-EXPEDITED OT US-TEVA-387360USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S  DURAMED
Drug ineffective  
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9109178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9109178 NON-EXPEDITED OT US-TEVA-387444USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  

9112519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9112519 NON-EXPEDITED US-TEVA-384633USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Sertraline C  

9112545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9112545 NON-EXPEDITED US-TEVA-384851USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9114446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9114446 NON-EXPEDITED US-TEVA-385246USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea Robitussin C  
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9119316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9119316 NON-EXPEDITED US-TEVA-381065USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  
Metrorrhagia  
Panic attack  
Pelvic pain  

9124681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9124681 NON-EXPEDITED OT US-BAYER-2013-005509 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Asthenia  
Back pain  
Device dislocation  
Feeling abnormal  
Weight increased  

9134484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134484 EXPEDITED (15-DAY) HO JP-BAYER-2013-024555 52 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervix carcinoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Metrorrhagia  

9134485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134485 NON-EXPEDITED US-BAYER-2013-019706 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9134521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134521 NON-EXPEDITED US-BAYER-2013-026182 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134524 NON-EXPEDITED US-BAYER-2013-026571 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134526 NON-EXPEDITED US-BAYER-2013-026877 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134537 NON-EXPEDITED US-BAYER-2013-026831 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134649 EXPEDITED (15-DAY) OT ES-BAYER-2013-024837 39 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis Mirena S 20 mcg/24hr, CONT  BAYER
Pain in extremity Levothroid C UNK  

9134911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134911 NON-EXPEDITED US-BAYER-2013-026880 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9134913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134913 NON-EXPEDITED US-BAYER-2013-024881 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134915 NON-EXPEDITED US-BAYER-2013-025297 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER

9134920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134920 NON-EXPEDITED US-BAYER-2013-026100 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9134971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9134971 NON-EXPEDITED US-BAYER-2013-025694 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9135007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9135007 NON-EXPEDITED US-BAYER-2013-026889 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9135050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9135050 NON-EXPEDITED US-BAYER-2013-020173 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus  
Rash papular  
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Detailed Report
9135081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9135081 NON-EXPEDITED US-BAYER-2013-024100 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9135322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9135322 NON-EXPEDITED US-BAYER-2013-019769 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9135512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9135512 NON-EXPEDITED US-BAYER-2013-019719 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomyces test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9136305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9136305 NON-EXPEDITED US-BAYER-2013-027423 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9136513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9136513 NON-EXPEDITED US-BAYER-2013-027311 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9136614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9136614 NON-EXPEDITED US-BAYER-2013-026081 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9136848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9136848 NON-EXPEDITED OT US-BAYER-2013-024391 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9137047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137047 NON-EXPEDITED OT US-BAYER-2013-025418 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S UNK UNK, CONT  BAYER

9137216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137216 NON-EXPEDITED US-TEVA-388111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137288 NON-EXPEDITED OT US-BAYER-2013-024248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9137581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137581 NON-EXPEDITED US-TEVA-388505USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9137616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137616 NON-EXPEDITED HO,LT US-BAYER-2013-023762 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Anhedonia  
Anxiety  
Device dislocation  
General physical health deterioration  
Infection  
Injury  
Pain  
Pregnancy with contraceptive device  

9137668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137668 NON-EXPEDITED US-TEVA-387880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137726 NON-EXPEDITED OT US-BAYER-2013-026263 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Device dislocation  
Pain  
Uterine perforation  
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Detailed Report
9137768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137768 NON-EXPEDITED US-TEVA-388515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Oropharyngeal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137790 EXPEDITED (15-DAY) OT CA-BAYER-2013-023051 18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menorrhagia Mirena S  BAYER
Abdominal pain  
Abdominal tenderness  
Complication of device removal  
Device difficult to use  
Device expulsion  
Device issue  
Discomfort  
Genital haemorrhage  
Procedural pain  

9137808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137808 EXPEDITED (15-DAY) OT GB-BAYER-2013-026431 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  
Ocular hypertension  
Photopsia  
Retinal artery embolism  
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Detailed Report
9137865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137865 NON-EXPEDITED US-TEVA-387886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137881 NON-EXPEDITED US-TEVA-388122USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137886 NON-EXPEDITED US-TEVA-388118USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9137922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137922 NON-EXPEDITED US-TEVA-387878USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9137991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9137991 NON-EXPEDITED US-TEVA-388496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9138005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138005 NON-EXPEDITED US-TEVA-388405USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9138034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138034 NON-EXPEDITED US-TEVA-388650USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9138036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138036 NON-EXPEDITED US-TEVA-388139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9138054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138054 NON-EXPEDITED US-TEVA-388091USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9138079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138079 NON-EXPEDITED US-TEVA-388397USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension ALLERGY MEDICATION C  
Fatigue  
Nausea  

9138084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138084 NON-EXPEDITED US-TEVA-388126USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9138094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138094 NON-EXPEDITED OT US-BAYER-2013-026205 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9138171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2013 9138171 NON-EXPEDITED US-TEVA-388391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Headache  
Nausea  
Pelvic pain  
Vomiting  

8575607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8575607 NON-EXPEDITED OT US-BAYER-2012-048980 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device GLIPIZIDE C  
Device difficult to use  
Device dislocation  
Dizziness  
Drug ineffective  
Nausea  
Premature delivery  
Vaginal haemorrhage  
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Detailed Report
8916649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8916649 NON-EXPEDITED OT US-BAYER-2012-119368 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8951008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8951008 NON-EXPEDITED US-BAYER-2012-127162 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Drug ineffective  
Menstrual disorder  

8971510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8971510 NON-EXPEDITED OT US-BAYER-2012-131752 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Vaginal haemorrhage  

8978958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8978958 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-133418 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Cyst rupture  
Device expulsion  
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Detailed Report
8985144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8985144 NON-EXPEDITED OT US-BAYER-2012-134317 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device expulsion  
Genital infection  
Medical device discomfort  
Vaginal discharge  
Vulvovaginal burning sensation  
Vulvovaginal candidiasis  
Vulvovaginal pruritus  

8996653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 8996653 NON-EXPEDITED US-BAYER-2013-000893 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9001813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9001813 EXPEDITED (15-DAY) OT US-BAYER-2013-001554 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device dislocation  
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9003950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9003950 EXPEDITED (15-DAY) HO,LT US-BAYER-2013-001447 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sepsis Mirena S INTRAUTERINE UNK  BAYER
Malaise  
Pain  
Pyrexia  

9012001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9012001 NON-EXPEDITED US-TEVA-380256USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PHENTERMINE C ORAL  

9015534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9015534 NON-EXPEDITED OT US-BAYER-2013-004464 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  

9028192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9028192 NON-EXPEDITED HO US-BAYER-2013-008593 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9062178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9062178 EXPEDITED (15-DAY) US-BAYER-2013-008508 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unintentional medical device removal by patient  
Vaginal discharge  

9090219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9090219 NON-EXPEDITED OT US-BAYER-2013-009599 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Medical device discomfort  

9114445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9114445 EXPEDITED (15-DAY) HO,OT IL-BAYER-2013-011952 34 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Haemorrhage  
Ovarian torsion  
Pregnancy with contraceptive device  

9138638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138638 EXPEDITED (15-DAY) OT SE-BAYER-2013-024025 21 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depressed mood  
Depression  
Panic attack  
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Detailed Report
9138657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138657 NON-EXPEDITED OT US-TEVA-389258USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective STRATTERA C  

CELEXA C  

9138663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138663 EXPEDITED (15-DAY) OT US-TEVA-389314USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nephrolithiasis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Pain  

9138680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138680 NON-EXPEDITED OT US-BAYER-2013-027626 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9138681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138681 NON-EXPEDITED OT US-BAYER-2013-026898 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine pain  

9138684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138684 NON-EXPEDITED OT US-BAYER-2013-027688 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9138686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138686 NON-EXPEDITED OT US-BAYER-2013-026487 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9138690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138690 NON-EXPEDITED OT US-BAYER-2013-026946 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9138691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138691 NON-EXPEDITED OT US-BAYER-2013-026731 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy test positive Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9138704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138704 NON-EXPEDITED OT US-BAYER-2013-027550 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  
Weight decreased  

9138711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138711 NON-EXPEDITED OT US-BAYER-2013-026764 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9138750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138750 NON-EXPEDITED OT US-BAYER-2013-027376 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9138956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138956 NON-EXPEDITED US-BAYER-2013-024279 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9138962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138962 NON-EXPEDITED US-BAYER-2013-026623 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9138965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138965 NON-EXPEDITED US-BAYER-2013-027542 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9138983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138983 NON-EXPEDITED US-BAYER-2013-027604 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9138989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138989 NON-EXPEDITED US-BAYER-2013-027356 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9138999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9138999 NON-EXPEDITED US-BAYER-2013-026844 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S  BAYER

9139015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139015 NON-EXPEDITED US-BAYER-2013-027368 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139021 NON-EXPEDITED US-BAYER-2013-026887 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139024 NON-EXPEDITED US-BAYER-2013-027533 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139026 NON-EXPEDITED US-BAYER-2013-023513 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9139031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139031 NON-EXPEDITED US-BAYER-2013-023439 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  

9139039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139039 NON-EXPEDITED US-BAYER-2013-024786 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9139041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139041 NON-EXPEDITED US-BAYER-2013-026667 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139045 NON-EXPEDITED US-BAYER-2013-021717 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective Climara Pro S TRANSDERMAL UNK  BAYER

UNKNOWN DRUG C  
UNKNOWN DRUG C  

9139046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139046 NON-EXPEDITED US-BAYER-2013-026673 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9139059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139059 NON-EXPEDITED US-BAYER-2013-027314 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9139065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139065 NON-EXPEDITED US-BAYER-2013-027645 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139071 NON-EXPEDITED US-BAYER-2013-027526 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139073 NON-EXPEDITED US-BAYER-2013-027616 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139076 NON-EXPEDITED US-BAYER-2013-027435 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139118 NON-EXPEDITED US-BAYER-2013-027748 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9139143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139143 NON-EXPEDITED US-BAYER-2013-025648 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue Climara Pro S TRANSDERMAL 0.045mg/0.015mg/day  BAYER
Drug dose omission  

9139237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139237 NON-EXPEDITED US-BAYER-2013-026680 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sciatica Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Back pain  
Hypoaesthesia  
Hypomenorrhoea  
Menstruation delayed  
Pain  

9139259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139259 NON-EXPEDITED US-BAYER-2013-027632 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139573 EXPEDITED (15-DAY) OT AU-BAYER-2013-027704 44 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lichen planus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9139883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139883 NON-EXPEDITED OT US-BAYER-2013-026981 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device physical property issue  
Ectopic pregnancy  
Pain  

9139888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139888 EXPEDITED (15-DAY) OT CA-BAYER-2013-026255 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suppressed lactation MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9139953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9139953 NON-EXPEDITED OT US-BAYER-2013-026713 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9140348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140348 NON-EXPEDITED US-BAYER-2013-024357 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9140374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140374 NON-EXPEDITED OT US-BAYER-2013-026602 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Device dislocation  
Device physical property issue  

9140426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140426 EXPEDITED (15-DAY) OT US-BAYER-2013-026830 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device issue  
Habitual abortion  
Pregnancy with contraceptive device  
Vomiting in pregnancy  

9140441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140441 NON-EXPEDITED US-BAYER-2013-026693 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9140468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140468 NON-EXPEDITED US-BAYER-2013-028044 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9140491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140491 NON-EXPEDITED US-BAYER-2013-024395 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9140536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140536 NON-EXPEDITED US-BAYER-2013-028095 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9140626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140626 NON-EXPEDITED US-BAYER-2013-027387 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Hypoglycaemia  
Toxicity to various agents  
Tremor  

9140905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140905 NON-EXPEDITED OT AU-BAYER-2013-027699 43 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomycosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9140991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9140991 NON-EXPEDITED US-TEVA-388388USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Singulair C  
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Detailed Report
9141010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141010 NON-EXPEDITED US-TEVA-388383USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9141055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141055 NON-EXPEDITED US-TEVA-388529USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9141063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141063 NON-EXPEDITED US-TEVA-388575USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9141070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141070 NON-EXPEDITED US-TEVA-388535USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
Dizziness  
Off label use  
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Detailed Report
9141095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141095 NON-EXPEDITED US-TEVA-389150USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  
Off label use  
Pelvic pain  

9141099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2013 9141099 NON-EXPEDITED US-TEVA-389148USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8691424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8691424 NON-EXPEDITED OT US-BAYER-2012-074556 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
General physical condition abnormal  
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Detailed Report
8770006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8770006 NON-EXPEDITED OT US-BAYER-2012-090232 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Cold sweat  
Device dislocation  
Malaise  
Pain  
Poor quality sleep  
Post procedural discomfort  
Procedural nausea  
Procedural pain  
Uterine pain  
Vaginal haemorrhage  

8798141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8798141 NON-EXPEDITED US-BAYER-2012-096502 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

8893173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8893173 NON-EXPEDITED US-BAYER-2012-114266 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain HYDROXYZINE HCL C ORAL 50 mg, TT po q 6 hours

prn
 

Pain COMMIT C 4 mg, use as directed  
Abdominal pain lower WELLBUTRIN XL C ORAL 150 mg, T po qday  
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Detailed Report
8963079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8963079 EXPEDITED (15-DAY) OT US-BAYER-2012-129802 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Subchorionic haemorrhage BYSTOLIC C  
Haemorrhage in pregnancy MAXZIDE C  
Abortion spontaneous  
Drug ineffective  
Pregnancy with contraceptive device  

8971602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8971602 EXPEDITED (15-DAY) OT US-BAYER-2012-131099 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vomiting  

8978941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 8978941 NON-EXPEDITED OT US-BAYER-2012-133977 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Dizziness  
Vision blurred  

Page: 13,185 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9005086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9005086 NON-EXPEDITED OT US-BAYER-2013-002655 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  
Dysmenorrhoea  
Dyspareunia  
Menorrhagia  
Menstruation irregular  
Pelvic pain  
Pollakiuria  
Post procedural haemorrhage  
Unevaluable event  

9051242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9051242 NON-EXPEDITED OT US-BAYER-2013-014198 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  

9102838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9102838 NON-EXPEDITED US-BAYER-2013-020127 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
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Detailed Report
9104713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9104713 NON-EXPEDITED US-BAYER-2013-021688 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9110320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9110320 EXPEDITED (15-DAY) OT US-BAYER-2013-019515 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Pregnancy with contraceptive device  
Tumour haemorrhage  
Vaginal discharge  

9124699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9124699 EXPEDITED (15-DAY) OT DE-BAYER-2013-022017 23 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142551 NON-EXPEDITED US-TEVA-388739USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9142555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142555 EXPEDITED (15-DAY) OT CH-BAYER-2013-026419 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9142570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142570 NON-EXPEDITED OT US-BAYER-2013-028246 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine leiomyoma  

9142571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142571 NON-EXPEDITED OT US-BAYER-2013-027958 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142572 NON-EXPEDITED OT US-BAYER-2013-028088 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9142573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142573 EXPEDITED (15-DAY) OT US-BAYER-2013-026982 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abdominal pain lower  

9142575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142575 NON-EXPEDITED OT US-BAYER-2013-027363 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9142577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142577 NON-EXPEDITED OT US-BAYER-2013-027860 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Dry skin  

9142578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142578 NON-EXPEDITED OT US-BAYER-2013-028166 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142579 NON-EXPEDITED OT US-BAYER-2013-028287 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9142591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142591 NON-EXPEDITED OT US-BAYER-2013-027955 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Procedural pain  

9142594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142594 NON-EXPEDITED OT US-BAYER-2013-028149 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9142719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142719 NON-EXPEDITED US-BAYER-2013-023717 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142753 NON-EXPEDITED US-BAYER-2013-026860 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142771 NON-EXPEDITED US-BAYER-2013-026048 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge Mirena S  BAYER
Acne Mirena S  BAYER
Vaginal discharge ACCUTANE C UNK  
Fungal infection  

9142772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142772 NON-EXPEDITED US-BAYER-2013-024246 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS  BAYER

9142777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142777 NON-EXPEDITED US-BAYER-2013-026512 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S UNK  BAYER
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9142808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142808 NON-EXPEDITED US-BAYER-2013-027895 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142813 NON-EXPEDITED US-BAYER-2013-028184 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142815 NON-EXPEDITED US-BAYER-2013-027524 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142816 NON-EXPEDITED US-BAYER-2013-028231 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142821 NON-EXPEDITED US-BAYER-2013-027404 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9142824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142824 NON-EXPEDITED US-BAYER-2013-028337 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Drug ineffective  

9142825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142825 NON-EXPEDITED US-BAYER-2013-028334 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142831 NON-EXPEDITED US-BAYER-2013-028270 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142833 NON-EXPEDITED US-BAYER-2013-028058 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142849 NON-EXPEDITED US-BAYER-2013-026933 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 13,192 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9142852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142852 NON-EXPEDITED US-BAYER-2013-027864 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9142951 NON-EXPEDITED US-BAYER-2013-028201 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9143370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143370 NON-EXPEDITED US-TEVA-388750USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9143416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143416 NON-EXPEDITED US-TEVA-388754USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9143512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143512 NON-EXPEDITED US-BAYER-2013-026951 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9143517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143517 NON-EXPEDITED US-TEVA-388967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9143525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143525 NON-EXPEDITED US-TEVA-388769USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9143549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143549 NON-EXPEDITED US-BAYER-2013-028004 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9143551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143551 EXPEDITED (15-DAY) OT US-BAYER-2013-027447 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amnesia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Agnosia  
Amenorrhoea  
Grand mal convulsion  
Hypomenorrhoea  
Seizure cluster  
Unintentional medical device removal by patient  

9143558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143558 NON-EXPEDITED OT US-BAYER-2013-028247 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9143562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143562 NON-EXPEDITED US-TEVA-388974USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9143563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143563 NON-EXPEDITED US-TEVA-388772USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gingival bleeding PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia ZOLOFT C  

9143637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143637 NON-EXPEDITED US-TEVA-388980USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9143704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143704 NON-EXPEDITED US-TEVA-389014USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9143763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143763 NON-EXPEDITED US-TEVA-389539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9143839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143839 NON-EXPEDITED US-BAYER-2013-028730 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
9143859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143859 NON-EXPEDITED US-BAYER-2013-024132 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  
Pain  

9143884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143884 NON-EXPEDITED US-BAYER-2013-028592 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9143899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143899 NON-EXPEDITED US-BAYER-2013-028563 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9143974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9143974 NON-EXPEDITED US-TEVA-389553USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  

9144017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144017 NON-EXPEDITED US-TEVA-389545USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  

Page: 13,196 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9144044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144044 NON-EXPEDITED US-BAYER-2013-028745 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adnexa uteri pain Climara Pro S TRANSDERMAL 0.045mg/0.015mg/day  BAYER
Abdominal pain upper Climara Pro S  BAYER
Cystitis Climara Pro S  BAYER
Menstrual disorder Climara Pro S  BAYER

9144102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144102 NON-EXPEDITED US-TEVA-389562USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9144134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144134 NON-EXPEDITED US-TEVA-389977USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  

9144181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144181 NON-EXPEDITED US-TEVA-389967USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Fatigue  
Menstruation irregular  
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Detailed Report
9144296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144296 NON-EXPEDITED US-TEVA-390090USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness RAPID SLEEP C  

9144377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144377 NON-EXPEDITED US-TEVA-388989USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Chills  
Diarrhoea  
Hypoaesthesia  
Metrorrhagia  
Pyrexia  
Renal pain  
Thrombosis  
Vomiting  

9144387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144387 NON-EXPEDITED US-TEVA-390096USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9144427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144427 NON-EXPEDITED US-TEVA-390103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 13,198 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9144449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2013 9144449 NON-EXPEDITED US-TEVA-390081USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

8956459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 8956459 NON-EXPEDITED OT US-BAYER-2012-127841 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9032301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9032301 NON-EXPEDITED US-BAYER-2013-007255 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S UNK  BAYER

9053394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9053394 NON-EXPEDITED US-BAYER-2013-016753 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation irregular Mirena S  BAYER

9056114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9056114 NON-EXPEDITED OT US-BAYER-2013-014918 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Device expulsion  
Medication error  
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Detailed Report
9094539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9094539 NON-EXPEDITED OT US-BAYER-2013-010545 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia Mirena S  BAYER
Abdominal pain lower  
Menometrorrhagia  
Weight decreased  

9131018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9131018 NON-EXPEDITED US-BAYER-2013-024927 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abnormal weight gain  
Activities of daily living impaired  
Breast tenderness  
Discomfort  
Medical device discomfort  
Mobility decreased  
Premenstrual syndrome  
Swelling  
Vulvovaginal pain  

9131261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9131261 NON-EXPEDITED US-BAYER-2013-016374 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical incompetence  
Menorrhagia  

9131813

Page: 13,200 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9131813
FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9131813 EXPEDITED (15-DAY) HO,OT GB-BAYER-2013-023577 42 YR Female GBR
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9131813
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Loss of libido Mirena S  BAYER
Amenorrhoea  
Binocular eye movement disorder  
Contusion  
Convulsion  
Epilepsy  
Fall  
Fatigue  
Fear  
Feeling abnormal  
Grand mal convulsion  
Head discomfort  
Heart rate decreased  
Hypotension  
Injury  
Insomnia  
Limb injury  
Malaise  
Menorrhagia  
Mobility decreased  
Nausea  
Panic attack  
Postictal state  
Somnolence  
Speech disorder  
Tongue biting  
Urinary incontinence  
Vomiting  
White blood cell count increased  
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Detailed Report
9145350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145350 EXPEDITED (15-DAY) OT GB-BAYER-2013-025390 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adnexa uteri pain  
Anxiety  
Device dislocation  
Emotional disorder  
Migraine  
Pain  
Pelvic pain  
Subcutaneous abscess  
Vertigo  

9145375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145375 EXPEDITED (15-DAY) OT JP-BAYER-2013-028953 Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  

9145378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145378 EXPEDITED (15-DAY) OT US-BAYER-2013-028116 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Mood swings  
Premenstrual syndrome  
Self injurious behaviour  
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Detailed Report
9145382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145382 NON-EXPEDITED OT US-BAYER-2013-028690 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9145654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145654 NON-EXPEDITED US-BAYER-2013-024234 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal tenderness  
Dyspareunia  
Migraine  

9145657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145657 NON-EXPEDITED US-BAYER-2013-026240 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S CONT  BAYER
Device difficult to use  

9145662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145662 NON-EXPEDITED US-BAYER-2013-026268 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9145667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145667 NON-EXPEDITED US-BAYER-2013-027963 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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Detailed Report
9145669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145669 NON-EXPEDITED US-BAYER-2013-028067 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pruritus  

9145670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145670 NON-EXPEDITED US-BAYER-2013-028759 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9145672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145672 NON-EXPEDITED US-BAYER-2013-028601 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9145673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145673 NON-EXPEDITED HO US-BAYER-2013-028271 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9145677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145677 NON-EXPEDITED US-BAYER-2013-028873 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9145684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145684 NON-EXPEDITED OT US-BAYER-2013-028756 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9145685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145685 NON-EXPEDITED US-BAYER-2013-028835 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9145695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145695 NON-EXPEDITED US-BAYER-2013-024823 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Pain  
Rash  

9145703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145703 NON-EXPEDITED US-BAYER-2013-028069 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9145729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145729 NON-EXPEDITED US-BAYER-2013-028851 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
9145845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9145845 EXPEDITED (15-DAY) OT CA-TEVA-390305USA Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast mass PLAN B S UNKNOWN  DURAMED
Fungal infection  

9146028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9146028 NON-EXPEDITED OT US-BAYER-2013-028620 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle spasms  
Pelvic pain  

9146091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9146091 NON-EXPEDITED OT US-BAYER-2013-027972 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9146204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9146204 NON-EXPEDITED OT US-BAYER-2013-027985 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Back pain  
Gastrooesophageal reflux disease  
Genital haemorrhage  
Stress  
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Detailed Report
9147059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147059 NON-EXPEDITED US-BAYER-2013-026913 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9147084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147084 NON-EXPEDITED OT US-BAYER-2013-025541 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Emotional distress  
Injury  
Pain  

9147095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147095 NON-EXPEDITED OT US-BAYER-2013-026123 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Procedural pain  

9147097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147097 NON-EXPEDITED US-BAYER-2013-027642 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9147103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147103 NON-EXPEDITED OT US-BAYER-2013-025578 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  

9147106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147106 NON-EXPEDITED OT US-BAYER-2013-025741 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9147115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147115 NON-EXPEDITED OT US-BAYER-2013-025554 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Emotional distress  
Injury  
Pain  

9147163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147163 NON-EXPEDITED OT US-BAYER-2013-028564 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9147199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147199 NON-EXPEDITED OT US-BAYER-2013-028199 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9147251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147251 NON-EXPEDITED US-BAYER-2013-029132 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9147364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147364 NON-EXPEDITED US-BAYER-2013-028770 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9147853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147853 NON-EXPEDITED US-TEVA-388661USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9147856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147856 NON-EXPEDITED US-TEVA-388659USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9147868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147868 NON-EXPEDITED US-TEVA-389152USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9147880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147880 NON-EXPEDITED US-TEVA-388658USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9147887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2013 9147887 NON-EXPEDITED US-TEVA-389153USA 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

8028234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 8028234 EXPEDITED (15-DAY) HO,OT US-BAYER-2011-025742 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Abdominal pain lower  
Anxiety  
Depression  
Device dislocation  
Drug ineffective  
Ectopic pregnancy  
Emotional distress  
Infertility female  
Injury  
Intra-abdominal haemorrhage  
Pain  
Panic attack  
Pelvic pain  
Procedural pain  
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Detailed Report
8958288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 8958288 NON-EXPEDITED OT US-BAYER-2012-129646 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain lower  
Device issue  
Dyspareunia  
Pain  
Vaginal discharge  
Vaginal haemorrhage  

8970029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 8970029 EXPEDITED (15-DAY) OT US-BAYER-2012-132505 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device expulsion  
Discomfort  
Drug ineffective  
Implant site calcification  
Pain  
Post procedural haemorrhage  

8972665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 8972665 NON-EXPEDITED OT US-BAYER-2012-132693 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Post procedural discomfort  
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Detailed Report
8992892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 8992892 EXPEDITED (15-DAY) OT US-BAYER-2012-136536 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device misuse  
Genital haemorrhage  
Immunodeficiency  
Osteomyelitis  
Vaginal discharge  

9008091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9008091 NON-EXPEDITED OT US-BAYER-2013-003356 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use CYTOTEC C 200 mg, UNK  

9025033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9025033 NON-EXPEDITED US-BAYER-2013-005399 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  

9062936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9062936 NON-EXPEDITED OT US-BAYER-2013-018015 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device issue  
Genital haemorrhage  
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Detailed Report
9066226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9066226 NON-EXPEDITED US-TEVA-385822USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Seasonique C  

9067318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9067318 NON-EXPEDITED US-TEVA-385802USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed mood PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9069333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9069333 NON-EXPEDITED US-TEVA-386646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9087813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9087813 NON-EXPEDITED OT US-BAYER-2013-011499 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  

9087818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9087818 NON-EXPEDITED OT US-BAYER-2013-011228 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective VIVELLE S UNK  

DOXYCYCLINE C ORAL 100 mg, BID  

Page: 13,214 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9099074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9099074 NON-EXPEDITED US-TEVA-385965USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9103711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9103711 NON-EXPEDITED OT US-BAYER-2013-018664 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S  BAYER
Device expulsion  
Off label use  
Pelvic pain  

9106048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9106048 NON-EXPEDITED OT US-BAYER-2013-020076 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Hypomenorrhoea  
Suspected counterfeit product  

9107590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9107590 NON-EXPEDITED OT US-BAYER-2013-019447 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Genital haemorrhage  
Pain  
Suspected counterfeit product  
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Detailed Report
9116475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9116475 NON-EXPEDITED US-TEVA-387408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9121353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9121353 NON-EXPEDITED OT US-BAYER-2013-021020 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use VALIUM C  
Anxiety XANAX C  

9122773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9122773 EXPEDITED (15-DAY) HO US-BAYER-2013-005089 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse FISH OIL C 120 mg, ONCE  
Pallor Multi - woman's Petites C 2 DF, ONCE  
Procedural pain MAGNESIUM C 250 mg, ONCE  

CALCIUM C 500 mg, ONCE  
VITAMIN D C 500 mg, twice  
B12 C 300 ?g, ONCE  
VITAMIN C C 100 mg, ONCE  
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Detailed Report
9138675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9138675 EXPEDITED (15-DAY) HO,DS,OT LT-BAYER-2013-024423 Female LTU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Oedema peripheral  
Ovarian cyst  
Pain in extremity  
Transient ischaemic attack  

9148497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148497 EXPEDITED (15-DAY) OT US-BAYER-2013-028804 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9148501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148501 NON-EXPEDITED OT US-BAYER-2013-028864 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148506 NON-EXPEDITED OT US-BAYER-2013-028848 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148526 NON-EXPEDITED OT US-BAYER-2013-028669 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
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Detailed Report
9148905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148905 NON-EXPEDITED US-BAYER-2013-029243 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain  

9148918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148918 NON-EXPEDITED US-BAYER-2013-026216 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148921 NON-EXPEDITED US-BAYER-2013-029478 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9148924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148924 NON-EXPEDITED US-BAYER-2013-029300 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148929 NON-EXPEDITED US-BAYER-2013-029302 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S  BAYER

9148943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148943 NON-EXPEDITED US-BAYER-2013-029312 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9148944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148944 NON-EXPEDITED US-BAYER-2013-029401 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148947 NON-EXPEDITED US-BAYER-2013-029544 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148951 NON-EXPEDITED US-BAYER-2013-027868 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148963 NON-EXPEDITED US-BAYER-2013-029521 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148967 NON-EXPEDITED US-BAYER-2013-029317 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9148986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9148986 NON-EXPEDITED US-BAYER-2013-029398 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9149006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149006 NON-EXPEDITED US-BAYER-2013-029441 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9149008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149008 NON-EXPEDITED US-BAYER-2013-027743 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bowel movement irregularity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Constipation  

9149012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149012 NON-EXPEDITED US-BAYER-2013-023711 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

IMURAN S  

9149036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149036 NON-EXPEDITED US-BAYER-2013-028185 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Device difficult to use  

9149041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149041 NON-EXPEDITED US-BAYER-2013-026926 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Uterine leiomyoma  
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Detailed Report
9149061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149061 NON-EXPEDITED US-BAYER-2013-024976 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9149070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149070 NON-EXPEDITED US-BAYER-2013-029372 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9149291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149291 NON-EXPEDITED US-BAYER-2013-028755 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Acne  
Fatigue  
Weight increased  

9149303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149303 NON-EXPEDITED US-BAYER-2013-029506 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9149320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149320 NON-EXPEDITED US-BAYER-2013-029136 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
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Detailed Report
9149388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149388 NON-EXPEDITED US-BAYER-2013-028202 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9149489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149489 NON-EXPEDITED OT US-BAYER-2013-029424 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9149617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149617 EXPEDITED (15-DAY) OT US-BAYER-2013-025769 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Ectopic pregnancy  
Emotional distress  
Injury  
Pain  
Pelvic mass  

9149705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149705 EXPEDITED (15-DAY) OT US-TEVA-390566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9149707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149707 NON-EXPEDITED OT US-BAYER-2013-028862 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  

9149709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149709 EXPEDITED (15-DAY) OT US-TEVA-390389USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Mood altered FLUCONAZOLE C  
Metrorrhagia  

9149780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9149780 EXPEDITED (15-DAY) OT US-BAYER-2013-026961 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Complication of device removal  
Depression  
Device deployment issue  
Discomfort  
Drug ineffective  
Emotional distress  
General physical health deterioration  
High risk pregnancy  
Injury  
Pain  
Panic attack  
Pregnancy with contraceptive device  

Page: 13,223 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9150483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9150483 EXPEDITED (15-DAY) HO,OT FR-TEVA-389506ISR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy LEELOO S ORAL 1 Dosage forms Daily;  DURAMED
Abortion induced  
Drug ineffective  

9151108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9151108 NON-EXPEDITED OT US-BAYER-2013-027649 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  

9151587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9151587 NON-EXPEDITED US-BAYER-2013-029326 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9152129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152129 NON-EXPEDITED US-BAYER-2013-029829 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9152159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152159 NON-EXPEDITED US-BAYER-2013-029135 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S CUTANEOUS 20 mcg/24hr, CONT  BAYER
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Detailed Report
9152225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152225 EXPEDITED (15-DAY) DE CA-TEVA-390551USA 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction AVIANE 28 DAY S UNKNOWN  DURAMED
Alcohol poisoning CHAMPIX S UNKNOWN  
Toxicity to various agents CITALOPRAM S UNKNOWN  
Unresponsive to stimuli FENTANYL S UNKNOWN  

FLOVENT S UNKNOWN  
NAPROXEN S UNKNOWN  
QUETIAPINE S UNKNOWN  
VALACYCLOVIR S UNKNOWN  
ZOPICLONE S UNKNOWN  
ALCOHOL S  

9152357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152357 EXPEDITED (15-DAY) HO,DS,LT,OT CA-TEVA-390531USA 34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia AVIANE 28 DAY S ORAL 1 Dosage forms Daily;  DURAMED
Anxiety CHAMPIX S UNKNOWN  
Condition aggravated VENLAFAXINE ER S UNKNOWN  
Functional gastrointestinal disorder DULCOLAX C  
Infection FLEET ENEMA C RECTAL  
Insomnia MINERAL OIL EMULSION C  
Obsessive-compulsive disorder MULTIVITAMIN C  
Paralysis SENOKOT C  
Mood altered TYLENOL C  
Hypertension  
Withdrawal syndrome  
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Detailed Report
9152459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152459 NON-EXPEDITED US-TEVA-389583USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152461 NON-EXPEDITED US-TEVA-389870USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9152513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152513 NON-EXPEDITED US-TEVA-389408USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152516 NON-EXPEDITED US-TEVA-389879USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9152524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152524 NON-EXPEDITED US-TEVA-390666USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  
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Detailed Report
9152532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152532 NON-EXPEDITED US-TEVA-389371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152539 NON-EXPEDITED US-TEVA-389710USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9152542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152542 NON-EXPEDITED US-TEVA-390318USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue ZYRTEC C  

9152545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152545 NON-EXPEDITED US-TEVA-389589USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152583 NON-EXPEDITED US-TEVA-389393USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152590 NON-EXPEDITED US-TEVA-389410USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9152596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152596 NON-EXPEDITED US-TEVA-389580USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9152602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152602 NON-EXPEDITED US-TEVA-389921USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal erythema PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vulvovaginal swelling Previfem C  
Fungal infection Ciprofloxacin C  
Coital bleeding Phenazopyridine C  
Pelvic pain  
Vulvovaginal pain  

9152605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152605 NON-EXPEDITED US-TEVA-389697USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9152608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152608 NON-EXPEDITED US-TEVA-389346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Levothroid C  

9152610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152610 NON-EXPEDITED US-TEVA-389395USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9152635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152635 NON-EXPEDITED US-TEVA-389391USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  

9152657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152657 NON-EXPEDITED US-BAYER-2013-028295 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9152658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152658 NON-EXPEDITED US-BAYER-2013-029809 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9152691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152691 NON-EXPEDITED US-TEVA-390435USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  

9152692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2013 9152692 NON-EXPEDITED US-TEVA-389338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
8844578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 8844578 NON-EXPEDITED OT US-BAYER-2012-106756 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Post procedural discomfort  
Procedural pain  

9028861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9028861 EXPEDITED (15-DAY) OT DE-BAYER-2013-009231 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9050955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9050955 NON-EXPEDITED US-BAYER-2013-013787 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9059812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9059812 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-015141 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Caesarean section  
Device dislocation  
Drug ineffective  
Uterine perforation  

Page: 13,230 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9107126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9107126 EXPEDITED (15-DAY) OT US-
WATSON-2013-02748

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest NEXT CHOICE S ORAL UNK  WATSON
Convulsion  
Drug prescribing error  
Sedation  

9115592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9115592 EXPEDITED (15-DAY) OT US-BAYER-2013-023043 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Device breakage  
Discomfort  
Gastric perforation  
Infection  
Injury  
Intestinal perforation  
Medical device pain  
Pain  
Procedural haemorrhage  

9153453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153453 NON-EXPEDITED OT US-BAYER-2013-029529 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal discharge  
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Detailed Report
9153454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153454 NON-EXPEDITED OT US-BAYER-2013-027682 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Intentional medical device removal by patient  
Malaise  

9153455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153455 NON-EXPEDITED OT US-BAYER-2013-030158 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153457 NON-EXPEDITED OT US-BAYER-2013-027954 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device issue  
Pelvic pain  

9153458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153458 NON-EXPEDITED OT US-BAYER-2013-029074 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation LEVONORGESTREL S INTRAUTERINE UNK UNK, CONT  BAYER
Abdominal pain  
Pregnancy on contraceptive  
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Detailed Report
9153460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153460 NON-EXPEDITED OT US-BAYER-2013-029765 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Device expulsion  

9153462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153462 NON-EXPEDITED OT US-BAYER-2013-029542 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
Procedural pain  

9153496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153496 NON-EXPEDITED US-TEVA-391029USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower MULTIVITAMIN C ORAL  

9153543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153543 NON-EXPEDITED US-TEVA-391036USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9153562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153562 NON-EXPEDITED US-BAYER-2013-030162 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9153566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153566 NON-EXPEDITED US-BAYER-2013-028661 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S CUTANEOUS  BAYER

9153568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153568 NON-EXPEDITED US-BAYER-2013-029348 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153571 NON-EXPEDITED US-BAYER-2013-030191 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153572 NON-EXPEDITED US-BAYER-2013-029379 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153576 NON-EXPEDITED US-BAYER-2013-030155 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea  

9153583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153583 NON-EXPEDITED US-BAYER-2013-029916 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9153656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153656 NON-EXPEDITED US-BAYER-2013-026652 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unintentional medical device removal by patient  

9153659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153659 NON-EXPEDITED US-BAYER-2013-029448 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Malaise  

9153694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153694 NON-EXPEDITED US-BAYER-2013-029799 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153717 NON-EXPEDITED US-BAYER-2013-030227 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9153724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153724 NON-EXPEDITED US-TEVA-391040USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9153766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153766 NON-EXPEDITED US-TEVA-391043USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9153808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9153808 NON-EXPEDITED US-BAYER-2013-029828 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital herpes Mirena S  BAYER

9154020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154020 NON-EXPEDITED US-TEVA-391044USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9154240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154240 NON-EXPEDITED OT US-BAYER-2013-030019 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9154287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154287 NON-EXPEDITED US-BAYER-2013-030081 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS 20 mcg/24hr, CONT  BAYER

9154353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154353 NON-EXPEDITED US-TEVA-391054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9154690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154690 NON-EXPEDITED US-TEVA-391041USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting MICROGESTIN C  
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Detailed Report
9154767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154767 NON-EXPEDITED US-BAYER-2013-029370 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S UNK  BAYER

9154785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154785 NON-EXPEDITED US-TEVA-391061USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9154827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154827 NON-EXPEDITED US-TEVA-391094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea VITAMIN D C  
Diarrhoea ADDERALL C  
Fatigue  

9154861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154861 NON-EXPEDITED US-TEVA-391089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9154910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9154910 NON-EXPEDITED US-TEVA-391080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9155069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155069 NON-EXPEDITED OT US-BAYER-2013-030192 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155125 NON-EXPEDITED OT US-BAYER-2013-030187 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155290 NON-EXPEDITED OT US-BAYER-2013-029503 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155715 NON-EXPEDITED OT US-BAYER-2013-029418 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155740 NON-EXPEDITED US-BAYER-2013-030572 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155758 NON-EXPEDITED US-BAYER-2013-030516 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9155919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155919 NON-EXPEDITED US-TEVA-391242USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9155921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155921 NON-EXPEDITED US-TEVA-391245USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9155922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155922 NON-EXPEDITED US-BAYER-2013-026187 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9155946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9155946 NON-EXPEDITED US-TEVA-391234USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9156191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156191 NON-EXPEDITED US-TEVA-389984USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9156192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156192 NON-EXPEDITED US-TEVA-389959USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Vicodin C  
Flexeril C  
Alprazolam C  

9156193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156193 NON-EXPEDITED US-TEVA-389983USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

9156194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156194 NON-EXPEDITED US-TEVA-389985USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156195 NON-EXPEDITED US-TEVA-389965USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  
Pelvic pain  
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Detailed Report
9156201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156201 NON-EXPEDITED US-TEVA-390497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Nausea  

9156202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156202 NON-EXPEDITED US-TEVA-390492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9156203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156203 NON-EXPEDITED US-TEVA-390377USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156204 NON-EXPEDITED US-TEVA-390371USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156205 NON-EXPEDITED US-TEVA-390441USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Dyspnoea  
Nausea  
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Detailed Report
9156210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156210 NON-EXPEDITED US-TEVA-390482USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Synthroid C  

9156212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156212 NON-EXPEDITED US-TEVA-390763USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156213 NON-EXPEDITED US-TEVA-390749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156214 NON-EXPEDITED US-TEVA-390687USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9156215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156215 NON-EXPEDITED US-TEVA-390699USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Page: 13,242 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9156217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156217 NON-EXPEDITED US-TEVA-390731USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9156218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156218 NON-EXPEDITED US-TEVA-390711USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed ARMOUR THYROID C  

9156219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156219 NON-EXPEDITED US-TEVA-390569USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156221 NON-EXPEDITED US-TEVA-390678USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2013 9156222 NON-EXPEDITED US-TEVA-391238USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal sounds abnormal PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Albuterol C  
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Detailed Report
8271578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 8271578 NON-EXPEDITED US-BAYER-2011-112924 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

8673464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 8673464 NON-EXPEDITED OT US-BAYER-2012-071569 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Post procedural discomfort  
Procedural complication  
Procedural pain  
Scar  
Uterine cervix stenosis  
Vaginal haemorrhage  

8984977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 8984977 NON-EXPEDITED OT US-BAYER-2012-134588 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Discomfort  
Dizziness  
Procedural pain  
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Detailed Report
8992878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 8992878 NON-EXPEDITED OT US-BAYER-2012-136402 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device malfunction  
Genital haemorrhage  
Vaginal haemorrhage  

9007918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9007918 NON-EXPEDITED OT US-BAYER-2013-003657 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage SYNTHROID C  
Pain  

9037874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9037874 NON-EXPEDITED US-BAYER-2013-010692 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9044479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9044479 NON-EXPEDITED OT US-BAYER-2013-012327 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower PRENATAL VITAMINS [VIT

C,B5,B12,D2,B3,B6,RETINOL
PALMIT,B2,B1 MONO

C  
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Detailed Report
9050442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9050442 NON-EXPEDITED OT US-BAYER-2013-014794 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9052051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9052051 NON-EXPEDITED OT US-BAYER-2013-016224 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  

9053725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9053725 EXPEDITED (15-DAY) HO FR-BAYER-2013-016614 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
Mirena S  BAYER

9055287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9055287 NON-EXPEDITED HO US-BAYER-2013-014951 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE UNK  BAYER
Abortion spontaneous  
Drug ineffective  
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9056088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9056088 NON-EXPEDITED OT US-BAYER-2013-014016 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

9094560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9094560 NON-EXPEDITED OT US-BAYER-2013-012630 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Amenorrhoea  
Drug ineffective  
Post procedural haemorrhage  

9097820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9097820 NON-EXPEDITED US-BAYER-2013-018196 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9107155 EXPEDITED (15-DAY) OT US-BAYER-2013-012619 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal heart rate abnormal Mirena S TRANSPLACENTAL  BAYER
Foetal exposure during pregnancy  

9154897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9154897 NON-EXPEDITED OT US-BAYER-2013-029971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9156749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156749 NON-EXPEDITED OT US-BAYER-2013-029214 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9156753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156753 NON-EXPEDITED OT US-BAYER-2013-030672 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation  

9156756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156756 NON-EXPEDITED OT US-BAYER-2013-030628 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9156759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156759 NON-EXPEDITED OT US-BAYER-2013-028786 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9156764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156764 NON-EXPEDITED OT US-BAYER-2013-030622 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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9156765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156765 NON-EXPEDITED OT US-BAYER-2013-030198 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast tenderness  
Off label use  
Procedural pain  
Vaginal haemorrhage  

9156952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156952 NON-EXPEDITED US-BAYER-2013-030885 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9156968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156968 NON-EXPEDITED US-BAYER-2013-030688 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9156970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156970 NON-EXPEDITED US-TEVA-391337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9156973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156973 NON-EXPEDITED US-TEVA-391338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9156987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156987 NON-EXPEDITED US-BAYER-2013-030637 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9156996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156996 NON-EXPEDITED US-BAYER-2013-030849 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9156998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9156998 NON-EXPEDITED US-BAYER-2013-028893 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstrual disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Device difficult to use  

9157048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157048 NON-EXPEDITED US-BAYER-2013-030860 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9157059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157059 NON-EXPEDITED US-TEVA-391346USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

TESTOSTERONE C  
TESTOSTERONE C  
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Detailed Report
9157070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157070 NON-EXPEDITED US-BAYER-2013-030613 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9157085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157085 NON-EXPEDITED US-BAYER-2013-029280 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9157091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157091 NON-EXPEDITED US-BAYER-2013-030666 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9157141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157141 NON-EXPEDITED US-BAYER-2013-030641 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9157324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157324 NON-EXPEDITED US-BAYER-2013-030998 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9157339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157339 NON-EXPEDITED US-TEVA-391353USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9157340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157340 NON-EXPEDITED US-TEVA-391356USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Muscle spasms  

9157361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157361 NON-EXPEDITED US-BAYER-2013-030829 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Malaise  

9157379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9157379 NON-EXPEDITED US-BAYER-2013-030740 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9158003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158003 NON-EXPEDITED OT US-BAYER-2013-028789 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9158035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158035 NON-EXPEDITED OT US-BAYER-2013-030614 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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9158058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158058 NON-EXPEDITED OT US-BAYER-2013-030720 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9158135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158135 NON-EXPEDITED OT US-BAYER-2013-028289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Emotional distress  
Injury  
Muscle spasms  
Pain  
Vaginal haemorrhage  

9158149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158149 NON-EXPEDITED OT US-BAYER-2013-029528 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

9158151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158151 NON-EXPEDITED OT US-BAYER-2013-030173 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  
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9158153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158153 NON-EXPEDITED OT US-BAYER-2013-028281 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Emotional distress  
Injury  
Muscle spasms  
Pain  
Vaginal haemorrhage  

9158211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158211 NON-EXPEDITED OT US-BAYER-2013-030605 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9158227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158227 NON-EXPEDITED OT US-BAYER-2013-030560 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9158287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158287 NON-EXPEDITED OT US-BAYER-2013-030630 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9158564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158564 NON-EXPEDITED US-BAYER-2013-030459 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9158619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158619 EXPEDITED (15-DAY) OT GXBR2013US000734 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby ETHINYL ESTRADIOL AND

LEVONORGESTREL
S TRANSPLACENTAL Maternal dose: 0.15mg

levonorgestrel/0.03mg
ethinyl estradiol QD

 NOVARTIS

Foetal exposure during pregnancy BACLOFEN S TRANSPLACENTAL Maternal dose: 10mg
TID

 

Pregnancy COPAXONE S TRANSPLACENTAL Maternal dose: 10mg
daily

 

9158623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158623 EXPEDITED (15-DAY) OT GXBR2012US001661 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature rupture of membranes ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.15mg levonorgestrel/

0.03mg ethinyl estradiol
QD

 NOVARTIS

Premature labour COPAXONE S INTRAMUSCULAR 10 mg, QD  
Pregnancy on oral contraceptive BACLOFEN S ORAL 10 mg, TID  
Maternal exposure during pregnancy  
Product quality issue  

9158651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158651 NON-EXPEDITED US-TEVA-391523USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9158652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2013 9158652 NON-EXPEDITED US-TEVA-391524USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8952994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 8952994 EXPEDITED (15-DAY) HO,DS,OT US-009507513-2009SP0
35995

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia NUVARING S UNK  MERCK
Chest pain EXCEDRIN MIGRAINE C  
Anxiety TYLENOL C  
Hypothyroidism MIRENA S  
Anaemia  
Cardiomyopathy  
Cerebrovascular accident  
Coagulopathy  
Deep vein thrombosis  
Dizziness  
Dyspnoea  
High risk pregnancy  
Left ventricular hypertrophy  
Maternal exposure before pregnancy  
Migraine  
Nausea  
Palpitations  
Pelvic discomfort  
Pulmonary embolism  
Tachycardia  
Transient ischaemic attack  

9025047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9025047 NON-EXPEDITED OT US-BAYER-2013-007446 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9064902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9064902 NON-EXPEDITED OT US-BAYER-2013-015399 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain ZIRTEC C  
Urinary incontinence BENZOYL PEROXIDE C  
Procedural pain DIFFERIN C  
Acne  
Breast tenderness  
Dysmenorrhoea  
Dyspareunia  
Medical device discomfort  
Menstruation delayed  
Smear cervix abnormal  

9085638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9085638 NON-EXPEDITED US-BAYER-2013-019647 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
SYNTHROID C  

9101607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9101607 NON-EXPEDITED OT US-BAYER-2013-018691 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Intra-uterine contraceptive device removal  
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Detailed Report
9103685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9103685 EXPEDITED (15-DAY) OT US-BAYER-2013-018914 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal  
Uterine haemorrhage  
Vaginal haemorrhage  

9106181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9106181 EXPEDITED (15-DAY) HO DE-BAYER-2013-021324 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspnoea  

9116438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9116438 NON-EXPEDITED US-BAYER-2013-023718 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9131030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9131030 NON-EXPEDITED US-BAYER-2013-024086 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device physical property issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device misuse  
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9132272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9132272 NON-EXPEDITED OT US-BAYER-2013-024827 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginitis bacterial Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fungal infection Mirena S  BAYER
Vaginal discharge  
Vaginal odour  

9150064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9150064 NON-EXPEDITED US-TEVA-389154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Somnolence PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Dizziness  
Fatigue  
Headache  
Menstruation irregular  
Nausea  
Pelvic pain  

9159243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159243 EXPEDITED (15-DAY) OT GB-BAYER-2013-029237 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression Mirena S VAGINAL 20 mcg/24hr, CONT  BAYER
Fatigue AZATHIOPRINE C  
Menorrhagia FERROUS SULPHATE C  
Breast tenderness HYDROXYCHLOROQUINE C  
Vaginal odour THYROXINE C  
Weight increased WARFARIN C  
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Detailed Report
9159307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159307 NON-EXPEDITED OT US-BAYER-2013-028296 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Emotional distress  
Injury  
Pain  
Pelvic pain  

9159308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159308 NON-EXPEDITED OT US-BAYER-2013-031371 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159309 NON-EXPEDITED OT US-BAYER-2013-028667 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  
Infection  
Injury  
Medical device pain  
Pain  

9159319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159319 NON-EXPEDITED OT US-BAYER-2013-031196 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9159370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159370 NON-EXPEDITED US-BAYER-2013-030569 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159559 NON-EXPEDITED US-BAYER-2013-031041 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159562 NON-EXPEDITED US-BAYER-2013-031340 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159564 NON-EXPEDITED US-BAYER-2013-031170 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159571 NON-EXPEDITED US-BAYER-2013-030639 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159575 NON-EXPEDITED US-BAYER-2013-031389 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9159577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159577 NON-EXPEDITED US-BAYER-2013-031166 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9159578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159578 NON-EXPEDITED US-BAYER-2013-029983 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device deployment issue  
Device difficult to use  

9159928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159928 NON-EXPEDITED US-BAYER-2013-029538 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Breast swelling  

9159940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159940 NON-EXPEDITED US-TEVA-391631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9159958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159958 NON-EXPEDITED US-BAYER-2013-029386 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
9159966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159966 NON-EXPEDITED US-TEVA-391627USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9159977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159977 NON-EXPEDITED US-TEVA-391663USA 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMINS C  

9159979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159979 NON-EXPEDITED US-TEVA-391633USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9159982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9159982 NON-EXPEDITED US-TEVA-391640USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9160019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160019 NON-EXPEDITED US-TEVA-391646USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9160051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160051 NON-EXPEDITED US-BAYER-2013-029133 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache  
Pelvic pain  

9160054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160054 NON-EXPEDITED US-BAYER-2013-030606 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9160064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160064 NON-EXPEDITED OT US-BAYER-2013-031220 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9160077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160077 NON-EXPEDITED US-BAYER-2013-030686 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Paraesthesia  

9160078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160078 NON-EXPEDITED US-BAYER-2013-029413 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall Mirena S 20 mcg/24hr, CONT  BAYER
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Detailed Report
9160080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160080 NON-EXPEDITED US-BAYER-2013-031570 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9160479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160479 EXPEDITED (15-DAY) DE BR-BAYER-2013-029227 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart disease congenital Mirena S TRANSPLACENTAL UNK  BAYER

9160629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160629 NON-EXPEDITED OT US-BAYER-2013-030131 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9160878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160878 NON-EXPEDITED US-BAYER-2013-031088 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hair colour changes Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal distension  
Acne  
Mood altered  
Sensation of heaviness  

9160950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9160950 NON-EXPEDITED US-BAYER-2013-031749 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9161314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161314 NON-EXPEDITED US-TEVA-391853USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161398 NON-EXPEDITED US-TEVA-391855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161429 NON-EXPEDITED US-TEVA-391858USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161474 NON-EXPEDITED US-TEVA-391848USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Albuterol C  
Symbicort C  

9161629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161629 NON-EXPEDITED US-TEVA-390579USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161631 NON-EXPEDITED US-TEVA-390576USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9161632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161632 NON-EXPEDITED US-TEVA-390578USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161633 NON-EXPEDITED US-TEVA-390844USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161634 NON-EXPEDITED US-TEVA-390583USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9161635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161635 NON-EXPEDITED US-TEVA-390880USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting lorazepam C  

9161636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161636 NON-EXPEDITED US-TEVA-390888USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal discomfort  
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Detailed Report
9161637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161637 NON-EXPEDITED US-TEVA-390860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tongue discolouration PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9161638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2013 9161638 NON-EXPEDITED US-TEVA-390891USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

6986394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 6986394 EXPEDITED (15-DAY) DE,OT FR-PFIZER
INC-2009206836

21 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death Neurontin S ORAL 800 mg, 2x/day  PFIZER
Pyrexia MICROVAL S ORAL 0.03 mg, 1x/day  PFIZER
Placental disorder HUMALOG S UNK  
Drug administration error LANTUS S UNK  
Unintended pregnancy UMULINE S UNK  

8916705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 8916705 NON-EXPEDITED OT US-BAYER-2012-118944 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
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Detailed Report
9058282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9058282 NON-EXPEDITED US-BAYER-2013-017743 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Pelvic pain  

9069200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9069200 NON-EXPEDITED US-TEVA-386563USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9095709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9095709 EXPEDITED (15-DAY) LT AT-BAYER-2013-020717 52 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9103853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9103853 NON-EXPEDITED US-BAYER-2013-020402 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9103934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9103934 NON-EXPEDITED OT US-BAYER-2013-020190 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Device issue  
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Detailed Report
9116770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9116770 NON-EXPEDITED HO US-BAYER-2013-020830 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9129861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9129861 NON-EXPEDITED HO,OT US-BAYER-2013-025419 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Pain  
Pelvic infection  
Tubo-ovarian abscess  

9162132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162132 EXPEDITED (15-DAY) OT CA-TEVA-391632USA 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne cystic PORTIA S ORAL  DURAMED
Product substitution issue  
Skin hyperpigmentation  

9162144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162144 EXPEDITED (15-DAY) OT CA-TEVA-391636USA 49 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain SEASONALE S ORAL  DURAMED
Feeling abnormal  
Hypoaesthesia  
Oedema peripheral  
Urinary incontinence  
Vision blurred  
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Detailed Report
9162164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162164 NON-EXPEDITED US-BAYER-2013-031981 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9162180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162180 EXPEDITED (15-DAY) HO NL-BAYER-2013-029170 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian torsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst SERTRALINE C 200 mg, QD  

9162186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162186 NON-EXPEDITED US-BAYER-2013-032029 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9162195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162195 NON-EXPEDITED US-BAYER-2013-032032 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9162206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162206 NON-EXPEDITED US-BAYER-2013-032007 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9162208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162208 NON-EXPEDITED US-BAYER-2013-032025 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Page: 13,271 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9162247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162247 NON-EXPEDITED OT US-BAYER-2013-031086 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomycosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9162558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162558 EXPEDITED (15-DAY) OT US-BAYER-2013-030141 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Embolism venous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  

9162599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162599 EXPEDITED (15-DAY) OT AR-BAYER-2012-068868 32 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Caesarean section  
Device dislocation  
Drug ineffective  

9162657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162657 NON-EXPEDITED US-TEVA-391946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pollakiuria Next Choice S  
Urine output decreased VITAMINS C  
Abdominal pain  
Nausea  
Pelvic pain  
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Detailed Report
9162662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162662 NON-EXPEDITED US-TEVA-391937USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9162683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162683 NON-EXPEDITED US-TEVA-391932USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9162686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162686 NON-EXPEDITED US-TEVA-391939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  
Vomiting  

9162879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162879 NON-EXPEDITED US-BAYER-2013-031748 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Vulvovaginal pain  

9162937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9162937 NON-EXPEDITED US-BAYER-2013-032253 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9163068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163068 NON-EXPEDITED OT US-BAYER-2013-029545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypertension  
Palpitations  

9163072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163072 NON-EXPEDITED US-BAYER-2013-032311 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9163154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163154 NON-EXPEDITED US-TEVA-392054USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal discharge AMOXICILLIN C  
Menstruation irregular LORAZEPAM C  
Abdominal pain  

9163223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163223 NON-EXPEDITED US-TEVA-392031USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

PAXIL C  
ARMOUR THYROID C  
ADDERALL C  
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Detailed Report
9163331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163331 NON-EXPEDITED US-TEVA-391972USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9163412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163412 NON-EXPEDITED US-TEVA-391996USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dyspnoea  
Fungal infection  

9163497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163497 NON-EXPEDITED US-BAYER-2013-032319 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9163625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163625 NON-EXPEDITED US-BAYER-2013-032277 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9163814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163814 NON-EXPEDITED US-TEVA-392131USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9163891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163891 NON-EXPEDITED US-TEVA-392129USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9163970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163970 NON-EXPEDITED US-TEVA-392133USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Frequent bowel movements PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  
Menstruation irregular  
Nausea  

9163980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163980 NON-EXPEDITED US-TEVA-392139USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9163994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163994 NON-EXPEDITED US-TEVA-392135USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9163995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2013 9163995 NON-EXPEDITED US-TEVA-392136USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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8165574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 8165574 NON-EXPEDITED OT US-BAYER-2011-089597 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous LOVENOX C  
Drug ineffective LOVENOX C  

COUMADIN C  

8914806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 8914806 NON-EXPEDITED OT US-BAYER-2012-118917 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

MOTRIN C 800 mg, UNK  

9007941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9007941 EXPEDITED (15-DAY) HO US-BAYER-2013-003283 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S  BAYER
Discomfort  
Dysstasia  
Gait disturbance  
Infection  
Ovarian cyst  
Pain  
Pelvic inflammatory disease  
Pelvic pain  
Vaginal discharge  
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Detailed Report
9096267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9096267 NON-EXPEDITED US-BAYER-2013-014048 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy of unknown location Mirena S INTRAUTERINE 20 mg/24hr, CONT  BAYER
Breast tenderness  
Drug ineffective  
Mood altered  
Nausea  

9103727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9103727 NON-EXPEDITED OT US-BAYER-2013-020838 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Headache Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9105584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9105584 NON-EXPEDITED OT US-BAYER-2013-020130 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER
Drug ineffective  
Menorrhagia  

9110162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9110162 NON-EXPEDITED US-TEVA-387339USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9161611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9161611 NON-EXPEDITED US-TEVA-390573USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9164465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164465 NON-EXPEDITED OT US-BAYER-2013-031538 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Influenza like illness  
Malaise  
Nausea  
Ovarian cyst  
Ovarian cyst ruptured  
Pelvic pain  
Retching  
Vomiting  

9164468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164468 NON-EXPEDITED OT US-BAYER-2013-032465 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9164469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164469 NON-EXPEDITED HO,OT US-BAYER-2013-028242 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Emotional distress  
Injury  
Muscle spasms  
Pain  
Vaginal haemorrhage  

9164470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164470 NON-EXPEDITED OT US-BAYER-2013-032422 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9164830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164830 NON-EXPEDITED US-BAYER-2013-029825 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164872 NON-EXPEDITED US-BAYER-2013-032503 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164877 NON-EXPEDITED US-BAYER-2013-032482 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9164879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164879 NON-EXPEDITED US-BAYER-2013-032436 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164900 NON-EXPEDITED US-BAYER-2013-032545 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164928 NON-EXPEDITED US-BAYER-2013-032555 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164941 NON-EXPEDITED US-BAYER-2013-032528 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9164976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9164976 NON-EXPEDITED US-BAYER-2013-029464 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Eye movement disorder  
Fatigue  
Mood swings  
Nausea  
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Detailed Report
9165440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165440 NON-EXPEDITED OT US-BAYER-2013-030125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device dislocation  

9165453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165453 EXPEDITED (15-DAY) HO,OT US-BAYER-2012-111244 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Endometriosis  
Ovarian cyst  
Pain  
Scar  
Swelling  

9165568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165568 NON-EXPEDITED US-TEVA-392217USA 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9165572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165572 NON-EXPEDITED US-TEVA-392248USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9165608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165608 NON-EXPEDITED US-TEVA-392288USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain VESICARE C  
Breast pain  
Headache  
Pain  
Uterine spasm  

9165733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165733 NON-EXPEDITED US-TEVA-392233USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Menorrhagia  
Menstruation irregular  

9165845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165845 NON-EXPEDITED US-TEVA-392316USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9165861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165861 EXPEDITED (15-DAY) HO,OT NO-BAYER-2012-131054 29 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Chorioamnionitis  
Device expulsion  
Medication error  
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Detailed Report
9165980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9165980 EXPEDITED (15-DAY) OT US-BAYER-2013-029482 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased Mirena S UNK  BAYER
Fall Mirena S  BAYER
Fractured coccyx  

9166099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166099 NON-EXPEDITED OT US-TEVA-392313USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Adverse event  

9166213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166213 NON-EXPEDITED US-BAYER-2013-033152 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9166251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166251 NON-EXPEDITED US-BAYER-2013-032089 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9166448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166448 NON-EXPEDITED US-TEVA-391839USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
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Detailed Report
9166468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166468 NON-EXPEDITED US-TEVA-392451USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9166476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166476 NON-EXPEDITED US-TEVA-390898USA 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia  
Menstruation delayed  

9166508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166508 NON-EXPEDITED US-TEVA-390894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vaginal discharge  
Vulvovaginal pruritus  

9166512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166512 NON-EXPEDITED US-TEVA-391515USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Muscle spasms  
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Detailed Report
9166529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166529 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013082880

32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke Adepal S ORAL 20-30ug/ 150-200ug  PFIZER
Dysarthria  
Hemiplegia  

9166605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166605 NON-EXPEDITED US-TEVA-391511USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9166636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166636 NON-EXPEDITED US-TEVA-391488USA 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

9166639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166639 NON-EXPEDITED US-TEVA-391496USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9166648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166648 NON-EXPEDITED US-TEVA-391843USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9166657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166657 NON-EXPEDITED US-TEVA-392337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Keppra C  

Keppra C  
Lunesta C  
Klorcon C  
Klorcon C  
Prestigue C  
Augmentin C  
Cyanocobalamin C  
Florinesacatate C  
Levothyroxine C  
Flonase C  

9166660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2013 9166660 NON-EXPEDITED US-TEVA-391471USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Trileptal C  
Abilify C  

9166858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166858 NON-EXPEDITED US-TEVA-392502USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9166859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166859 NON-EXPEDITED US-TEVA-392499USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Secretion discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9166860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166860 NON-EXPEDITED US-TEVA-392501USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9166863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166863 NON-EXPEDITED US-TEVA-392497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9166864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166864 NON-EXPEDITED US-TEVA-392494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9166865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166865 NON-EXPEDITED US-TEVA-392498USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9166875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2013 9166875 NON-EXPEDITED US-TEVA-392456USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast swelling PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Back pain VESICARE C  
Breast tenderness  
Dizziness  
Headache  
Pelvic pain  
Vaginal discharge  

9055023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9055023 NON-EXPEDITED OT US-BAYER-2013-015301 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural headache Mirena S 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  

9107190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9107190 NON-EXPEDITED OT US-BAYER-2013-020998 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cervical cyst  
Device dislocation  
Ovarian cyst  
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Detailed Report
9119524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9119524 NON-EXPEDITED OT US-BAYER-2013-023656 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Medical device discomfort  
Pain  

9129529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9129529 NON-EXPEDITED OT US-BAYER-2013-025095 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Headache  
Medical device discomfort  
Menorrhagia  
Pelvic pain  

9132645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9132645 EXPEDITED (15-DAY) OT US-BAYER-2013-023743 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  
Drug ineffective  
Emotional distress  
Injury  
Pain  
Pregnancy with contraceptive device  
Uterine perforation  
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Detailed Report
9138687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9138687 NON-EXPEDITED US-BAYER-2013-027545 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9152618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9152618 NON-EXPEDITED US-TEVA-389598USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9155901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9155901 NON-EXPEDITED US-TEVA-391244USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

9158595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9158595 NON-EXPEDITED US-TEVA-391522USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9167371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167371 NON-EXPEDITED OT US-BAYER-2013-031341 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9167374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167374 NON-EXPEDITED OT US-BAYER-2013-030744 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menstruation delayed  
Vulvovaginal discomfort  

9167378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167378 EXPEDITED (15-DAY) HO US-BAYER-2013-030634 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Unresponsive to stimuli  

9167536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167536 NON-EXPEDITED US-BAYER-2013-032814 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9167614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167614 NON-EXPEDITED US-TEVA-392500USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9167698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9167698 NON-EXPEDITED US-BAYER-2013-033538 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9168002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168002 NON-EXPEDITED OT US-BAYER-2013-030797 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Decreased appetite  
Device misuse  

9168054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168054 NON-EXPEDITED US-BAYER-2013-032874 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168070 NON-EXPEDITED US-BAYER-2013-033261 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168081 NON-EXPEDITED US-BAYER-2013-032902 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168149 EXPEDITED (15-DAY) HO SE-BAYER-2013-027777 21 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Convulsion  
Device difficult to use  
Syncope  
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Detailed Report
9168207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168207 NON-EXPEDITED OT US-BAYER-2013-030190 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Asthenia  
Device dislocation  
Device issue  
Post procedural haemorrhage  

9168464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168464 NON-EXPEDITED OT US-BAYER-2013-030548 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  
Device dislocation  

9168467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168467 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-030830 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Injury  
Ovarian cyst  
Pain  
Urinary tract infection  
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Detailed Report
9168491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168491 EXPEDITED (15-DAY) OT CA-BAYER-2013-030159 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression MIRENA S INTRAUTERINE 20 ?g/d, CONT  BAYER
Suicide attempt MEDICATIONS NOS S  
Abnormal behaviour  
Affective disorder  
Anxiety disorder  
Bipolar disorder  
Depressed mood  
Maternal exposure before pregnancy  
Migraine  
Mood swings  
Pregnancy  
Rash  

9168497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168497 NON-EXPEDITED US-BAYER-2013-032808 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168840 NON-EXPEDITED US-BAYER-2013-033621 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168857 NON-EXPEDITED HO US-BAYER-2013-031241 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9168894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168894 NON-EXPEDITED OT US-BAYER-2013-033190 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pain  

9168959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168959 NON-EXPEDITED US-BAYER-2013-033200 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168980 NON-EXPEDITED US-BAYER-2013-032367 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9168993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168993 NON-EXPEDITED DS,LT US-BAYER-2013-030609 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fallopian tube perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Injury  
Pain  
Uterine perforation  

9168998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9168998 NON-EXPEDITED US-BAYER-2013-033526 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9169004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169004 NON-EXPEDITED US-TEVA-391982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Eye irritation Klonopin C  
Pain Vesicare C frequency once  
Breast pain  
Dysmenorrhoea  
Headache  
Menstruation irregular  

9169010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169010 NON-EXPEDITED US-BAYER-2013-032239 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9169046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169046 NON-EXPEDITED US-BAYER-2013-032899 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9169053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169053 NON-EXPEDITED US-BAYER-2013-033785 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9169078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169078 EXPEDITED (15-DAY) OT SE-BAYER-2013-031580 41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abscess Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infertility female  
Salpingitis  

9169103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169103 NON-EXPEDITED US-TEVA-391956USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Sprintec C  

9169261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169261 NON-EXPEDITED US-BAYER-2013-033031 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9169262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169262 NON-EXPEDITED US-TEVA-392122USA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169378 NON-EXPEDITED US-BAYER-2013-033541 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9169388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169388 NON-EXPEDITED OT US-TEVA-392748USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective  

9169451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169451 NON-EXPEDITED US-TEVA-392596USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Fatigue  
Headache  
Menstruation irregular  
Metrorrhagia  
Mood altered  
Vaginal discharge  

9169457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169457 NON-EXPEDITED US-TEVA-392119USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9169484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169484 NON-EXPEDITED US-TEVA-392629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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Detailed Report
9169485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169485 NON-EXPEDITED US-TEVA-392746USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Breast tenderness  
Metrorrhagia  

9169486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169486 NON-EXPEDITED US-TEVA-392709USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169488 NON-EXPEDITED US-TEVA-392588USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169489 NON-EXPEDITED US-TEVA-392694USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169490 NON-EXPEDITED US-TEVA-392607USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal distension  
Back pain  
Headache  
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Detailed Report
9169491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169491 NON-EXPEDITED US-TEVA-392112USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169502 NON-EXPEDITED US-TEVA-392622USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  

9169504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169504 NON-EXPEDITED US-TEVA-392760USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nipple disorder OMEPRAZOLE C  
Menstruation delayed  
Metrorrhagia  
Paraesthesia  
Pelvic pain  

9169513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169513 NON-EXPEDITED US-TEVA-392724USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
9169521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169521 NON-EXPEDITED US-TEVA-392088USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169541 NON-EXPEDITED OT US-BAYER-2013-031931 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9169544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169544 NON-EXPEDITED OT US-BAYER-2013-033220 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9169548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169548 NON-EXPEDITED US-TEVA-392606USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
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Detailed Report
9169558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169558 NON-EXPEDITED US-TEVA-392758USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Decreased appetite  
Fatigue  
Nausea  
Vomiting  

9169559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169559 NON-EXPEDITED US-TEVA-392369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Albuterol C  

9169563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169563 NON-EXPEDITED US-TEVA-392612USA 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

Page: 13,303 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9169569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169569 NON-EXPEDITED US-TEVA-392616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Arthralgia  
Back pain  
Fatigue  
Irritability  
Metrorrhagia  
Pelvic pain  
Premenstrual syndrome  

9169571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169571 NON-EXPEDITED US-TEVA-392686USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169575 NON-EXPEDITED US-TEVA-392415USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169580 NON-EXPEDITED US-TEVA-392427USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9169601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169601 NON-EXPEDITED OT US-BAYER-2013-033248 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9169653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2013 9169653 NON-EXPEDITED OT US-BAYER-2013-032785 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

8543519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 8543519 NON-EXPEDITED OT US-BAYER-2012-039699 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Pain  

8943841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 8943841 EXPEDITED (15-DAY) OT US-BAYER-2012-125173 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine cervical laceration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural haemorrhage VALETTE C UNK  
Device difficult to use  

9013256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9013256 NON-EXPEDITED OT US-BAYER-2013-004864 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  
Pain  
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Detailed Report
9055008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9055008 NON-EXPEDITED OT US-BAYER-2013-014692 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9058760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9058760 NON-EXPEDITED OT US-BAYER-2013-014343 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device difficult to use  
Procedural pain  

9059818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9059818 NON-EXPEDITED OT US-BAYER-2013-016794 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Syncope  
Vaginal haemorrhage  

9067592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9067592 NON-EXPEDITED OT US-BAYER-2013-007956 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Ovarian cyst  
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Detailed Report
9088880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9088880 NON-EXPEDITED US-TEVA-383336USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coital bleeding PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ORTHO TRI-CYCLEN LO C  

9099901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9099901 NON-EXPEDITED OT US-BAYER-2013-017172 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypomenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9107188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9107188 NON-EXPEDITED OT US-BAYER-2013-019955 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Polymenorrhoea  

9138015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9138015 NON-EXPEDITED US-TEVA-388653USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9145851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9145851 NON-EXPEDITED US-BAYER-2013-028831 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL one patch weekly  BAYER
Application site reaction Climara Pro S  BAYER
Application site rash  
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9152599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9152599 NON-EXPEDITED US-TEVA-389700USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Oral Contraceptive C  

9170087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170087 NON-EXPEDITED OT US-BAYER-2013-031432 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Genital discomfort  
Genital rash  
Headache  
Vaginal odour  

9170091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170091 NON-EXPEDITED OT US-BAYER-2013-031872 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9170093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170093 NON-EXPEDITED OT US-BAYER-2013-031287 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9170447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170447 NON-EXPEDITED US-BAYER-2013-032594 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9170448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170448 NON-EXPEDITED US-BAYER-2013-033244 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

9170449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170449 NON-EXPEDITED US-BAYER-2013-033234 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER

9170450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170450 NON-EXPEDITED US-BAYER-2013-032675 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9170451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170451 NON-EXPEDITED US-BAYER-2013-033581 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9170453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170453 NON-EXPEDITED US-BAYER-2013-033208 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
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Detailed Report
9170456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170456 NON-EXPEDITED US-BAYER-2013-033204 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9170603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170603 NON-EXPEDITED US-BAYER-2013-033076 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9170605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170605 NON-EXPEDITED US-BAYER-2013-033910 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Off label use  

9170606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170606 NON-EXPEDITED US-BAYER-2013-032033 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Herpes virus infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9170614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170614 NON-EXPEDITED US-BAYER-2013-032914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9170657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170657 NON-EXPEDITED US-TEVA-392768USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain Lo Estrin C  
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Detailed Report
9170659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170659 NON-EXPEDITED US-TEVA-392764USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9170661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170661 NON-EXPEDITED US-TEVA-392766USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea  

9170664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170664 NON-EXPEDITED US-TEVA-392771USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Cystitis  
Metrorrhagia  

9170666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170666 NON-EXPEDITED US-TEVA-392783USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9170673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9170673 NON-EXPEDITED US-TEVA-392786USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain lower  
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Detailed Report
9171129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171129 NON-EXPEDITED US-TEVA-392848USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash macular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Hypersensitivity  
Pruritus  

9171132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171132 NON-EXPEDITED US-TEVA-392850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Palpitations  

9171142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171142 NON-EXPEDITED US-TEVA-392874USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9171186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171186 NON-EXPEDITED US-TEVA-392866USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

9171191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171191 NON-EXPEDITED US-BAYER-2013-032946 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9171192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171192 NON-EXPEDITED US-TEVA-392863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Headache  

9171194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171194 NON-EXPEDITED US-BAYER-2013-034276 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9171196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171196 NON-EXPEDITED US-TEVA-392857USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain  

9171198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171198 NON-EXPEDITED OT US-BAYER-2013-031295 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Injury  
Pain  

9171208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171208 NON-EXPEDITED US-TEVA-392853USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9171295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171295 NON-EXPEDITED OT US-BAYER-2013-031914 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER
Device difficult to use  

9171309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171309 NON-EXPEDITED OT US-BAYER-2013-031190 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9171316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171316 NON-EXPEDITED OT US-BAYER-2013-031183 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Emotional distress  
Injury  
Pain  

9171317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171317 EXPEDITED (15-DAY) OT CA-PFIZER
INC-2013086166

23 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice ETHINYLESTRADIOL/

LEVONORGESTREL
S UNK  PFIZER

Hepatic enzyme increased  
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Detailed Report
9171318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171318 NON-EXPEDITED OT US-BAYER-2013-031146 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9171341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171341 NON-EXPEDITED OT US-BAYER-2013-031299 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain upper  
Emotional distress  
Injury  
Pain  

9171345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171345 NON-EXPEDITED US-BAYER-2013-031458 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9171348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171348 NON-EXPEDITED OT US-BAYER-2013-031298 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  
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Detailed Report
9171422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171422 EXPEDITED (15-DAY) OT IN-PFIZER
INC-2013070404

30 YR Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Embolism Loette S UNK  PFIZER
Benign intracranial hypertension  
Headache  
Nausea  
Osteonecrosis  
Papilloedema  
Visual impairment  

9171460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171460 NON-EXPEDITED OT US-BAYER-2013-032632 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9171463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171463 NON-EXPEDITED OT US-BAYER-2013-031324 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Bladder pain  
Bladder spasm  
Discomfort  
Genital haemorrhage  

9171813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9171813 NON-EXPEDITED OT US-BAYER-2013-032903 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9172003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172003 EXPEDITED (15-DAY) OT US-BAYER-2013-031744 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal Mirena S UNK  BAYER
Hypersomnia Supplements C  
Abdominal pain upper  
Acne  
Amenorrhoea  
Anxiety  
Asthenia  
Cold sweat  
Depression  
Device expulsion  
Feeling of despair  
Heart rate irregular  
Hot flush  
Incorrect drug administration duration  
Panic attack  
Sinusitis  
Vaginal haemorrhage  

9172005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172005 NON-EXPEDITED US-BAYER-2013-033075 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Smear cervix abnormal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9172036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172036 NON-EXPEDITED US-BAYER-2013-034404 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9172156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172156 NON-EXPEDITED US-BAYER-2013-034445 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9172169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172169 NON-EXPEDITED US-BAYER-2013-034494 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9172411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172411 NON-EXPEDITED US-TEVA-392461USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nipple disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness Vitamins C  
Breast pain  

9172442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172442 NON-EXPEDITED US-BAYER-2013-034103 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9172631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2013 9172631 NON-EXPEDITED US-TEVA-392453USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9062963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9062963 NON-EXPEDITED OT US-BAYER-2013-017549 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Dizziness  
Nausea  

9099959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9099959 NON-EXPEDITED OT US-BAYER-2013-016980 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Device difficult to use  

9116059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9116059 EXPEDITED (15-DAY) OT CN-BAYER-2013-010291 44 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast cancer  
Off label use  

9134917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9134917 NON-EXPEDITED US-BAYER-2013-025103 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER
Penile pain  
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Detailed Report
9140020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9140020 NON-EXPEDITED OT US-BAYER-2013-026166 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER
Abdominal pain  
Device dislocation  
Device misuse  
Drug ineffective  

9153746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9153746 NON-EXPEDITED OT US-BAYER-2013-030185 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9171297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9171297 NON-EXPEDITED OT US-BAYER-2013-031047 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device issue  

9173420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173420 EXPEDITED (15-DAY) OT FR-BAYER-2013-032238 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173433 NON-EXPEDITED OT US-BAYER-2013-032090 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9173441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173441 NON-EXPEDITED OT US-BAYER-2013-033570 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain  

9173449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173449 NON-EXPEDITED OT US-BAYER-2013-033775 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173563 NON-EXPEDITED US-BAYER-2013-032350 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9173572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173572 NON-EXPEDITED US-BAYER-2013-030674 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S  BAYER

9173573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173573 NON-EXPEDITED US-BAYER-2013-032344 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9173577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173577 NON-EXPEDITED US-BAYER-2013-031729 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  

9173578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173578 NON-EXPEDITED US-BAYER-2013-033024 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173580 NON-EXPEDITED US-BAYER-2013-034262 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173605 NON-EXPEDITED US-BAYER-2013-032919 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173651 NON-EXPEDITED US-BAYER-2013-032796 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Device expulsion  
Device issue  
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Detailed Report
9173654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173654 NON-EXPEDITED US-BAYER-2013-034565 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Prothrombin level increased Mirena S UNK  BAYER

9173659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173659 NON-EXPEDITED US-BAYER-2013-033089 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mole excision Mirena S UNK  BAYER

Mirena S  BAYER

9173662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173662 NON-EXPEDITED US-BAYER-2013-032375 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173735 NON-EXPEDITED US-BAYER-2013-033322 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9173824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9173824 NON-EXPEDITED US-BAYER-2013-033725 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9174200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174200 NON-EXPEDITED US-TEVA-393181USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9174253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174253 NON-EXPEDITED US-BAYER-2013-034883 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9174278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174278 NON-EXPEDITED US-TEVA-393173USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9174347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174347 NON-EXPEDITED US-TEVA-393159USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  

9174365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174365 NON-EXPEDITED US-TEVA-393146USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9174578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174578 NON-EXPEDITED US-BAYER-2013-032154 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine pain Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device issue  

9174711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174711 NON-EXPEDITED US-BAYER-2013-034915 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9174794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9174794 NON-EXPEDITED US-BAYER-2013-033783 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175309 NON-EXPEDITED US-TEVA-393319USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9175330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175330 NON-EXPEDITED US-BAYER-2013-035047 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175334 NON-EXPEDITED US-BAYER-2013-034076 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175335 NON-EXPEDITED US-BAYER-2013-035046 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9175385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175385 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-031561 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  
Cyst  
Malaise  
Pelvic pain  

9175500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175500 EXPEDITED (15-DAY) OT NL-BAYER-2013-031201 45 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Type 1 diabetes mellitus Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175508 NON-EXPEDITED US-BAYER-2013-035007 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9175534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175534 EXPEDITED (15-DAY) OT US-BAYER-2013-032088 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fungal infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Weight decreased Mirena S  BAYER
Alopecia  

9175603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175603 NON-EXPEDITED US-BAYER-2013-034346 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9175810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9175810 NON-EXPEDITED US-BAYER-2013-031965 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S UNK  BAYER
Off label use  

9176006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 9176006 NON-EXPEDITED US-TEVA-393342USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

8798354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 8798354 EXPEDITED (15-DAY) OT CA-BAYER-2012-094992 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suppressed lactation  

8908551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 8908551 NON-EXPEDITED HO,OT US-BAYER-2012-117040 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Back pain  
Genital haemorrhage  
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Detailed Report
8956384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 8956384 NON-EXPEDITED OT US-BAYER-2012-128532 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pelvic pain  
Vaginal haemorrhage  

9037880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9037880 NON-EXPEDITED OT US-BAYER-2013-010706 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device physical property issue  

9097164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9097164 NON-EXPEDITED US-BAYER-2013-017108 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9142574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9142574 NON-EXPEDITED HO US-BAYER-2013-028253 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
9145661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9145661 NON-EXPEDITED OT US-BAYER-2013-027456 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Device misuse  
Uterine perforation  

9165871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9165871 EXPEDITED (15-DAY) OT US-BAYER-2013-030599 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective COUMADIN C  
Device dislocation  

9176706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9176706 EXPEDITED (15-DAY) OT FR-BAYER-2013-032964 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Portal vein thrombosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Mesenteric vein thrombosis  

9177415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177415 NON-EXPEDITED US-TEVA-393501USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9177420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177420 NON-EXPEDITED US-TEVA-393483USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9177440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177440 NON-EXPEDITED US-BAYER-2013-032307 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9177455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177455 NON-EXPEDITED OT US-BAYER-2013-032008 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Menstruation irregular  
Pain  

9177463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177463 NON-EXPEDITED OT US-BAYER-2013-031279 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Genital haemorrhage  
Injury  
Pain  
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Detailed Report
9177467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177467 NON-EXPEDITED OT US-BAYER-2013-032275 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9177482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177482 NON-EXPEDITED US-TEVA-393489USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast enlargement PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast pain  

9177501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177501 EXPEDITED (15-DAY) OT US-BAYER-2013-032583 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical dysplasia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177502 NON-EXPEDITED US-TEVA-393494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9177505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177505 NON-EXPEDITED OT US-BAYER-2013-032384 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Device issue  
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Detailed Report
9177520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177520 NON-EXPEDITED HO US-BAYER-2013-032618 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177529 NON-EXPEDITED US-BAYER-2013-035249 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Sensation of foreign body Mirena S  BAYER
Medical device discomfort  

9177537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177537 NON-EXPEDITED OT US-BAYER-2013-032626 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometritis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medical device discomfort  
Unintentional medical device removal by patient  
Vaginal infection  

9177547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177547 NON-EXPEDITED OT US-BAYER-2013-033114 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adnexa uteri pain  
Back pain  
Off label use  
Pelvic pain  
Vaginal haemorrhage  
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Detailed Report
9177553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177553 NON-EXPEDITED OT US-BAYER-2013-031842 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177571 NON-EXPEDITED US-TEVA-393475USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9177577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177577 NON-EXPEDITED US-BAYER-2013-035362 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177579 NON-EXPEDITED OT US-BAYER-2013-032793 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9177580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177580 NON-EXPEDITED OT US-BAYER-2013-034782 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
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Detailed Report
9177581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177581 NON-EXPEDITED OT US-BAYER-2013-033069 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ruptured ectopic pregnancy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9177585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177585 NON-EXPEDITED OT US-BAYER-2013-034208 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Genital haemorrhage  

9177587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177587 NON-EXPEDITED OT US-BAYER-2013-035134 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Device expulsion  

9177590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177590 NON-EXPEDITED US-BAYER-2013-034826 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177594 NON-EXPEDITED US-TEVA-392679USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Insulin C  
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Detailed Report
9177596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177596 NON-EXPEDITED OT US-BAYER-2013-034084 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S  BAYER

COUMADIN C  

9177598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177598 NON-EXPEDITED US-BAYER-2013-034541 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9177605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177605 NON-EXPEDITED OT US-BAYER-2013-032569 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Abortion spontaneous  
Device expulsion  
Maternal exposure before pregnancy  

9177607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177607 NON-EXPEDITED US-BAYER-2013-032508 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
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9177612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177612 NON-EXPEDITED OT US-BAYER-2013-033810 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device issue  

9177613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177613 NON-EXPEDITED US-BAYER-2013-032601 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177618 NON-EXPEDITED US-BAYER-2013-033186 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177619 NON-EXPEDITED US-BAYER-2013-032150 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate schedule of drug administration Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Exposure during breast feeding  

9177623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177623 NON-EXPEDITED US-BAYER-2013-033045 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
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Detailed Report
9177641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177641 NON-EXPEDITED US-BAYER-2013-035236 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177668 NON-EXPEDITED US-BAYER-2013-034818 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177699 NON-EXPEDITED US-BAYER-2013-033821 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9177700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177700 NON-EXPEDITED US-BAYER-2013-035582 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177706 NON-EXPEDITED US-BAYER-2013-034369 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adnexa uteri pain  
Pain  
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9177708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177708 NON-EXPEDITED US-BAYER-2013-035682 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9177732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177732 NON-EXPEDITED US-BAYER-2013-034291 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  
Device expulsion  

9177750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177750 NON-EXPEDITED US-BAYER-2013-035622 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177756 NON-EXPEDITED US-TEVA-392719USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
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Detailed Report
9177763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177763 NON-EXPEDITED US-BAYER-2013-033150 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Abdominal pain upper  
Hypersensitivity  
Pelvic pain  

9177790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177790 NON-EXPEDITED US-TEVA-392628USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9177801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177801 NON-EXPEDITED OT US-BAYER-2013-032373 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Drug ineffective  

9177832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177832 NON-EXPEDITED US-TEVA-392744USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9177874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177874 NON-EXPEDITED US-TEVA-392749USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9177883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177883 NON-EXPEDITED US-TEVA-392999USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting Effexor C  

Metoprolol C  
Ambien C  
Rosarum C  
Xanax C  
Ativan C  

9177915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177915 NON-EXPEDITED OT US-BAYER-2013-035220 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9177941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177941 NON-EXPEDITED US-BAYER-2013-035825 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9177942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9177942 NON-EXPEDITED US-BAYER-2013-035827 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9178124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178124 NON-EXPEDITED US-BAYER-2013-035842 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9178162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178162 NON-EXPEDITED US-TEVA-392759USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178411 NON-EXPEDITED US-BAYER-2013-030087 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product adhesion issue Climara Pro S TRANSDERMAL UNK  BAYER
Headache  
Insomnia  
Mood swings  
Off label use  

9178531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178531 NON-EXPEDITED US-TEVA-393499USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9178577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178577 NON-EXPEDITED US-TEVA-393508USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea NuvaRing S  

9178630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178630 NON-EXPEDITED US-BAYER-2013-035698 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9178644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178644 NON-EXPEDITED US-BAYER-2013-035760 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9178667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9178667 NON-EXPEDITED US-BAYER-2013-035814 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9179146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9179146 NON-EXPEDITED US-TEVA-393682USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  
Increased appetite  
Menstruation irregular  
Nausea  
Nipple disorder  

9179333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9179333 NON-EXPEDITED US-BAYER-2013-035796 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9179380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9179380 NON-EXPEDITED US-TEVA-393493USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  

Page: 13,342 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9179842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9179842 NON-EXPEDITED US-TEVA-393497USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Menstruation irregular  

9179947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2013 9179947 NON-EXPEDITED OT US-TEVA-393247USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Drug ineffective  
Live birth  
Vaginal haemorrhage  

8796194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 8796194 EXPEDITED (15-DAY) OT CA-BAYER-2012-094613 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Dizziness  
Dyspnoea  
Migraine  
Palpitations  
Panic attack  
Panic disorder  
Psoriasis  
Raynaud's phenomenon  
Vertigo  
Weight increased  
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Detailed Report
8919477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 8919477 NON-EXPEDITED HO US-BAYER-2012-120360 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device misuse  
Menstruation irregular  
Pain  
Polymenorrhoea  
Uterine spasm  

9109302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9109302 NON-EXPEDITED US-BAYER-2013-020906 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9143971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9143971 NON-EXPEDITED OT US-BAYER-2013-028075 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device dislocation  
Device expulsion  
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Detailed Report
9180710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180710 EXPEDITED (15-DAY) OT DK-BAYER-2013-032823 38 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis Mirena S INTRAUTERINE UNK  BAYER
Angina pectoris  
Raynaud's phenomenon  

9180855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180855 NON-EXPEDITED OT US-BAYER-2013-033293 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9180856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180856 NON-EXPEDITED OT US-BAYER-2013-033217 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180857 NON-EXPEDITED OT US-BAYER-2013-035652 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180858 NON-EXPEDITED OT US-BAYER-2013-034969 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  
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Detailed Report
9180860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180860 NON-EXPEDITED OT US-BAYER-2013-034901 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9180861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180861 NON-EXPEDITED OT US-BAYER-2013-033018 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180863 NON-EXPEDITED HO US-BAYER-2013-035041 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9180864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180864 NON-EXPEDITED OT US-BAYER-2013-033578 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

Page: 13,346 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9180865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180865 NON-EXPEDITED OT US-BAYER-2013-033596 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9180866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180866 NON-EXPEDITED OT US-BAYER-2013-033709 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180867 EXPEDITED (15-DAY) OT US-BAYER-2013-033194 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S 20 mcg/24hr, CONT  BAYER

9180869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180869 NON-EXPEDITED OT US-BAYER-2013-035039 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9180870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180870 NON-EXPEDITED OT US-BAYER-2013-034910 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  
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Detailed Report
9180872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180872 NON-EXPEDITED OT US-BAYER-2013-034351 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Emotional distress  
Injury  
Pain  

9180873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180873 NON-EXPEDITED OT US-BAYER-2013-033111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9180874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9180874 NON-EXPEDITED HO US-BAYER-2013-034201 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9181033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181033 NON-EXPEDITED US-BAYER-2013-034823 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine spasm Mirena S  BAYER
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Detailed Report
9181035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181035 NON-EXPEDITED US-BAYER-2013-033255 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Premature delivery  

9181041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181041 NON-EXPEDITED US-BAYER-2013-035880 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181061 NON-EXPEDITED US-BAYER-2013-033213 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Hyperhidrosis  

9181068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181068 NON-EXPEDITED US-BAYER-2013-033832 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9181073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181073 NON-EXPEDITED US-BAYER-2013-036020 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Feeling abnormal  
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Detailed Report
9181084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181084 NON-EXPEDITED US-BAYER-2013-035279 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181085 NON-EXPEDITED US-BAYER-2013-033649 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181091 NON-EXPEDITED US-BAYER-2013-034981 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181102 NON-EXPEDITED US-BAYER-2013-034982 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, UNK  BAYER
Abdominal pain lower  

9181120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181120 NON-EXPEDITED US-BAYER-2013-035751 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181131 NON-EXPEDITED US-BAYER-2013-033883 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
9181149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181149 NON-EXPEDITED US-BAYER-2013-035981 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181284 NON-EXPEDITED US-BAYER-2013-036007 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Uterine cervix stenosis  

9181344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181344 NON-EXPEDITED US-BAYER-2013-035815 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181387 NON-EXPEDITED OT US-BAYER-2013-035336 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  

9181425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181425 NON-EXPEDITED OT US-BAYER-2013-035646 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  
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Detailed Report
9181764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181764 NON-EXPEDITED OT US-BAYER-2013-035634 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9181830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181830 NON-EXPEDITED US-TEVA-393779USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9181848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181848 NON-EXPEDITED OT US-BAYER-2013-033013 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  

9181906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181906 NON-EXPEDITED US-BAYER-2013-035898 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acne Mirena S UNK  BAYER
Acne  
Hypomenorrhoea  
Menstrual disorder  
Scar  

9181965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181965 NON-EXPEDITED US-TEVA-393773USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9181967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9181967 NON-EXPEDITED US-TEVA-393802USA 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  

9182008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182008 NON-EXPEDITED US-TEVA-393789USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Off label use  
Pelvic pain  

9182075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182075 NON-EXPEDITED US-BAYER-2013-033754 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9182180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182180 NON-EXPEDITED OT US-BAYER-2013-035675 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9182185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182185 NON-EXPEDITED US-BAYER-2013-034527 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Premenstrual syndrome  
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Detailed Report
9182278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182278 NON-EXPEDITED US-TEVA-393765USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9182365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182365 EXPEDITED (15-DAY) HO,LT NL-BAYER-2013-033460 24 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Thrombosis  

9182531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182531 NON-EXPEDITED OT US-BAYER-2013-030669 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Menstrual disorder Mirena S  BAYER
Acne  
Anxiety  
Drug ineffective for unapproved indication  
Erythema  
Mood swings  
Off label use  
Premenstrual syndrome  

9182641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9182641 EXPEDITED (15-DAY) OT DE-BAYER-2013-031149 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

PANTOPRAZOLE C 40 mg, QD  
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Detailed Report
9183217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9183217 NON-EXPEDITED US-TEVA-393718USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9183258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9183258 NON-EXPEDITED US-BAYER-2013-035331 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9183279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9183279 NON-EXPEDITED US-BAYER-2013-035655 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER

9183285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9183285 NON-EXPEDITED US-BAYER-2013-035351 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9184087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2013 9184087 EXPEDITED (15-DAY) OT IE-BAYER-2013-036333 48 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension Mirena S 20 mcg/24hr, CONT  BAYER
Menorrhagia Cymbalta S ORAL Daily dose 60 mg  
Impaired healing Cymbalta S  

ZOMIG C 1 DF, PRN  
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Detailed Report
9184665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2013 9184665 EXPEDITED (15-DAY) OT US-TEVA-392890USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  
Secretion discharge  

8959055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 8959055 NON-EXPEDITED OT US-BAYER-2012-128638 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue ALBUTEROL C UNK UNK, PRN  
Amenorrhoea IPRATROPIUM C 2.5 ml, QID  
Abdominal pain lower ALBUTEROL C  
Uterine haemorrhage SULFAMETHOXAZOLE W/

TRIMETHOPRIM
C  

Ovarian cyst  
Pelvic fluid collection  

9015530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9015530 NON-EXPEDITED OT US-BAYER-2013-005693 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  
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Detailed Report
9054880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9054880 NON-EXPEDITED US-BAYER-2013-017530 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dyspareunia  
Fatigue  
Malaise  
Nausea  

9058287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9058287 NON-EXPEDITED OT US-BAYER-2013-014003 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device dislocation  
Genital haemorrhage  
Uterine perforation  

9134528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9134528 NON-EXPEDITED OT US-BAYER-2013-022345 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9146058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9146058 NON-EXPEDITED OT US-BAYER-2013-028154 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  
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Detailed Report
9149311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9149311 EXPEDITED (15-DAY) OT BR-PFIZER
INC-2013075940

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Portal vein thrombosis ETHINYLESTRADIOL/

LEVONORGESTREL
S UNK  PFIZER

Abdominal pain  
Liver disorder  
Splenomegaly  
Varices oesophageal  

9160066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9160066 NON-EXPEDITED US-BAYER-2013-030520 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower Mirena S  BAYER
Abdominal distension  
Acne  
Pelvic pain  

9166254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9166254 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013082865

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral venous thrombosis Adepal S ORAL 1 DF, ethinyl estradiol

30-40?g/ levonorgestrel
150-200?g

 PFIZER

Minidril S ORAL 1 DF, ethinyl estradiol
30?g/ levonorgestrel
150?g

 PFIZER

TARDYFERON C UNK  
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Detailed Report
9169370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9169370 NON-EXPEDITED OT US-BAYER-2013-033153 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9171305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9171305 EXPEDITED (15-DAY) OT US-BAYER-2013-031359 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuromyopathy Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Suspected counterfeit product  

9177663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9177663 NON-EXPEDITED US-BAYER-2013-032558 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9185005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9185005 NON-EXPEDITED US-BAYER-2013-035027 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9185040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9185040 EXPEDITED (15-DAY) HO AT-BAYER-2013-033630 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Balance disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Thrombo ASS C UNK  
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Detailed Report
9185042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9185042 EXPEDITED (15-DAY) OT CA-BAYER-2013-033326 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection MIRENA S  BAYER

9185048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9185048 EXPEDITED (15-DAY) OT US-BAYER-2013-034339 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Breast cancer  
Staphylococcal infection  

9186221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186221 NON-EXPEDITED US-BAYER-2013-035736 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9186227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186227 NON-EXPEDITED US-BAYER-2013-036643 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
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Detailed Report
9186236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186236 NON-EXPEDITED US-BAYER-2013-033982 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Alopecia  
Amnesia  
Anxiety  
Disturbance in attention  
Dizziness  
Dyspnoea  
Fatigue  
Loss of libido  
Migraine  
Nausea  
Palpitations  
Urticaria  
Vertigo  
Vision blurred  
Weight increased  

9186364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186364 NON-EXPEDITED OT US-BAYER-2013-036534 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Pain  

9186463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186463 NON-EXPEDITED OT US-BAYER-2013-036576 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9186470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186470 NON-EXPEDITED OT US-BAYER-2013-036769 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  

9186542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186542 NON-EXPEDITED OT US-BAYER-2013-035204 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Inappropriate schedule of drug administration  

9186684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186684 NON-EXPEDITED US-BAYER-2013-035722 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device difficult to use Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device expulsion  

9186779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186779 NON-EXPEDITED US-TEVA-394109USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9186805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186805 NON-EXPEDITED US-TEVA-394085USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9186814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186814 NON-EXPEDITED OT US-BAYER-2013-036740 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9186930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186930 NON-EXPEDITED US-BAYER-2013-036764 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9186939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186939 NON-EXPEDITED OT US-BAYER-2013-035261 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9186955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186955 NON-EXPEDITED OT US-BAYER-2013-035185 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9186995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9186995 NON-EXPEDITED US-BAYER-2013-037033 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9187067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187067 NON-EXPEDITED US-BAYER-2013-036757 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Polymenorrhoea  

9187075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187075 NON-EXPEDITED OT US-BAYER-2013-035169 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device dislocation  
Infection  
Injury  
Medical device pain  
Metrorrhagia  
Pelvic pain  
Uterine perforation  

9187099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187099 NON-EXPEDITED US-BAYER-2013-035081 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Crying  
Emotional disorder  
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Detailed Report
9187282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187282 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013080423

17 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Trinordiol S ORAL 1 DF (50-75-125ug,

30-40-30ug), 1x/day
 PFIZER

Pulmonary arterial hypertension DUPHASTON C ORAL 1 DF, 14 days on 28
days

 

9187296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187296 NON-EXPEDITED US-BAYER-2013-037357 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9187331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187331 NON-EXPEDITED US-BAYER-2013-037312 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9187377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187377 NON-EXPEDITED OT US-BAYER-2013-037235 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9187444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187444 NON-EXPEDITED US-BAYER-2013-034804 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine spasm Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device difficult to use  
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Detailed Report
9187446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187446 NON-EXPEDITED US-BAYER-2013-033710 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9187450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187450 NON-EXPEDITED US-BAYER-2013-036212 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9187495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187495 NON-EXPEDITED OT US-BAYER-2013-036743 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Device expulsion  

9187632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187632 NON-EXPEDITED US-TEVA-394098USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9187683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9187683 NON-EXPEDITED US-TEVA-393860USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9188122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188122 NON-EXPEDITED US-TEVA-394338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188126 NON-EXPEDITED US-TEVA-394347USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188190 NON-EXPEDITED OT US-BAYER-2013-035271 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Cyst  
Emotional distress  
Injury  
Pain  
Salpingitis  

9188264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188264 NON-EXPEDITED US-TEVA-394069USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9188298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188298 NON-EXPEDITED US-BAYER-2013-031221 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo Climara Pro S TRANSDERMAL  BAYER
Product quality issue  
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Detailed Report
9188445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188445 EXPEDITED (15-DAY) OT IN-BAYER-2013-037083 47 YR Female IND

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Rash papular Mirena S  BAYER
Amenorrhoea  

9188532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188532 NON-EXPEDITED US-BAYER-2013-036865 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Genital injury  
Pain  

9188635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188635 NON-EXPEDITED US-BAYER-2013-035629 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower Mirena S INTRAUTERINE 20 ?g/d, UNK  BAYER
Device expulsion  

9188703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188703 NON-EXPEDITED US-TEVA-394334USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188708 NON-EXPEDITED US-TEVA-394344USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  
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Detailed Report
9188711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2013 9188711 NON-EXPEDITED US-TEVA-394351USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

8459199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 8459199 EXPEDITED (15-DAY) OT US-BAYER-2012-024314 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pregnancy with contraceptive device ZOLOFT C  
Drug ineffective  
Precipitate labour  

8796146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 8796146 EXPEDITED (15-DAY) OT CA-BAYER-2012-094936 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Hypertension ACETAMINOPHEN C  
Nervousness IBUPROFEN C  
Headache  
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Detailed Report
8922826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 8922826 NON-EXPEDITED HO US-BAYER-2012-117374 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abdominal pain  
Device difficult to use  
Device misuse  
Emotional distress  
Injury  
Medical device pain  
Menstruation irregular  
Pain  
Polymenorrhoea  
Procedural pain  
Scar  

9030349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9030349 EXPEDITED (15-DAY) HO FR-PFIZER
INC-2013017205

17 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone infarction Minidril S ORAL 1 DF, 1x/day  PFIZER

ATENOLOL S ORAL 25 mg, 1x/day  
PROCORALAN S ORAL 5 mg, 2x/day  
IMIGRANE S ORAL UNK  
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Detailed Report
9046892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9046892 NON-EXPEDITED US-BAYER-2013-014176 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Dyspareunia  
Pelvic pain  

9159312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9159312 NON-EXPEDITED OT US-BAYER-2013-031369 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device breakage  
Device difficult to use  
Device dislocation  

9162834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9162834 NON-EXPEDITED US-BAYER-2013-031373 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Urticaria Mirena S  BAYER
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Detailed Report
9168001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9168001 NON-EXPEDITED HO,OT US-BAYER-2013-031039 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Ovarian cyst ruptured  
Pain  
Pelvic pain  
Polycystic ovaries  
Thyroid disorder  
Weight increased  

9174744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9174744 EXPEDITED (15-DAY) OT FR-PFIZER
INC-2013086969

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phlebitis deep Trinordiol S ethinyl estradiol

30-40-30ug/
levonorgestrel
50-75-125ug

 PFIZER

9177725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9177725 NON-EXPEDITED US-BAYER-2013-031994 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Nausea ZOLOFT C  
Anxiety  
Feeling abnormal  
Stress  
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Detailed Report
9188760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188760 NON-EXPEDITED US-BAYER-2013-037182 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9188789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188789 NON-EXPEDITED US-TEVA-393343USA 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Menstruation irregular  

9188797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188797 NON-EXPEDITED US-TEVA-393642USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188801 NON-EXPEDITED US-TEVA-393294USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Musculoskeletal discomfort Prozac C ORAL  
Breast pain  
Menstruation delayed  
Nausea  
Somnolence  

9188860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188860 NON-EXPEDITED US-TEVA-394349USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9188881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188881 NON-EXPEDITED US-TEVA-392939USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188888 NON-EXPEDITED US-TEVA-393566USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea Metformin C  

Lisinopril C  

9188890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188890 NON-EXPEDITED US-TEVA-393546USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia Multivitamin C  
Abdominal pain B-complex C  
Menstruation delayed  

9188905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188905 NON-EXPEDITED US-TEVA-394350USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9188997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9188997 NON-EXPEDITED US-TEVA-392886USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discomfort PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
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Detailed Report
9189048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189048 NON-EXPEDITED US-TEVA-393186USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9189058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189058 NON-EXPEDITED US-TEVA-393600USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9189156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189156 NON-EXPEDITED US-TEVA-392873USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast discharge  
Breast tenderness  
Emotional disorder  
Fatigue  
Nausea  

9189167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189167 NON-EXPEDITED US-TEVA-392894USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9189284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189284 NON-EXPEDITED US-BAYER-2013-037388 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9189482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189482 EXPEDITED (15-DAY) HO FR-BAYER-2013-036343 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189488 EXPEDITED (15-DAY) HO FR-BAYER-2013-036474 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

ANTIBIOTICS C UNK  

9189601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189601 NON-EXPEDITED OT US-BAYER-2013-034440 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE UNK  BAYER
Device misuse Mirena S INTRAUTERINE UNK  BAYER

9189604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189604 NON-EXPEDITED OT US-BAYER-2013-036057 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Emotional distress  
Injury  
Pain  
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Detailed Report
9189607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189607 NON-EXPEDITED OT US-BAYER-2013-035832 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9189612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189612 EXPEDITED (15-DAY) OT US-BAYER-2013-035301 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain Mirena S INTRAUTERINE UNK  BAYER
Pelvic pain Mirena S  BAYER
Adnexa uteri pain  
Drug ineffective  
Obesity  
Oedema peripheral  
Oophoritis  
Ovarian enlargement  
Polymenorrhoea  
Swelling face  
Weight increased  

9189614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189614 NON-EXPEDITED US-BAYER-2013-037598 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189616 NON-EXPEDITED US-BAYER-2013-037663 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9189618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189618 NON-EXPEDITED US-BAYER-2013-037673 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189626 NON-EXPEDITED OT US-BAYER-2013-033854 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189632 NON-EXPEDITED US-BAYER-2013-037368 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Medical device discomfort  

9189634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189634 NON-EXPEDITED US-BAYER-2013-037627 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189651 NON-EXPEDITED US-BAYER-2013-036726 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER
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Detailed Report
9189680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189680 EXPEDITED (15-DAY) OT AT-BAYER-2013-037120 37 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189700 NON-EXPEDITED US-BAYER-2013-037353 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9189746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9189746 NON-EXPEDITED US-BAYER-2013-037595 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9190075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190075 NON-EXPEDITED US-TEVA-394474USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea SYMBICORT C  
Dizziness  
Pelvic pain  

9190269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190269 NON-EXPEDITED US-BAYER-2013-036690 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Muscle spasms Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device malfunction  
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Detailed Report
9190337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190337 NON-EXPEDITED US-BAYER-2013-037927 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9190356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190356 NON-EXPEDITED US-BAYER-2013-037539 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9190359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190359 EXPEDITED (15-DAY) DS,LT,OT GB-BAYER-2013-033805 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic shock syndrome Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Depression Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Feeling abnormal  

9190388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190388 EXPEDITED (15-DAY) OT US-BAYER-2013-034986 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Libido decreased TOPAMAX S 50 mg, BID  
Feeling abnormal  
Hypoaesthesia  
Paraesthesia  
Weight decreased  
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9190402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190402 NON-EXPEDITED OT US-BAYER-2013-037394 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  

9190428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190428 NON-EXPEDITED OT US-BAYER-2013-035805 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintentional medical device removal by patient Mirena S UNK  BAYER
Uterine haemorrhage  
Vaginal haemorrhage  

9190522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190522 NON-EXPEDITED US-BAYER-2013-037505 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9190568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190568 NON-EXPEDITED US-BAYER-2013-037575 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Drug ineffective  

9190639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9190639 NON-EXPEDITED OT US-BAYER-2013-037670 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9191058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191058 NON-EXPEDITED OT US-BAYER-2013-037514 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9191129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191129 NON-EXPEDITED US-BAYER-2013-038071 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9191322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191322 NON-EXPEDITED US-BAYER-2013-038054 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9191425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191425 NON-EXPEDITED US-BAYER-2013-038330 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9191466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191466 NON-EXPEDITED US-TEVA-394494USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Dysmenorrhoea  

Page: 13,382 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9191471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191471 NON-EXPEDITED US-TEVA-394619USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea Next Choice S ORAL 1.5 Milligram Daily;  
Dysmenorrhoea  
Menstruation irregular  

9191486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191486 NON-EXPEDITED US-TEVA-394568USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Odynophagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9191488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191488 NON-EXPEDITED US-TEVA-394608USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9191545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191545 NON-EXPEDITED US-TEVA-394546USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9191555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191555 NON-EXPEDITED US-TEVA-394684USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9191557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2013 9191557 NON-EXPEDITED US-TEVA-394677USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia Prenatals C  

Biotin C  

8959362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 8959362 NON-EXPEDITED OT US-BAYER-2012-128308 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal discomfort  
Abdominal pain  
Device expulsion  
Discomfort  

8996588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 8996588 EXPEDITED (15-DAY) OT US-BAYER-2013-000930 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Infection  

9077127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9077127 EXPEDITED (15-DAY) OT FR-BAYER-2013-011746 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Procedural pain Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
Mitral valve incompetence Mirena S INTRAUTERINE 20 ?g, CONT  BAYER
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9104210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9104210 EXPEDITED (15-DAY) OT CA-PFIZER
INC-2013058681

33 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tooth abscess Alesse-21 S 1 DF, 1x/day  PFIZER
Gingivitis Alesse-21 S  PFIZER
Oral candidiasis NUTRASEA HP 3:1 C 1.14 g, 4x/day in

morning and evening
 

Oral mucosa erosion FOLIC ACID C 1 mg, 1x/day AM  
Gingival bleeding  
Gingival pain  
Nausea  

9156766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9156766 NON-EXPEDITED OT US-BAYER-2013-028026 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
Device dislocation  

9163006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9163006 NON-EXPEDITED OT US-BAYER-2013-030498 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  
Device dislocation  
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Detailed Report
9192135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192135 EXPEDITED (15-DAY) HO PL-BAYER-2013-036731 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal neoplasm  

9192144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192144 NON-EXPEDITED OT US-BAYER-2013-035868 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abortion spontaneous  
Drug ineffective  
Pregnancy with contraceptive device  

9192145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192145 NON-EXPEDITED OT US-BAYER-2013-036710 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Back pain  

9192223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192223 NON-EXPEDITED OT US-BAYER-2013-038084 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
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Detailed Report
9192233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192233 NON-EXPEDITED OT US-BAYER-2013-035928 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  
Device misuse  
Uterine cervix stenosis  

9192235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192235 NON-EXPEDITED OT US-BAYER-2013-037213 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Post procedural haemorrhage  

9192238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192238 NON-EXPEDITED OT US-BAYER-2013-037535 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9192288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192288 NON-EXPEDITED OT US-BAYER-2013-037237 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
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Detailed Report
9192439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192439 NON-EXPEDITED US-BAYER-2013-036004 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Presyncope  

9192440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192440 NON-EXPEDITED US-BAYER-2013-037492 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9192443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192443 NON-EXPEDITED US-BAYER-2013-037958 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  

9192459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192459 NON-EXPEDITED US-BAYER-2013-038002 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9192686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9192686 NON-EXPEDITED OT US-BAYER-2013-036111 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Haemorrhage in pregnancy  
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9193040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193040 EXPEDITED (15-DAY) OT US-TEVA-394460USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9193050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193050 NON-EXPEDITED OT US-TEVA-393966USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Dizziness  
Drug ineffective  
Fatigue  
Headache  
Nausea  

9193146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193146 NON-EXPEDITED US-BAYER-2013-036863 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Medication error  

9193181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193181 NON-EXPEDITED OT US-BAYER-2013-038064 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage  
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Detailed Report
9193604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193604 NON-EXPEDITED US-BAYER-2013-037406 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9193771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193771 EXPEDITED (15-DAY) DE,HO FR-PFIZER
INC-2013094066

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction Adepal S ORAL  PFIZER

ATARAX C 1 DF, 3x/day  
DIPIPERON C 25 mg, 4x/day  
INIPOMP C 20 mg, 1x/day  
NEURONTIN C 100 mg, 2x/day  
NICOPATCH C 21 mg, 1x/day  
NORSET C 45 mg, 1x/day  
PREVISCAN C 20 mg, 1x/day  
TIAPRIDAL C 100 mg, 3x/day  
DAFALGAN C 1000 mg, 3x/day  
KARDEGIC C 75 mg, 1x/day  

9193834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193834 EXPEDITED (15-DAY) OT CA-TEVA-393783USA 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pharyngitis streptococcal PLAN B S ORAL 2 pills (2 x 0.75 mg)  DURAMED

9193886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9193886 NON-EXPEDITED US-BAYER-2013-032656 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9194238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2013 9194238 EXPEDITED (15-DAY) OT PHHY2013FR022392 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot LEELOO S  NOVARTIS
Hypersensitivity  
Pruritus  
Urticaria  

8916212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 8916212 EXPEDITED (15-DAY) HO FR-GLAXOSMITHKLINE-
B0843328A

17 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone infarction Imigrane S ORAL  GLAXOSMITHKLINE
Arthralgia ATENOLOL S ORAL 25MG Per day  
Arthritis Procoralan S ORAL 5MG Twice per day  
Influenza like illness Minidril S ORAL  
Oropharyngeal pain Sore throat treatment C  

9009415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9009415 NON-EXPEDITED OT US-BAYER-2013-004108 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9044675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9044675 NON-EXPEDITED OT US-BAYER-2013-012159 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Drug ineffective  

Page: 13,391 of 13,434Date - Time: 04-02-2013 5:03:34 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
9050438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9050438 NON-EXPEDITED OT US-BAYER-2013-015139 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9102010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9102010 NON-EXPEDITED OT US-BAYER-2013-018210 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  

9106982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9106982 NON-EXPEDITED OT US-BAYER-2013-019688 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion ALBUTEROL C UNK, PRN  
Drug ineffective PULMICORT C UNK  
Abortion spontaneous MISOPROSTOL C UNK  

9125209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9125209 EXPEDITED (15-DAY) OT CA-BAYER-2013-021593 34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device MIRENA S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Caesarean section  
Device breakage  
Drug ineffective  
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Detailed Report
9139908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9139908 NON-EXPEDITED OT US-BAYER-2013-027596 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural discomfort Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Uterine perforation  

9162510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9162510 EXPEDITED (15-DAY) OT DE-BAYER-2013-031151 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Aspartate aminotransferase increased  

9165593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9165593 NON-EXPEDITED OT US-BAYER-2013-030526 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Device issue  
Feeling abnormal  
Increased appetite  
Migraine  
Restless legs syndrome  
Weight increased  
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Detailed Report
9167969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9167969 EXPEDITED (15-DAY) OT GB-BAYER-2013-030089 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 ?g/d, CONT  BAYER
Abasia  
Abdominal pain  
Cervix disorder  
Complication of device removal  
Cyst  
Device breakage  
Device difficult to use  
Hypomenorrhoea  
Muscle spasms  
Pain in extremity  
Pelvic pain  
Post procedural discomfort  
Sciatica  
Uterine spasm  

9170090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9170090 NON-EXPEDITED OT US-BAYER-2013-031397 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9195871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195871 NON-EXPEDITED OT US-BAYER-2013-035945 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device removal  
Pain  
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Detailed Report
9195876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195876 NON-EXPEDITED OT US-BAYER-2013-037971 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Emotional distress  
Injury  
Pain  

9195877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195877 NON-EXPEDITED OT US-BAYER-2013-038060 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9195879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195879 NON-EXPEDITED OT US-BAYER-2013-038307 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal haemorrhage  

9195881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195881 NON-EXPEDITED OT US-BAYER-2013-036682 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Uterine perforation  
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9195882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195882 NON-EXPEDITED OT US-BAYER-2013-037632 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9195883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195883 NON-EXPEDITED OT US-BAYER-2013-038331 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9195885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195885 NON-EXPEDITED OT US-BAYER-2013-036021 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Drug ineffective  
Nausea  
Vaginal haemorrhage  

9195886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195886 NON-EXPEDITED OT US-BAYER-2013-038038 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Emotional distress  
Injury  
Pain  
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Detailed Report
9195887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195887 NON-EXPEDITED OT US-BAYER-2013-037512 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Genital haemorrhage  

9195889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195889 NON-EXPEDITED OT US-BAYER-2013-038313 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Amenorrhoea  

9195890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195890 NON-EXPEDITED OT US-BAYER-2013-035988 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9195891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195891 NON-EXPEDITED OT US-BAYER-2013-037389 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Emotional distress  
Injury  
Pain  
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9195897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195897 NON-EXPEDITED OT US-BAYER-2013-036780 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device issue  

9195899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9195899 NON-EXPEDITED OT US-BAYER-2013-037557 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation Mirena S  BAYER

9196048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196048 NON-EXPEDITED US-BAYER-2013-036868 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine disorder Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9196066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196066 NON-EXPEDITED US-BAYER-2013-038822 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE UNK  BAYER

9196146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196146 NON-EXPEDITED US-TEVA-395080USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
Pelvic pain  
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9196157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196157 NON-EXPEDITED US-TEVA-395071USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9196623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196623 NON-EXPEDITED US-TEVA-395111USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9196664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196664 NON-EXPEDITED US-TEVA-395103USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

VITAMINS C  

9196675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196675 NON-EXPEDITED US-TEVA-395089USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Next Choice S ORAL  

9196809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196809 NON-EXPEDITED US-TEVA-394850USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Gastritis Albuterol C  
Nausea Iron C ORAL 80 Milligram Daily;  
Vomiting  
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9196866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196866 NON-EXPEDITED US-BAYER-2013-038836 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Coital bleeding  

9196958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196958 NON-EXPEDITED US-TEVA-393808USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9196973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9196973 NON-EXPEDITED US-TEVA-393788USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9197072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197072 NON-EXPEDITED US-TEVA-393797USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9197380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197380 NON-EXPEDITED US-TEVA-393829USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9197452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197452 NON-EXPEDITED OT US-BAYER-2013-038960 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Genital haemorrhage  
Pain  

9197455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197455 NON-EXPEDITED OT US-BAYER-2013-039448 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197458 NON-EXPEDITED OT US-BAYER-2013-038850 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197461 NON-EXPEDITED OT US-BAYER-2013-035647 11 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspareunia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Ovarian cyst  
Pain  
Vaginal haemorrhage  

9197476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197476 NON-EXPEDITED US-TEVA-393946USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Sprintec C  
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Detailed Report
9197483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197483 NON-EXPEDITED US-TEVA-393960USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9197506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197506 NON-EXPEDITED OT US-BAYER-2013-038082 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9197519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197519 EXPEDITED (15-DAY) HO FR-BAYER-2013-037432 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197547 EXPEDITED (15-DAY) OT US-BAYER-2013-038155 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197556 NON-EXPEDITED US-TEVA-394558USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  
Nausea  
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Detailed Report
9197565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197565 NON-EXPEDITED OT US-BAYER-2013-035683 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anaemia  
Memory impairment  
Menorrhagia  
Polymenorrhoea  

9197586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197586 NON-EXPEDITED OT US-BAYER-2013-038304 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197612 EXPEDITED (15-DAY) OT US-BAYER-2013-035774 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Gastrointestinal motility disorder  
Injury  
Ovarian cyst  
Pain  
Urinary tract infection  

9197621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197621 NON-EXPEDITED US-TEVA-394570USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9197628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197628 NON-EXPEDITED OT US-BAYER-2013-038221 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst Mirena S INTRAUTERINE UNK  BAYER
Blood corticotrophin decreased  
Blood potassium decreased  
Ovarian cyst  

9197681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197681 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-037980 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Device difficult to use  
Device dislocation  
Emotional distress  
Injury  
Pain  

9197684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197684 NON-EXPEDITED OT US-BAYER-2013-038049 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anxiety  
Device misuse  
Emotional distress  
Injury  
Pain  
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9197695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197695 NON-EXPEDITED OT US-BAYER-2013-038673 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device misuse  

9197760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197760 EXPEDITED (15-DAY) OT AU-BAYER-2013-038395 30 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Grand mal convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9197771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197771 NON-EXPEDITED US-TEVA-393938USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9197805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197805 EXPEDITED (15-DAY) HO,LT FR-PFIZER
INC-2013095571

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction Adepal S ORAL UNK  PFIZER

XANAX C  
Paroxetine chlorhydrate C  

9197815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197815 NON-EXPEDITED OT US-BAYER-2013-037952 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Menorrhagia  
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9197853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9197853 NON-EXPEDITED US-TEVA-394184USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9198019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2013 9198019 EXPEDITED (15-DAY) HO,OT US-TEVA-394337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension SEASONALE S  DURAMED
Feeling abnormal  
Headache  
Nausea  
Off label use  
Visual impairment  
Vomiting  

9152604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9152604 NON-EXPEDITED US-TEVA-389863USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrooesophageal reflux disease PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Pelvic pain  

9156206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9156206 NON-EXPEDITED US-TEVA-389986USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Vomiting  
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Detailed Report
9198763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9198763 NON-EXPEDITED US-TEVA-395286USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Pelvic pain  

9198764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9198764 NON-EXPEDITED US-TEVA-395278USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Erythromycin C ORAL  

Oral Contraception C  

9198768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9198768 NON-EXPEDITED US-TEVA-395214USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Xanax C  
Prednisone C  

9198904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9198904 NON-EXPEDITED US-TEVA-395283USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular Xanax C ORAL  
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Detailed Report
9199109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199109 NON-EXPEDITED US-TEVA-395337USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

TOPAMAX C ORAL  

9199125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199125 NON-EXPEDITED US-TEVA-395320USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199126 NON-EXPEDITED US-TEVA-395373USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199136 NON-EXPEDITED US-TEVA-395323USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9199141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199141 NON-EXPEDITED US-TEVA-394601USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9199145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199145 NON-EXPEDITED US-TEVA-395330USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199418 NON-EXPEDITED US-TEVA-395347USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dizziness  

9199516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199516 NON-EXPEDITED US-TEVA-394609USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199617 NON-EXPEDITED US-TEVA-394616USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Fatigue  

9199684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199684 NON-EXPEDITED US-TEVA-395424USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Muscle spasms  
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Detailed Report
9199688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199688 NON-EXPEDITED US-TEVA-394121USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menorrhagia Valtrex C  
Breast pain Celexa C  
Fatigue  

9199706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199706 NON-EXPEDITED US-TEVA-394507USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Breast tenderness  
Menstruation delayed  
Skin exfoliation  

9199798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199798 NON-EXPEDITED US-TEVA-394154USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9199819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199819 NON-EXPEDITED US-TEVA-395094USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  
Emotional disorder  
Menstruation irregular  
Pelvic pain  
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Detailed Report
9199829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199829 NON-EXPEDITED US-TEVA-394855USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Dysmenorrhoea  

9199885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199885 NON-EXPEDITED US-TEVA-394099USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Nausea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain  
Metrorrhagia  

9199893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199893 NON-EXPEDITED US-TEVA-394836USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199925 NON-EXPEDITED US-TEVA-395436USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
Breast tenderness  
Fatigue  
Nausea  
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Detailed Report
9199989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199989 NON-EXPEDITED US-TEVA-395387USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9199993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199993 NON-EXPEDITED US-TEVA-395429USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9199995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9199995 NON-EXPEDITED US-TEVA-395397USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9200020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200020 NON-EXPEDITED US-TEVA-395386USA 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Headache  
Nausea  

9200067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200067 NON-EXPEDITED US-TEVA-395427USA 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Abdominal pain upper  
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Detailed Report
9200088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200088 NON-EXPEDITED US-TEVA-395209USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Effexor C  
Concerta C  

9200110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200110 NON-EXPEDITED US-TEVA-394824USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9200167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200167 NON-EXPEDITED US-TEVA-394804USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lactation disorder PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

ALLEGRA-D 24HOUR C  

9200207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200207 NON-EXPEDITED US-TEVA-394869USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Malaise  

9200235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200235 NON-EXPEDITED US-TEVA-395369USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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Detailed Report
9200346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2013 9200346 EXPEDITED (15-DAY) LT FR-
ASTRAZENECA-2013SE
19867

31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural pulmonary embolism NAROPEINE S INTRAMUSCULAR  

NAROPEINE S SUBCUTANEOUS  
LEELOO S ORAL  

9200615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2013 9200615 NON-EXPEDITED OT US-TEVA-394982USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy after post coital contraception PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Drug ineffective Synthroid C ORAL 50 Microgram Daily;  

9008067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9008067 NON-EXPEDITED OT US-BAYER-2013-003372 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  
Procedural pain  
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Detailed Report
9037879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9037879 NON-EXPEDITED OT US-BAYER-2013-010096 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion Mirena S UNK  BAYER
Procedural haemorrhage LEVAQUIN C 500 mg, UNK  

NORCO C 25 mg, UNK  
MOTRIN C 800 mg, UNK  
GENERAL ANESTHESIA C  

9046890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9046890 NON-EXPEDITED OT US-BAYER-2013-013376 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dysmenorrhoea  
Menometrorrhagia  
Syncope  

9064532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9064532 NON-EXPEDITED US-TEVA-385941USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast tenderness PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  

9095737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9095737 NON-EXPEDITED HO US-BAYER-2013-019662 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy with intrauterine device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Drug ineffective  
Pain  
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Detailed Report
9102972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9102972 NON-EXPEDITED OT US-BAYER-2013-018841 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9110319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9110319 NON-EXPEDITED OT US-BAYER-2013-019755 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  

9126947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9126947 EXPEDITED (15-DAY) OT US-BAYER-2013-006132 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Actinomycosis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Vaginal odour  

9142569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9142569 NON-EXPEDITED HO,LT US-BAYER-2013-024847 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Anhedonia  
Anxiety  
Emotional distress  
General physical health deterioration  
Infection  
Injury  
Pain  
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Detailed Report
9200782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200782 EXPEDITED (15-DAY) OT NO-BAYER-2012-107135 38 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Amenorrhoea  
Device deployment issue  
Dyspareunia  
Haematuria  

9200784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200784 EXPEDITED (15-DAY) HO,OT US-BAYER-2013-039127 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Gallbladder non-functioning  
Injury  
Pain  

9200796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200796 EXPEDITED (15-DAY) OT AR-BAYER-2013-036515 30 YR Female ARG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

VENLAFAXINE C  

9200797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200797 EXPEDITED (15-DAY) OT US-BAYER-2013-038341 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9200802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200802 NON-EXPEDITED HO,OT US-BAYER-2013-038097 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Ectopic pregnancy with intrauterine device  
Emotional distress  
Injury  
Pain  
Uterine perforation  
Vaginal haemorrhage  

9200803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200803 NON-EXPEDITED OT US-BAYER-2013-038311 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Emotional distress  
Injury  
Pain  

9200823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200823 NON-EXPEDITED OT US-BAYER-2013-038108 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device breakage Mirena S INTRAUTERINE q20 mcg/24hr, CONT  BAYER
Complication of device removal  
Device difficult to use  
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Detailed Report
9200824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200824 NON-EXPEDITED OT US-BAYER-2013-037938 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9200825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200825 NON-EXPEDITED OT US-BAYER-2013-037902 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9200828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200828 NON-EXPEDITED OT US-BAYER-2013-038278 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Drug ineffective  
Pregnancy with contraceptive device  

9200830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200830 NON-EXPEDITED OT US-BAYER-2013-038059 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S UNK  BAYER
Device issue  
Uterine perforation  
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Detailed Report
9200831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200831 NON-EXPEDITED HO US-BAYER-2013-038457 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy with contraceptive device Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Drug ineffective  
Emotional distress  
Injury  
Pain  
Uterine perforation  

9200890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200890 NON-EXPEDITED HO US-BAYER-2013-039115 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9200895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200895 NON-EXPEDITED OT US-BAYER-2013-039117 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Injury  
Pain  
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Detailed Report
9200896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200896 NON-EXPEDITED OT US-BAYER-2013-039123 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9200897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200897 NON-EXPEDITED OT US-BAYER-2013-039113 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Emotional distress  
Injury  
Pain  

9200898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200898 NON-EXPEDITED OT US-BAYER-2013-039095 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain  
Device dislocation  
Emotional distress  
Injury  
Pain  
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Detailed Report
9200910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200910 NON-EXPEDITED OT US-BAYER-2013-039561 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Adhesion  
Device dislocation  
Emotional distress  
Injury  
Pain  

9200911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200911 NON-EXPEDITED OT US-BAYER-2013-039571 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device dislocation  
Emotional distress  
Injury  
Pain  

9200912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200912 NON-EXPEDITED OT US-BAYER-2013-039171 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  
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Detailed Report
9200913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200913 NON-EXPEDITED OT US-BAYER-2013-039170 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine perforation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Emotional distress  
Injury  
Pain  

9200914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200914 NON-EXPEDITED OT US-BAYER-2013-039875 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Uterine perforation  

9200916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200916 NON-EXPEDITED OT US-BAYER-2013-039916 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Intestinal perforation  

9200947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200947 NON-EXPEDITED OT US-BAYER-2013-038878 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device expulsion  

9200968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9200968 NON-EXPEDITED OT US-BAYER-2013-039439 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9201051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201051 NON-EXPEDITED US-BAYER-2013-038342 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201053 NON-EXPEDITED US-BAYER-2013-038263 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201055 NON-EXPEDITED US-BAYER-2013-038763 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201057 NON-EXPEDITED US-BAYER-2013-037344 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201058 NON-EXPEDITED US-BAYER-2013-037405 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device misuse Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201060 NON-EXPEDITED US-BAYER-2013-038322 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9201062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201062 NON-EXPEDITED US-BAYER-2013-028248 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201103 NON-EXPEDITED US-BAYER-2013-037597 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201106 NON-EXPEDITED US-BAYER-2013-037318 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Back pain  
Fatigue  
Ovarian cyst  

9201114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201114 NON-EXPEDITED US-BAYER-2013-039073 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201115 NON-EXPEDITED US-BAYER-2013-039604 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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Detailed Report
9201116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201116 NON-EXPEDITED US-BAYER-2013-039794 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysfunctional uterine bleeding Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201118 NON-EXPEDITED US-BAYER-2013-040596 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201121 NON-EXPEDITED US-BAYER-2013-038119 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device damage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201147 NON-EXPEDITED US-TEVA-395338USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9201154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201154 NON-EXPEDITED US-BAYER-2013-036509 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device breakage Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Complication of device insertion  

9201243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201243 NON-EXPEDITED US-BAYER-2013-038384 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Penile pain Mirena S CUTANEOUS UNK  BAYER
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9201250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201250 NON-EXPEDITED US-BAYER-2013-038775 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9201253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201253 NON-EXPEDITED US-BAYER-2013-038102 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Chlamydia test positive  

9201262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201262 NON-EXPEDITED US-BAYER-2013-038050 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Nausea Antibiotic C  
Migraine  

9201269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201269 NON-EXPEDITED US-BAYER-2013-035822 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Fatigue  
Feeling hot  
Nervousness  
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9201276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201276 NON-EXPEDITED US-BAYER-2013-038104 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device deployment issue Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Device difficult to use  

9201352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201352 NON-EXPEDITED US-TEVA-395494USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Oral Contraceptives C ORAL  

9201374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201374 NON-EXPEDITED US-TEVA-395493USA 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

Generic Ortho Tri-Cyclen C  

9201393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201393 NON-EXPEDITED US-TEVA-395491USA 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Chills  
Decreased appetite  
Dizziness  
Fatigue  
Pelvic pain  
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9201431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201431 NON-EXPEDITED US-TEVA-395490USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Diarrhoea  
Oropharyngeal pain  
Pain in extremity  
Pyrexia  
Vomiting  

9201587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201587 NON-EXPEDITED US-BAYER-2013-039007 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201592 NON-EXPEDITED US-BAYER-2013-038120 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9201608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201608 NON-EXPEDITED US-TEVA-395492USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  
Menstruation irregular  

9201616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201616 NON-EXPEDITED US-TEVA-395488USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
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9201682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201682 NON-EXPEDITED US-TEVA-395486USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9201723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201723 NON-EXPEDITED US-TEVA-395548USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  

9201742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201742 NON-EXPEDITED US-TEVA-395584USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal discharge PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Headache  

9201751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201751 NON-EXPEDITED US-TEVA-395542USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9201758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201758 NON-EXPEDITED US-TEVA-395534USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vulvovaginal pruritus PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia ADDERALL C  
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9201760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201760 NON-EXPEDITED US-TEVA-395557USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

MULTIVITAMIN C  

9201783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201783 NON-EXPEDITED OT US-BAYER-2013-037521 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device dislocation Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Abdominal pain lower  
Genital haemorrhage  

9201833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201833 NON-EXPEDITED US-TEVA-395539USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9201890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9201890 NON-EXPEDITED US-TEVA-395609USA 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9202066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202066 NON-EXPEDITED US-TEVA-395541USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysmenorrhoea PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation irregular  
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9202102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202102 NON-EXPEDITED US-TEVA-395544USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Metrorrhagia  

9202120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202120 NON-EXPEDITED US-TEVA-395554USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Breast tenderness  

9202156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202156 NON-EXPEDITED US-TEVA-395587USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9202191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202191 NON-EXPEDITED US-BAYER-2013-038713 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Dizziness  

9202195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202195 NON-EXPEDITED US-BAYER-2013-039014 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
Discomfort  
Urticaria  
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9202203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202203 NON-EXPEDITED US-TEVA-395631USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED

9202218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202218 NON-EXPEDITED US-BAYER-2013-035708 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device intolerance Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202253 NON-EXPEDITED US-TEVA-395629USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular PLAN B ONE-STEP S ORAL 1.5 Milligram Daily;  DURAMED
Menstruation delayed  
Pregnancy  
Pregnancy test positive  

9202574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202574 NON-EXPEDITED US-BAYER-2013-038841 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

Mirena S  BAYER

9202575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202575 NON-EXPEDITED US-BAYER-2013-038333 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intra-uterine contraceptive device removal Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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9202576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202576 NON-EXPEDITED US-BAYER-2013-040937 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202579 NON-EXPEDITED US-BAYER-2013-040603 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202580 NON-EXPEDITED US-BAYER-2013-041086 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202582 NON-EXPEDITED US-BAYER-2013-040464 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202583 NON-EXPEDITED US-BAYER-2013-040598 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER

9202584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2013 9202584 NON-EXPEDITED US-BAYER-2013-039998 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device expulsion Mirena S INTRAUTERINE 20 mcg/24hr, CONT  BAYER
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	6629006
	6629007
	6629008
	6629010
	6629012
	6629013
	6629014
	6629015
	6629016
	6629018
	6629020
	6629021
	6629022
	6629023
	6629024
	6629031
	6629032
	6629033
	6629034
	6629038
	6629039
	6629040
	6642410
	6643262

	01-MAY-2008
	6570153
	6599261
	6630053
	6630054
	6630055
	6630056
	6630058
	6630061
	6630062
	6630063
	6630064
	6630065
	6630066
	6630067
	6630073
	6630079
	6639661
	6640063
	6643928

	02-MAY-2008
	6547978
	6631095
	6631098
	6631099
	6631101
	6631102
	6631103
	6631104
	6631105
	6631106
	6631107
	6631108
	6631109
	6631111
	6631112
	6631113
	6631114
	6631115
	6631116
	6631117

	05-MAY-2008
	6498991
	6543178
	6555689
	6565799
	6588023
	6595386
	6607262
	6632007
	6632008
	6632009
	6632010
	6632011
	6632012
	6632014
	6632015
	6632016
	6632017
	6632018
	6632019
	6632020
	6632021
	6632022
	6632023
	6632024
	6632026
	6632027
	6632028
	6632029
	6632030
	6632031
	6632032
	6632033
	6632034
	6632036
	6632037
	6632038
	6632039
	6632040
	6632041
	6632042
	6632043
	6632046
	6632047
	6632049
	6632050
	6632051
	6632052
	6632053
	6632054
	6632055
	6632059
	6632060
	6632061
	6632062
	6632096
	6641674

	06-MAY-2008
	6589884
	6633019

	07-MAY-2008
	6525657
	6536041
	6543175
	6544202
	6545458
	6545459
	6550545
	6550550
	6551605
	6585542
	6593509
	6634164
	6634165
	6634166
	6634167
	6634168
	6634169
	6634171
	6634173
	6634175
	6634176
	6634177
	6634178
	6634180
	6634181
	6634182
	6634183
	6634184
	6634185
	6634186
	6634187
	6634188
	6634189
	6634190
	6634191
	6634192
	6634193
	6634194
	6634196
	6634197
	6634198
	6634213

	08-MAY-2008
	5835697

	09-MAY-2008
	6478701
	6538487
	6550546
	6550553
	6550593
	6559881
	6561393
	6577959
	6592315
	6593510
	6607174
	6610569
	6636443
	6636453
	6636455
	6636456
	6636457
	6636459
	6636461
	6636462
	6636472
	6636473
	6636480
	6636482
	6636489
	6636917
	6636924
	6636926
	6636936
	6636938
	6636940
	6636941
	6636944
	6636945
	6636946
	6636956
	6636957
	6636958
	6636961
	6636963
	6637105
	6644402
	6660088

	12-MAY-2008
	6551602
	6559973
	6637611
	6637612
	6637613
	6637615
	6637616
	6637617
	6637618
	6637619
	6637620
	6637621
	6637622
	6637623
	6637625
	6637626
	6637627
	6637628
	6637629
	6637630
	6637631
	6637632
	6637635
	6637636
	6637637
	6637639
	6637640

	13-MAY-2008
	6537024
	6608840
	6638723
	6638724
	6638740
	6638741
	6660090

	14-MAY-2008
	6561373
	6592367
	6640235
	6640236
	6640239

	15-MAY-2008
	6640655
	6640656
	6640658
	6640659
	6640661
	6640663
	6640664
	6640666
	6640668
	6640669
	6640670
	6640671
	6640672
	6640673
	6640674
	6640675
	6640677

	16-MAY-2008
	6498988
	6533672
	6551496
	6551497
	6551654
	6553676
	6559957
	6577953
	6577968
	6585567
	6586739
	6588046
	6589379
	6593511
	6598496
	6639377
	6641567
	6641568
	6641570
	6641571
	6641572
	6641573
	6641574
	6641576
	6641577
	6641578
	6641580
	6641581
	6641582
	6641583
	6641584
	6641585
	6641586
	6641587
	6641588
	6641589
	6641590
	6641591
	6641593
	6641596
	6641643
	6641644
	6654881
	6655816

	19-MAY-2008
	6553654
	6553659
	6600202
	6608852
	6642978
	6642979
	6642980
	6642981
	6642982
	6642983
	6642984
	6642990
	6642991
	6642993
	6642994
	6642996
	6642997
	6642998
	6642999
	6643000
	6643001
	6643002
	6643003
	6643004
	6643006
	6643007
	6643008
	6643009
	6643010
	6643011
	6643013
	6643014
	6643015
	6643016
	6643017
	6643018
	6643044
	6655562
	6655721
	6655885

	20-MAY-2008
	6514884
	6541096
	6551495
	6553637
	6588026
	6592312
	6615698
	6644212
	6644213
	6644214
	6644215
	6644216
	6644217
	6644219
	6644220
	6644222
	6644223
	6644225
	6644226
	6644227
	6644228
	6644229
	6644230
	6644232
	6644238
	6644239
	6644241
	6644243
	6644397
	6654398
	6654424
	6657527

	21-MAY-2008
	6536045
	6558666
	6645069
	6645070
	6645071
	6645073
	6645074
	6645075
	6645076
	6645077
	6645078
	6645079
	6645080
	6645103
	6645106

	22-MAY-2008
	6543179
	6571104
	6572469
	6577964
	6581016
	6605192
	6617708
	6646178
	6646180
	6660092

	23-MAY-2008
	6550547
	6620119
	6632035
	6636915
	6647468
	6647469
	6647470
	6647475
	6647478
	6647479
	6647481
	6647482
	6647489
	6647490
	6647492

	27-MAY-2008
	6555688
	6592311
	6594543
	6608848
	6613063
	6615704
	6645100
	6649287
	6649336
	6649338
	6649340
	6649342
	6649345
	6649346
	6649347
	6649348
	6649349
	6649350
	6649352
	6649353
	6649354
	6649355
	6649356
	6649357
	6649358
	6649359
	6649360
	6649361
	6649362
	6649363
	6649364
	6649365
	6649366
	6649367
	6649368
	6649369
	6649370
	6649372
	6649377
	6649378
	6649379
	6649380
	6649381
	6649382
	6649383
	6649384
	6649387
	6649388
	6649392
	6649394
	6660962
	6661512

	28-MAY-2008
	6514490
	6519247
	6603797
	6607259
	6616610
	6622633
	6644183
	6668115

	29-MAY-2008
	6512892
	6549595
	6650378
	6651684
	6651701
	6651702
	6651704
	6651705
	6651706
	6651714
	6651716
	6651717
	6651718
	6651719
	6651720
	6652096
	6668038

	30-MAY-2008
	6512090
	6543174
	6551482
	6551485
	6593512
	6593539
	6598485
	6603852
	6624131
	6624132
	6653013
	6653019
	6653021
	6653022
	6653023
	6708062

	02-JUN-2008
	6585558
	6585559
	6607264
	6622627
	6654976
	6654995
	6654996
	6655001
	6655008
	6655024
	6668891

	03-JUN-2008
	6532693
	6594789
	6605086
	6605160
	6605196
	6607177
	6614869
	6619256
	6636488
	6655580
	6655581
	6655583
	6655584
	6655585
	6655587
	6655589
	6655590
	6655591
	6655593
	6655595
	6655596
	6655597
	6655598
	6655599
	6655600
	6655601
	6655602
	6655603
	6655604
	6655606
	6655608
	6655609
	6655610
	6655611
	6655612
	6655613
	6655614
	6655615
	6655616
	6655619
	6655620
	6655624
	6655625
	6655626
	6655628
	6655629
	6655630
	6655775
	6668230
	6668413

	04-JUN-2008
	6541098
	6544231
	6571109
	6601612
	6614868
	6637653
	6649339
	6656750
	6656751
	6656752
	6656753
	6656755
	6656757
	6656758
	6656759
	6656760
	6656761
	6656763
	6656764
	6656765
	6656822
	6656823
	6656824
	6656825
	6656826

	05-JUN-2008
	6541953
	6568864
	6568876
	6588049
	6593536
	6602789
	6605874
	6605875
	6657738
	6657742
	6657743
	6657744
	6657745
	6657746
	6657749
	6657750
	6657751
	6657752
	6657753
	6657754
	6657760
	6657761
	6657763
	6657767
	6657768
	6657769
	6657770
	6657771
	6657772
	6657773
	6657774
	6657775
	6657776
	6657777
	6657778
	6657779
	6657781
	6657792
	6671727

	06-JUN-2008
	6593501
	6604451
	6650393
	6658611
	6658650
	6658651
	6658652
	6658653
	6658655
	6658656
	6658657
	6658659
	6658660
	6658661
	6658662
	6658663
	6658664
	6658668
	6658669
	6658670
	6658671
	6658672
	6658673
	6658674
	6658675
	6658676
	6658677
	6658678
	6658679
	6658681
	6658682
	6658683
	6658684
	6658685
	6658686
	6658687
	6658688
	6658692
	6658694
	6658696
	6658697
	6658699
	6671508
	6673201

	09-JUN-2008
	6598817
	6607180
	6608872
	6619157
	6644231
	6659930
	6659931
	6659932
	6659933
	6659934
	6659937
	6659938
	6659939
	6659941
	6659944
	6659947
	6660543

	10-JUN-2008
	6541963
	6545457
	6549490
	6577957
	6579790
	6608887
	6613069
	6613070
	6620113
	6641641
	6657780
	6657789
	6661200
	6661201
	6661202
	6661203
	6661204
	6661205
	6661206
	6661207
	6661208
	6661209
	6661210
	6661211
	6661212
	6661213
	6661214
	6661215
	6661216
	6661217
	6661218
	6661219
	6661225
	6661226
	6661227
	6661229
	6661230
	6661231
	6661232
	6661233
	6661236
	6661237
	6661239
	6661240
	6661241
	6661242
	6661243
	6661245
	6661246

	11-JUN-2008
	6550580
	6607245
	6615707

	12-JUN-2008
	6571105
	6577951
	6603795
	6614422
	6614485
	6614866
	6615706
	6624128
	6627070
	6649288
	6652810
	6654975
	6663130
	6680307

	13-JUN-2008
	6460031
	6547984
	6555703
	6632109
	6638743
	6639719
	6655702

	16-JUN-2008
	6551486
	6577952
	6577960
	6577981
	6579788
	6625726
	6627069
	6629041
	6630057
	6630074
	6641639
	6645098
	6668397
	6668452
	6668465
	6668472
	6668481
	6684603
	6684884
	6816515

	17-JUN-2008
	6688825

	18-JUN-2008
	6574282
	6585553
	6585564
	6607178
	6607184
	6607185
	6607186
	6607188
	6608850
	6614867
	6615699
	6615705
	6616612
	6620116
	6638731
	6670612
	6670615
	6687843

	19-JUN-2008
	6512089
	6514500
	6598468
	6607258
	6622682
	6625717
	6629271
	6653015
	6671920
	6671974
	6671983
	6672032
	6727645
	6728173
	6749362
	6749363

	20-JUN-2008
	6671902
	6671987
	6671992
	6674075

	23-JUN-2008
	6551483
	6593504
	6596939
	6620122
	6646190
	6671967
	6674731
	6674732
	6674735
	6674737
	6674738
	6674739
	6674740
	6674743
	6674747
	6674752
	6674754
	6674755
	6674757
	6674758

	24-JUN-2008
	6545466
	6570151
	6591360
	6593505
	6601479
	6602786
	6605853
	6610579
	6619275
	6620111
	6621305
	6622669
	6624124
	6625693
	6643036
	6647473
	6673238
	6676131
	6676192
	6676193
	6676194
	6676195
	6676196
	6676197
	6676198
	6676199
	6676200
	6676201
	6676203
	6676204
	6676205
	6676206
	6676207
	6676208
	6676209
	6676210
	6676211
	6676212
	6676213
	6676214
	6676215
	6676216
	6676222
	6676223
	6676228
	6676233
	6676234
	6676241
	6676243
	6676244
	6676246
	6676251
	6676252
	6676255
	6676256

	25-JUN-2008
	6570156
	6605848
	6620117
	6622632
	6624127
	6629037
	6631119
	6655558
	6680013
	6680053
	6680055
	6680057
	6680058
	6680059
	6680060
	6680061
	6680062
	6680064
	6680065
	6680067
	6680069
	6680073
	6680079
	6680080
	6680081
	6680083
	6680087
	6680109
	6680110
	6680120
	6680121
	6680122
	6680123
	6680124
	6680125
	6680127
	6692221
	6692915
	6693418

	26-JUN-2008
	6088690
	6653014
	6671982
	6681301
	6681303
	6681304
	6681305
	6681306
	6681307
	6681308
	6681309
	6681310
	6681312
	6681313
	6681314
	6681315
	6681317
	6681320
	6681321
	6681322
	6681325
	6681331
	6681334
	6681335
	6681336
	6681340
	6681341
	6681348
	6681352
	6681354
	6681355
	6693814
	6694443

	27-JUN-2008
	6593507
	6620112
	6634179
	6671900
	6684955
	6684956
	6684957
	6684958
	6684959
	6684960
	6684961
	6684963
	6684964
	6684965
	6684966
	6684967
	6684968
	6684970
	6684971
	6684973
	6684974
	6684975
	6684976
	6684977
	6684978
	6684980
	6684981
	6684982
	6684983
	6684984
	6684985
	6684986
	6684988
	6684992
	6684993
	6684994
	6684995
	6684997
	6684998
	6685000
	6685001
	6686170

	30-JUN-2008
	6447086
	6695478
	6697111

	01-JUL-2008
	6531581
	6544203
	6559885
	6585540
	6607176
	6622653
	6624169
	6624210
	6627060
	6627075
	6631120
	6632057
	6633015
	6634207
	6638734
	6666992
	6673300
	6680010
	6687502
	6687503
	6687504
	6687505
	6687506
	6687508
	6687509
	6687510
	6687511
	6687512
	6687513
	6687514
	6687515
	6687517
	6687519
	6687521
	6687522
	6687617
	6687618
	6687619
	6687620
	6687621
	6687622
	6687626
	6687627
	6687628
	6687629
	6687630
	6687640
	6697843
	6730257

	02-JUL-2008
	6625712
	6633013
	6647438
	6647442
	6666987
	6688909
	6688911
	6688913
	6688914
	6688915
	6688916
	6698600

	03-JUL-2008
	6433262
	6608849
	6632106
	6633014
	6643047
	6658616
	6663145
	6690212
	6690235
	6690236
	6690237
	6690238
	6690239
	6690240
	6690241
	6690242
	6690243
	6690244

	04-JUL-2008
	6415343
	6625691
	6673224
	6691300
	6691305

	07-JUL-2008
	6700649
	6700769
	6700972

	08-JUL-2008
	5730513
	6549499
	6594707
	6602784
	6607187
	6633012
	6633016
	6636452
	6636921
	6649289
	6655006
	6657755
	6657795
	6659935
	6661139
	6661870
	6663094
	6668395
	6671912
	6673269
	6692724
	6692804
	6692805
	6692806
	6692809
	6692810
	6692811
	6692816
	6692822
	6692823
	6692826
	6693692
	6702398
	6703089

	09-JUL-2008
	6534723
	6589380
	6610597
	6637634
	6646192
	6656762
	6671964
	6693940
	6693945
	6694234
	6694235
	6694238
	6694245
	6694246
	6694247
	6694248
	6694249
	6694250
	6694255
	6694261
	6694263
	6694264
	6694265
	6694267
	6694268
	6694273
	6694275
	6694280
	6694283
	6694285
	6694286
	6694287
	6694289
	6696469
	6703105
	6704777

	10-JUL-2008
	6579827
	6630080
	6633011
	6636923
	6638742
	6640654
	6647436
	6653016
	6668403
	6676133
	6695264
	6695265
	6695266
	6695267
	6695268
	6695271
	6695272
	6695274
	6695275
	6695276
	6695277
	6695279
	6695282
	6695284
	6695285
	6695287
	6695288
	6695289
	6695292
	6695293
	6695294
	6695295
	6695296
	6695297
	6695298
	6695299
	6695300
	6695305
	6695306
	6695308
	6695310
	6695312
	6695313
	6695333
	6695334
	6695335
	6695336
	6695337
	6695338
	6695341
	6695342
	6695343
	6695344
	6695402
	6695403
	6695405
	6695406
	6695407
	6695408
	6695409
	6695411
	6695412
	6695416
	6705797
	6707726

	11-JUL-2008
	6555275
	6565770
	6603818
	6622665
	6627071
	6632058
	6644224
	6671913
	6696809
	6696810
	6696811
	6696812
	6696813
	6696814
	6696815
	6696816
	6696817
	6696818
	6696819
	6696820
	6696821
	6696822
	6696823
	6696824
	6696826
	6696827
	6696828
	6696829
	6696831
	6696832
	6696833
	6696834
	6696836
	6696837
	6696838
	6696839
	6696840
	6696841
	6696842
	6696843
	6708078
	6711831

	14-JUL-2008
	6605870
	6607261
	6610582
	6610586
	6619257
	6621365
	6625720
	6640676
	6698371
	6698372
	6698373
	6698374
	6698375
	6698377
	6698378
	6698379
	6698380
	6698381
	6698382
	6698383
	6698385
	6698386
	6698387
	6698388
	6698389
	6698390
	6698391
	6698393
	6698394
	6698398
	6698399
	6698400
	6698401
	6698402
	6698403
	6698404
	6698405
	6698406
	6698408
	6698409
	6698410
	6698411
	6698412
	6698413
	6698414
	6698415
	6698416
	6698417
	6698419
	6698420
	6698421
	6698422
	6698423
	6698424
	6711553
	6713673

	15-JUL-2008
	6620120
	6639717
	6639718
	6643038
	6643039
	6647610
	6674861
	6699345
	6699472
	6699473
	6699474
	6699476
	6699477
	6699478
	6699480
	6699481
	6699483
	6699484
	6699485
	6699488
	6700018
	6710004
	6711248
	6711342
	7978130

	16-JUL-2008
	6599433
	6643035
	6695404
	6700904
	6700947
	6700948
	6700949
	6700950
	6700951
	6700952
	6700954
	6700955
	6700958
	6700959
	6700961
	6700963
	6700964
	6700965
	6700966
	6712961
	6713551

	17-JUL-2008
	6528361
	6634209
	6642992
	6642995
	6644186
	6649344
	6684991
	6701886
	6701887
	6701888
	6701889
	6701890
	6701892
	6701893
	6701894
	6701895
	6701896
	6701897
	6701898
	6701899
	6701900
	6701901
	6701902
	6701903
	6701904
	6701909
	6701910
	6701911
	6701912
	6701913
	6701915
	6701916
	6701917
	6701919
	6701920
	6713732
	6717296

	18-JUL-2008
	6703240
	6703637
	6703746
	6715316
	6717241

	21-JUL-2008
	6619262
	6634205
	6644181
	6655588
	6658610
	6684940
	6704606
	6704607
	6704608
	6704609
	6704650
	6704675

	22-JUL-2008
	6619255
	6619265
	6647444
	6655605
	6657762
	6657794
	6658654
	6658693
	6681454
	6704564
	6705816
	6705829
	6705831
	6705849
	6705850
	6705851
	6705852
	6705854
	6705855
	6705856
	6705860
	6705861
	6705863
	6705864
	6705865
	6705866
	6705867
	6705868
	6705869
	6705870
	6705871
	6705872
	6705873
	6705874
	6705875
	6705876
	6705882
	6705883
	6705884
	6705885
	6705886
	6705887
	6705889
	6705891
	6705892
	6705893
	6705968
	6705969
	6705970
	6705973
	6705974
	6705975
	6705980
	6705981
	6705983
	6705985
	6705987
	6705988
	6705989
	6705990
	6705991
	6705992
	6705993
	6705994
	6705995
	6705996
	6705997
	6705998
	6705999
	6706001
	6706003
	6706005
	6706006
	6706007
	6706008
	6706009
	6706010
	6706011
	6706012
	6706013
	6706016
	6706021
	6706022
	6706024
	6706025
	6706026
	6706027
	6706028
	6706029
	6706030
	6706039
	6706040
	6706041
	6706042
	6706043
	6706044
	6706046
	6706047
	6706048
	6706049
	6706050
	6706051
	6706052
	6706053
	6706054
	6706055
	6706057
	6706058
	6706059
	6706060
	6706061
	6706062
	6716055
	6716056

	23-JUL-2008
	6656821
	6707288
	6707289
	6707290
	6707291
	6707292
	6707294
	6707295
	6707296
	6707297
	6707298
	6707300
	6707301
	6707302
	6707303
	6707304
	6707305
	6707307
	6707308
	6707310
	6707313
	6714783

	24-JUL-2008
	6210435
	6619273
	6620114
	6622630
	6625698
	6636930
	6637654
	6649292
	6649374
	6649390
	6655594
	6656748
	6708868
	6708945
	6708946
	6708947
	6708948
	6708949
	6708950
	6708951
	6708952
	6708953
	6708954
	6708956
	6708957
	6708959
	6708962
	6708966
	6708969
	6708970
	6708972

	25-JUL-2008
	6655020
	6656819
	6690214
	6705791
	6709817
	6709818
	6710084
	6710085
	6710086
	6710087
	6710088
	6710089
	6710090
	6710091
	6710092
	6710093
	6710094
	6710095
	6710096
	6710097
	6710098
	6710099
	6710100
	6710101
	6710102
	6710103
	6710104
	6710105
	6710106
	6710107
	6710108
	6710110
	6710111
	6710112
	6710114
	6710115
	6710116

	28-JUL-2008
	6639715
	6655021
	6657764
	6657791
	6668460
	6693944
	6711506
	6711507
	6711508
	6711510
	6711513
	6711516
	6711518
	6719011
	6720830

	29-JUL-2008
	6608847
	6615689
	6651683
	6692690
	6692704
	6705972
	6712597
	6712601
	6712602
	6712603
	6712604
	6712605
	6712606
	6712609
	6712610
	6712611
	6712612
	6712614
	6712615
	6712616
	6712621
	6712623
	6712624
	6712625
	6712626
	6712627
	6712628
	6712630
	6712631
	6721595
	6722105
	6722242

	30-JUL-2008
	6615700
	6619289
	6636925
	6705793
	6713771
	6713786
	6713787
	6713792
	6713795
	6713796
	6713798
	6713799
	6713800
	6713801
	6713819
	6713820
	6713821
	6713822
	6713823
	6713825
	6713826
	6713828
	6713831
	6713832
	6713833
	6713834
	6713835
	6713836
	6713837
	6713838
	6713842
	6713843

	31-JUL-2008
	6513147
	6541975
	6558634
	6639716
	6655019
	6655559
	6657739
	6691292
	6714746
	6714747
	6714748
	6714749
	6714750
	6714751
	6714752
	6714753
	6714754
	6714755
	6714756
	6714757
	6714758
	6714759
	6714760
	6714761
	6714762
	6714763
	6714764
	6714765
	6714766
	6714768
	6714769
	6714771
	6714774
	6714775
	6714776
	6714777
	6714778
	6714780
	6714781
	6714782
	6723083

	01-AUG-2008
	6615703
	6632102
	6653011
	6653012
	6659915
	6671919
	6671922
	6715909
	6715910
	6715911
	6715912
	6715913
	6715914
	6715915
	6715916
	6715917
	6715918
	6715919
	6715920
	6715921
	6715923
	6715924
	6715925
	6715927
	6715928
	6715944
	6715945
	6715946
	6715947
	6715948
	6715949
	6715951
	6715952
	6715953
	6715954
	6715955
	6715957
	6715958
	6715959
	6715960
	6715962
	6715963
	6715964
	6715965
	6715967
	6715968
	6715969
	6715970
	6715971
	6715972
	6723119
	6724328
	6724457
	6727731

	04-AUG-2008
	6620115
	6634206
	6647445
	6654286
	6656756
	6671914
	6699346
	6715833
	6717574
	6717575
	6717576
	6717577
	6717578
	6717579
	6717580
	6717582
	6717583
	6717584
	6717586
	6717587
	6717588
	6717590
	6717591
	6717593
	6717595
	6717596
	6717597
	6717598
	6717599
	6717601
	6723796
	6723988
	6724852

	05-AUG-2008
	6518396
	6651685
	6655560
	6656749
	6657793
	6676065
	6687501
	6700908
	6711478
	6718651
	6718652
	6718653
	6718654
	6718655
	6718656
	6718658
	6718664
	6718665
	6718666
	6718668
	6718670
	6718671
	6718673

	06-AUG-2008
	6632045
	6719649
	6719684
	6719685
	6719686
	6719687
	6719688
	6719689
	6719690
	6719691
	6719692
	6719693
	6719694
	6719696
	6719697
	6719698
	6719699
	6719700
	6719701
	6719703
	6719704
	6719706
	6719708
	6719710
	6719711
	6719712
	6719713
	6719714
	6719715
	6719716
	6720136
	6726665
	6730208

	07-AUG-2008
	6624152
	6634170
	6655004
	6655586
	6657740
	6657741
	6657766
	6707254
	6720610
	6720642
	6720643
	6720644
	6720647
	6720648
	6720649
	6720652
	6720653
	6720654
	6720657
	6720658
	6727035

	08-AUG-2008
	6636962
	6721977
	6722015
	6722016
	6722017
	6722018
	6722019
	6722020
	6722021
	6722022
	6722023
	6722024
	6722025
	6722026
	6722027
	6722028
	6722029
	6722031
	6722032
	6722035
	6722036
	6722038
	6726556

	11-AUG-2008
	6311559
	6652008
	6674713
	6687634
	6723375
	6723376
	6723378
	6723379
	6723380
	6723381
	6723382
	6723383
	6723385
	6723386
	6723387
	6723388
	6723389
	6723392
	6723395
	6723396
	6723398
	6723399
	6723400
	6723401
	6723402
	6723403
	6723404
	6723406
	6723408
	6723409
	6723410
	6723411
	6723412
	6723413
	6728873
	6728906
	6728968
	6728988
	6728997
	6732530

	12-AUG-2008
	6636928
	6643037
	6649337
	6658614
	6663137
	6663138
	6668405
	6704677
	6724467
	6724469
	6724470
	6724471
	6724481
	6724482
	6724484
	6724485
	6724486
	6724487
	6724488
	6724491
	6724493
	6724494
	6727966
	6727967

	13-AUG-2008
	6525651
	6577955
	6658695
	6671911
	6690213
	6692725
	6704678
	6707256
	6725544
	6725547

	14-AUG-2008
	6570150
	6708869
	6726871
	6726872
	6726873
	6726874
	6726875
	6726877
	6726878
	6726879

	15-AUG-2008
	6528358
	6549578
	6574287
	6644188
	6658658
	6728003
	6728004
	6728005
	6728006
	6728007
	6728008
	6728010
	6728011
	6728012
	6728013
	6728014
	6728015
	6728016
	6728038
	6728039
	6728040
	6728041
	6728042
	6728051
	6728337
	6731251
	6731774
	6731819
	6742444

	18-AUG-2008
	6608886
	6622629
	6643033
	6674730
	6684989
	6685002
	6711514
	6729323
	6729324
	6729325
	6729329
	6729349
	6729350
	6729351
	6729352
	6729353
	6729354
	6729355
	6729356
	6729357
	6729358
	6729359
	6729360
	6729362
	6729363
	6729364
	6729365
	6729368
	6735363

	19-AUG-2008
	6598693
	6625725
	6636959
	6661873
	6666988
	6671909
	6705888
	6730342
	6730343
	6730345
	6730346
	6730347
	6730348
	6730349
	6730350
	6730351
	6730352
	6730356
	6730357
	6730358
	6730359
	6730360
	6730361
	6730362
	6730363
	6730364
	6730365
	6730369
	6730370
	6730371
	6730372
	6730373
	6730374
	6730375
	6730376
	6730379
	6730381
	6730383
	6735433
	6735533
	6746516

	20-AUG-2008
	6627058
	6634208
	6634212
	6644187
	6658615
	6661141
	6691293
	6719652
	6720616
	6725530
	6731419
	6731420
	6731421
	6731422
	6731423
	6731424
	6731425
	6731427
	6731428
	6731432
	6731433
	6731434
	6731435
	6731436
	6731437
	6731442
	6731443
	6731444
	6731468
	6731469
	6731471
	6731472
	6731473
	6731474
	6731475
	6731476
	6731477
	6731481
	6731489
	6731492
	6735809

	21-AUG-2008
	6549511
	6621377
	6674865
	6681267
	6684954
	6706031
	6708870
	6717529
	6719642
	6726854
	6732557
	6732558
	6732559
	6732560
	6732561
	6732562
	6732564
	6732565
	6732566
	6732567
	6732569
	6732570
	6732572
	6732573
	6732574
	6732576
	6732833
	6746314

	22-AUG-2008
	6600683
	6694252
	6713785
	6730306
	6733635
	6733637
	6733638
	6733639
	6733640
	6733641
	6733642
	6733645
	6733646
	6733647
	6733648
	6733649
	6733674
	6733675
	6733676
	6733678
	6733679
	6733680
	6733682
	6733684
	6733685
	6733686
	6733687
	6733690
	6733695
	6733696
	6733697
	6733698
	6733699
	6733701
	6733702
	6733703
	6733704
	6737767
	6738202
	6741881
	6746847

	25-AUG-2008
	6586742
	6647491
	6650392
	6654998
	6656747
	6687638
	6694260
	6705762
	6713769
	6734025
	6735823
	6735824
	6735825
	6735827
	6735829
	6735830
	6735831
	6735832
	6735834
	6735836
	6735838
	6735840
	6735842
	6735843
	6735844
	6735845
	6735846
	6735847
	6735848
	6735849
	6735850
	6735851
	6735852
	6735853
	6735855
	6741948
	6741955
	6741985
	6744422
	6744431

	26-AUG-2008
	6643032
	6671918
	6715811
	6737015
	6737016
	6737017
	6737018
	6737019
	6737020
	6737021
	6737022
	6737024
	6737029
	6737030
	6737032
	6737033
	6737035
	6737037
	6737038
	6737056
	6737058
	6737059
	6737061
	6737062
	6737063
	6737065
	6737066
	6737071
	6737073
	6751645

	27-AUG-2008
	6585560
	6645101
	6715835
	6721975
	6737979
	6738008
	6738012
	6738015
	6738020
	6738024
	6738028
	6738029
	6738030
	6738031
	6738032
	6738033
	6738034
	6738035
	6738036
	6738038
	6738040
	6738042
	6738043
	6738044
	6738045
	6738046
	6738047
	6738048
	6738049
	6738050
	6738051
	6738052
	6738055
	6738056
	6738057
	6738059
	6738060
	6738061
	6738062
	6738063
	6738064
	6746740
	6746803

	28-AUG-2008
	6473326
	6636463
	6658690
	6674858
	6684942
	6690221
	6693942
	6701891
	6705881
	6707257
	6740669
	6740671
	6740673
	6740674
	6740675
	6740676
	6740678
	6740679
	6740680
	6740684
	6740685
	6740686
	6740689
	6740782
	6740784
	6740787
	6740789
	6740794
	6740795
	6740796
	6740801
	6740805
	6740806
	6740807
	6740808
	6740809
	6740810
	6740814
	6740815
	6740817
	6740818
	6740819
	6740820
	6740821
	6740822
	6740823
	6740824
	6740825
	6740826
	6740827
	6740828
	6740829
	6740830
	6740831
	6740832
	6740833
	6740834
	6740835
	6740836
	6740837
	6740839
	6740840
	6740848
	6740849
	6740851
	6740852
	6740853
	6740854
	6740855
	6740857
	6740859
	6740861
	6740863
	6740864
	6740865
	6740866
	6740869
	6740870
	6740871
	6740874
	6740876
	6740877
	6740879
	6740882
	6740884
	6740888
	6741397
	6748493
	6859309

	29-AUG-2008
	6545492
	6647441
	6657790
	6666991
	6672024
	6688874
	6692723
	6742679
	6742681
	6742683
	6742684
	6742686
	6742687
	6742689
	6742691
	6742693
	6742695
	6742696
	6742697
	6742698
	6742699
	6742700
	6742702
	6742703
	6742704
	6742705
	6742706
	6742707
	6742708
	6742711
	6742714
	6742715
	6742716
	6742717
	6742719
	6742720
	6742721
	6742722
	6742723
	6742725
	6742726
	6742727
	6742728
	6742729
	6742730
	6742731
	6742732
	6742733
	6742734
	6742735
	6742736
	6742738
	6742739
	6742740
	6742741
	6742742
	6742743
	6742746
	6742747
	6742750
	6742754
	6742755
	6742760
	6742761
	6742768
	6742770
	6742771
	6742774
	6742783
	6742785
	6742787
	6742789
	6742792
	6742795
	6742796
	6742797
	6742799
	6742800
	6742818
	6742819
	6742820
	6742823
	6742825
	6742826
	6742845
	6742880
	6742881
	6742882
	6742883
	6742884
	6742885
	6742887
	6742888
	6742914
	6742915
	6742916
	6742918
	6742919
	6742921
	6742951
	6742952
	6742953
	6742954
	6742955
	6742956
	6742957
	6742958
	6742959
	6742960
	6742961
	6742962
	6742963
	6742964
	6742965
	6742966
	6742968
	6742969
	6742970
	6742971
	6742972
	6742973
	6742974
	6742975
	6742976
	6742977
	6742979
	6742980
	6742982
	6742983
	6742986
	6742987
	6759722
	6759740
	6782146
	6782253
	6782254
	6782262
	6814151
	6841382
	6844568

	01-SEP-2008
	6600513
	6613067
	6655783
	6688882
	6705828
	6706045
	6744302
	6744303
	6744304
	6744305
	6744307
	6744308
	6744311
	6744312
	6744313
	6744314
	6744315
	6744316
	6744317
	6744318
	6744319
	6744320
	6744321
	6744323
	6744325
	6744327
	6744328
	6744329
	6744331
	6744332
	6744333
	6744334
	6744335
	6744336
	6744339
	6744340
	6744341
	6744342
	6744343
	6744344
	6744345
	6744348
	6744349
	6744350
	6744354
	6744355
	6744359
	6744362
	6744363
	6744369
	6744373
	6744378
	6744382
	6744385
	6744389
	6744390
	6744391
	6744392
	6744393
	6744397
	6744399
	6744400
	6744401

	02-SEP-2008
	6650382
	6655023
	6684943
	6687500
	6687608
	6687639
	6688883
	6690216
	6704679
	6755314
	6755326

	03-SEP-2008
	6434221
	6655018
	6673302
	6704603
	6730307
	6746125
	6746126
	6746127
	6746129
	6746130
	6746131
	6746132
	6746134
	6756719

	04-SEP-2008
	6641575
	6747375
	6747376
	6747377
	6747378
	6747382
	6747386
	6747387
	6747388
	6747392
	6747393
	6747399
	6747400
	6747402
	6747403
	6747404
	6747406
	6747407
	6747408
	6747409
	6747410
	6747411
	6747412
	6747414
	6747415
	6747416
	6747417
	6747418
	6747419
	6747420
	6747421
	6747422
	6747423
	6747424
	6747426
	6747427
	6747428
	6747429
	6747430
	6747431
	6747432
	6747433
	6747435
	6747436
	6747437
	6747438
	6747440
	6747442
	6747443
	6747444
	6747447
	6747448
	6747449
	6747450
	6747451
	6747453
	6747454
	6747455
	6747456
	6747466
	6747467
	6747468
	6747469
	6747470
	6747471
	6747472
	6747473
	6747476
	6747477
	6747481
	6747482
	6747483
	6747484
	6747486
	6747488
	6747489
	6747490
	6747494
	6747495
	6747497
	6747498
	6747499
	6747500
	6747502
	6747503
	6747506
	6747507
	6747508
	6747509
	6752628
	6753386

	05-SEP-2008
	6605083
	6647440
	6701914
	6723328
	6726852
	6740677
	6748992
	6748993
	6748994
	6748995
	6749000
	6749001
	6749003
	6749005
	6749006
	6749007
	6749009
	6749010
	6749011
	6749012
	6749014
	6749015
	6749016
	6749019
	6749020
	6749022
	6749026
	6749028
	6749029
	6749035
	6749036
	6749037
	6749038
	6749039
	6749040
	6749041
	6749043
	6749045
	6749046
	6749048
	6749463
	6755337

	08-SEP-2008
	6568875
	6646193
	6653024
	6671921
	6687609
	6692699
	6704602
	6705859
	6712632
	6744364
	6750102
	6750191
	6750194
	6750197
	6750201
	6750205
	6750206
	6750207
	6750209
	6750211
	6750212
	6750213
	6750214
	6750217
	6750218
	6750219
	6750220
	6750221
	6750222
	6750223
	6750224
	6750225
	6750226
	6750227
	6750230
	6750231
	6750232
	6750233
	6750234
	6750237
	6750238
	6750240
	6750241
	6750243
	6750245
	6750247
	6750248
	6750249
	6750250
	6750251
	6750252
	6750253
	6750254
	6750255
	6750256
	6750257
	6750258
	6750259
	6750260
	6750262
	6750263
	6750265
	6750267
	6750270
	6750271
	6750272
	6750273
	6750275
	6750276
	6750278
	6750279
	6750280
	6750281
	6750289
	6750290
	6750291
	6750292
	6750293
	6750295
	6750296
	6750297
	6750298
	6750301

	09-SEP-2008
	6644221
	6751359
	6751360
	6751361
	6751366
	6751367
	6751368
	6751369
	6751370
	6751373
	6751376
	6751377
	6758754
	6758845
	6759791
	6766453

	10-SEP-2008
	6357021
	6591359
	6601481
	6630077
	6654993
	6674860
	6690215
	6690222
	6693943
	6693946
	6707253
	6711479
	6731386
	6752684
	6752685
	6752686
	6752687
	6752688
	6752689
	6752690
	6752691
	6752692
	6752693
	6752694
	6752695
	6752696
	6752697
	6752698
	6752699
	6752700
	6752701
	6752702
	6752703
	6752704
	6752705
	6752707
	6752708
	6752709
	6752710
	6752711
	6752712
	6752713
	6752714
	6752715
	6752716
	6752717
	6752719
	6752721
	6752722
	6752723
	6752725
	6752726
	6752727
	6752728
	6752729
	6762450
	6762894
	6764215

	11-SEP-2008
	6469237
	6695415
	6708871
	6753644
	6753645
	6753648
	6753649
	6753650
	6753651
	6753657
	6753659
	6753660
	6753661
	6753662
	6753663

	12-SEP-2008
	6526797
	6533675
	6534713
	6536067
	6543173
	6544199
	6579793
	6589376
	6613068
	6636931
	6638722
	6656754
	6657747
	6687507
	6687516
	6688880
	6688910
	6690223
	6692818
	6694251
	6694266
	6694269
	6695283
	6695290
	6696760
	6698376
	6698418
	6704601
	6705820
	6712536
	6719645
	6719648
	6723390
	6725534
	6754852
	6754856
	6754857
	6754869
	6754872
	6754873
	6754874
	6754875
	6754877
	6763778

	15-SEP-2008
	6607175
	6644218
	6661872
	6681346
	6687631
	6694277
	6696761
	6700945
	6706004
	6717581
	6723393
	6742710
	6744299
	6758792
	6758804
	6758806
	6758809
	6758810
	6758812
	6758814
	6758815
	6758817
	6758818
	6758820
	6758821
	6758822
	6758823
	6758824
	6758825
	6758827
	6758832
	6758834
	6758835
	6758836
	6758838
	6758839
	6758840
	6758842
	6758843
	6758847
	6758848
	6758852
	6758853
	6758854
	6758855
	6758856
	6758859
	6758865
	6758866
	6765243

	16-SEP-2008
	6541130
	6655561
	6661244
	6666986
	6699341
	6699343
	6699344
	6714712
	6715810
	6724425
	6724442
	6729287
	6731387
	6735737
	6754733
	6758873
	6758874
	6760096
	6770355
	6774776

	17-SEP-2008
	6549492
	6619274
	6659943
	6735736
	6761102
	6761119
	6761184
	6766583

	18-SEP-2008
	6694258
	6713841
	6762401
	6762410
	6762412
	6762413
	6762414
	6762415
	6762416
	6762418
	6762420
	6762423
	6762424
	6762425
	6762426
	6762427
	6762428
	6762429
	6762431
	6762433
	6762434
	6762435
	6762436
	6762437

	19-SEP-2008
	6764005
	6764007
	6764023
	6764029
	6764030
	6764031
	6764037
	6764038
	6764040
	6764041
	6764042
	6764043
	6764044
	6764045
	6764046
	6764050
	6764052
	6764053
	6774221
	6777184

	22-SEP-2008
	6473988
	6531176
	6598822
	6610570
	6681356
	6691297
	6704562
	6704605
	6704680
	6706014
	6706015
	6707299
	6708961
	6711511
	6715809
	6725535
	6762340
	6765246
	6765267
	6765271
	6765459
	6765460
	6765461
	6765464
	6765466
	6765467
	6765468
	6765469
	6765476
	6765498
	6765499
	6765501
	6765502
	6765504
	6765509
	6765512
	6765513
	6765514
	6765515
	6765524
	6765526
	6765527
	6765528
	6765536
	6765546
	6765548
	6765549
	6765551
	6765570
	6765645
	6765659
	6773052

	23-SEP-2008
	6531585
	6632048
	6688932
	6766661
	6766729
	6766756
	6774848
	6774849
	6774850
	6774851
	6774854
	6774862
	6775863
	6779232

	24-SEP-2008
	6581015
	6620124
	6621373
	6622694
	6625700
	6625708
	6632013
	6643034
	6645072
	6649335
	6649351
	6649386
	6649391
	6651678
	6651715
	6654997
	6655627
	6661235
	6661248
	6661874
	6671916
	6671981
	6674859
	6684979
	6684996
	6684999
	6687520
	6690219
	6694281
	6695339
	6695340
	6699471
	6699479
	6699482
	6699486
	6700903
	6700905
	6700946
	6700953
	6700967
	6705978
	6705982
	6706000
	6707293
	6708910
	6708955
	6708958
	6710117
	6711504
	6711515
	6713830
	6733616
	6736966
	6738013
	6738016
	6740636
	6742981
	6744678
	6746110
	6758883
	6768715
	6768976
	6768979
	6768988
	6768989
	6768999
	6769001
	6769002
	6769003
	6769005
	6769006
	6769007
	6769009
	6769015
	6769020
	6769025
	6769027
	6769028
	6769029
	6769036
	6769037
	6769041
	6769044
	6769045
	6769047
	6769048
	6775943
	7303439

	25-SEP-2008
	6478704
	6557655
	6603793
	6681266
	6681345
	6687499
	6692825
	6698256
	6708862
	6709815
	6711519
	6713768
	6713794
	6724449
	6770825
	6770826
	6770828
	6770829
	6770830
	6770831
	6770832
	6770833
	6770834
	6770835
	6770836
	6770837
	6770838
	6770839
	6770840
	6770842
	6770843
	6770844
	6770845
	6770846
	6770847
	6770848
	6770849
	6770850
	6770851
	6770855
	6770856
	6770857
	6770858
	6770859
	6770860
	6770861
	6770862
	6770863
	6770864
	6770865
	6770867
	6770868
	6770870
	6770871
	6770872
	6770873
	6770874
	6770875
	6770876
	6770877
	6770879
	6770881
	6770882
	6770883
	6770884
	6770885
	6770886
	6770887
	6770888
	6770889
	6770890
	6770891
	6770892
	6770893
	6770894
	6770895
	6770896
	6770898
	6770899
	6770900
	6770901
	6770902
	6770903

	26-SEP-2008
	6571113
	6579829
	6651676
	6674712
	6684945
	6695286
	6704563
	6760113
	6772444
	6772445
	6772449
	6772450
	6772451
	6772452
	6772453
	6772454
	6772455
	6772456
	6772458
	6772459
	6772460
	6772461
	6772462
	6772463
	6772471
	6772472
	6772474
	6772475
	6772476
	6772479
	6772480
	6772483
	6772486
	6772488
	6772490
	6772491
	6772492
	6772499
	6772500
	6772501
	6772506
	6772507
	6772508
	6772509
	6772510
	6772511
	6778952
	6783511

	29-SEP-2008
	6342076
	6624126
	6640667
	6644182
	6649343
	6700910
	6700956
	6705824
	6707306
	6708872
	6712619
	6713770
	6713824
	6713839
	6715922
	6715926
	6719640
	6722030
	6723397
	6742978
	6750277
	6763773
	6765244
	6773824
	6773950
	6773967
	6774047
	6774048
	6774049
	6774050
	6774051
	6774052
	6774053
	6774054
	6774055
	6774056
	6774057
	6774058
	6774059
	6774060
	6774061
	6774062
	6774064
	6774065
	6774066
	6774067
	6774068
	6774069
	6774070
	6774071
	6774075
	6774076
	6774082
	6774083
	6774084
	6774085
	6774086
	6774088
	6774091
	6774092
	6774094
	6774095
	6774098
	6774099
	6774100
	6774102
	6774105
	6774108
	6774109
	6774111
	6774113
	6774114
	6774115
	6774116
	6774117
	6774121
	6774122
	6774123
	6774124
	6774126
	6774127
	6774128
	6774129
	6779151
	6779153
	6787262

	30-SEP-2008
	6633020
	6671898
	6719643
	6744679
	6747379
	6752589
	6775013
	6775014
	6775015
	6775016
	6775017
	6775018
	6775019
	6775022
	6775024
	6775026
	6775027
	6775028
	6775029
	6775030
	6775031
	6775032
	6775033
	6775034
	6775035
	6775036
	6775039
	6775040
	6775042
	6775043
	6775045
	6775046
	6775052
	6775053
	6775054
	6775056
	6775057
	6775059
	6781781
	6781812
	6785639

	01-OCT-2008
	6688881
	6709813
	6715834
	6717523
	6717541
	6717594
	6730317
	6776102
	6776116
	6776117
	6776118
	6776119
	6776120
	6776121
	6776122
	6776123
	6776124
	6776125
	6776126
	6776130
	6776131
	6776132
	6776134
	6776135
	6776136
	6776137
	6776138
	6776142
	6776143
	6776144
	6776145
	6776146
	6776147
	6776149
	6776150
	6782915
	6885118

	02-OCT-2008
	6692812
	6726880
	6742821
	6758857
	6776888
	6776889
	6776890
	6776891
	6776893
	6776894
	6776895
	6776896
	6776898
	6776900
	6776901
	6776902
	6776903
	6776904
	6776906
	6776907
	6776909
	6776910
	6776911
	6776912
	6776913
	6776917
	6776918
	6776919
	6776920
	6776921
	6776923
	6776924
	6776925
	6776929
	6776930
	6776931
	6776933
	6776935
	6776936
	6776937
	6776938
	6776941
	6776943
	6776945
	6776946
	6776947
	6776948
	6776950
	6783240
	6783998

	03-OCT-2008
	6715950
	6715956
	6717589
	6725545
	6777982
	6777983
	6777990
	6777992
	6777993
	6777994
	6777996
	6777997
	6777999
	6778000
	6778002
	6778005

	06-OCT-2008
	6701918
	6718657
	6718672
	6719702
	6723405
	6724495
	6737039
	6779331
	6779334
	6779335
	6779337
	6779338
	6779339
	6779342
	6779347
	6779348
	6779349
	6779350
	6779351
	6779352
	6779353
	6779354
	6779355
	6779358
	6779359
	6779360
	6779362
	6779363
	6779364
	6779368
	6779369
	6779370
	6779375
	6779377
	6779380
	6779382
	6779672
	6779677
	6779678
	6779682
	6786285
	6788812
	6788978
	6789795

	07-OCT-2008
	6663129
	6722039
	6724422
	6768671
	6780131
	6780132
	6780133
	6780134
	6780135
	6780136
	6780137
	6780138
	6780140
	6780142
	6780143
	6780144
	6780145
	6780146
	6780148
	6780149
	6780150
	6780152
	6780154
	6780155
	6780156
	6780157
	6780158
	6780159
	6780160
	6780161
	6780162
	6780164
	6780168
	6780170
	6780171
	6780172
	6780173
	6780175
	6780176
	6780178
	6780179
	6780199
	6787265
	6787382

	08-OCT-2008
	6779285
	6781822
	6781824
	6781826
	6781827
	6781980
	6787458

	09-OCT-2008
	6619253
	6692815
	6701859
	6707250
	6707312
	6721976
	6724428
	6725531
	6760097
	6783258
	6783259
	6783362
	6783365
	6783367
	6783368
	6783370
	6783372
	6783373
	6783374
	6783375
	6783376
	6788716

	10-OCT-2008
	6531584
	6668407
	6671915
	6680022
	6712620
	6713790
	6730353
	6731470
	6784596
	6784597
	6784600
	6784603
	6784608
	6784609
	6784611
	6784612
	6784615
	6789841
	6790676

	13-OCT-2008
	6637609
	6644185
	6655776
	6703241
	6705046
	6719650
	6723317
	6723394
	6724431
	6724468
	6732520
	6747147
	6752584
	6758882
	6760110
	6761208
	6773964
	6784610
	6785723
	6785724
	6785725
	6785726
	6785727
	6785728
	6785729
	6785730
	6785733
	6785736
	6785737
	6785738
	6785739
	6785740
	6785741
	6785742
	6785743
	6785744
	6785745
	6785746
	6785747
	6785748
	6785749
	6785751
	6785755
	6785757
	6785758

	14-OCT-2008
	6666984
	6754871
	6786776
	6786777
	6786778
	6786782
	6786784
	6786785
	6786786
	6786787
	6786788
	6786789
	6786790
	6786791
	6786793
	6786794
	6786795
	6786798
	6786799
	6786800
	6786803
	6786805
	6786806
	6786807
	6786810
	6786811
	6786814
	6791352
	6792222
	6792306
	6793103
	6793137
	6793301
	6793489

	15-OCT-2008
	6696768
	6787798
	6787807
	6787808
	6794155
	6794210

	16-OCT-2008
	6613057
	6666989
	6680117
	6696764
	6700986
	6715966
	6719647
	6724429
	6724430
	6737983
	6740697
	6740880
	6744356
	6747394
	6753664
	6762397
	6785697
	6789095
	6789096
	6789098
	6789099
	6789100
	6789103
	6789104
	6789106
	6789108
	6789109
	6789111
	6789112
	6789113
	6789115
	6789116
	6789117
	6789118
	6789119
	6789121
	6789122
	6789125
	6789126
	6789127
	6789129
	6789130
	6789131
	6789132
	6789133
	6789134
	6789135
	6789136
	6789137
	6789138
	6789139
	6789140
	6789141
	6789142
	6789144
	6789145
	6789146
	6789147
	6789148
	6789149
	6789150
	6789151
	6789152
	6789153
	6789154
	6789155
	6789156
	6789158
	6789159
	6789160
	6789163
	6789164
	6789165
	6789166
	6789167
	6789168
	6789169
	6789170
	6789171
	6789172
	6789173
	6789174
	6789175
	6789176
	6789177
	6789178
	6789179
	6789180
	6789181
	6789182
	6789183
	6789184
	6789185
	6789186
	6789187
	6789188
	6789189
	6789190
	6789191
	6789192
	6789193
	6789194
	6789195
	6789196
	6789197
	6789198
	6789199
	6789200
	6789201
	6789202
	6789203
	6789204
	6789205
	6789207
	6789208
	6789209
	6789210
	6789211
	6789213
	6789214
	6789215
	6789216
	6789217
	6789218
	6789219
	6789220
	6789221
	6789222
	6789223
	6789224
	6789225
	6789227
	6789228
	6789230
	6789231
	6789232
	6789233
	6789234
	6789235
	6789237
	6789238
	6789239
	6789240
	6789241
	6789242
	6789245
	6789247
	6789248
	6789249
	6789250
	6789252
	6789254
	6789255
	6789257
	6789258
	6789259
	6789261
	6789262
	6789263
	6789268
	6789269
	6789270
	6789271
	6789272
	6789274
	6789277
	6789283
	6789286
	6789288
	6789289
	6795200

	17-OCT-2008
	6676130
	6712617
	6747148
	6758862
	6760115
	6779283
	6789900
	6789901
	6789902
	6789905
	6789906
	6789907
	6789908
	6789909
	6789910
	6789911
	6789913
	6789914
	6789915
	6789918
	6789920
	6789921
	6789922
	6789923
	6789925
	6789926
	6789927
	6789928
	6789931
	6789932
	6789934
	6789938
	6789939
	6789940
	6789941
	6789943
	6789944
	6789946
	6789947
	6789948
	6789949
	6789951
	6789954
	6789955
	6789956
	6789957
	6789958
	6789959
	6789960
	6789961
	6789962
	6789964
	6789965
	6789968
	6790581
	6797230
	6798540
	6798551

	20-OCT-2008
	6713827
	6729331
	6731426
	6765671
	6791122
	6791228
	6791229
	6791230
	6791231
	6791232
	6791233
	6791235
	6791236
	6791237
	6791238
	6791239
	6791242
	6791243
	6791245
	6791247
	6791248
	6791249
	6791250
	6791251
	6791253
	6791254
	6791256
	6791257
	6791258
	6791260
	6791261
	6791262
	6791264
	6791266
	6791268
	6791270
	6791272
	6791273
	6791282
	6791283
	6791284
	6791286
	6791287
	6791288
	6791289
	6791290
	6791291
	6791293
	6791297
	6791300
	6791301
	6791304
	6791306
	6802194

	21-OCT-2008
	6525681
	6531174
	6577975
	6655022
	6670468
	6696767
	6704676
	6717547
	6719646
	6724441
	6735735
	6748905
	6765272
	6773963
	6791154
	6792207
	6792226
	6792227
	6792229
	6792230
	6792232
	6792233
	6792235
	6792236
	6792237
	6792238
	6792239
	6792240
	6792241
	6792244
	6797527
	6797706
	6797728
	6799686
	6799700
	6799705
	6801625

	22-OCT-2008
	6506131
	6692820
	6755620
	6793142
	6793254
	6793256
	6793257
	6793258
	6793259
	6793260
	6793263
	6793264

	23-OCT-2008
	6705890
	6705971
	6705979
	6724490
	6746112
	6794353
	6794418
	6794419
	6794422
	6794426
	6794435
	6794436
	6794437
	6794439
	6794440
	6794443
	6794449
	6794454
	6794458
	6794459
	6794462
	6794463
	6794464
	6794465
	6794467
	6800290
	6800338

	24-OCT-2008
	6615690
	6684969
	6694288
	6695263
	6696835
	6699475
	6708909
	6711476
	6727981
	6732526
	6774992
	6793393
	6795405
	6795482
	6795483
	6795488
	6795493
	6795496
	6795497
	6795500
	6795501
	6795502
	6795503
	6795504
	6795506
	6795507
	6795508
	6795509
	6795511
	6795512
	6795513
	6795515
	6795516
	6795517
	6795519
	6795520
	6795521
	6795522
	6795527
	6795528
	6795529
	6795530
	6795532
	6795533
	6795534
	6795535
	6800545
	6800658
	6800747

	27-OCT-2008
	6740672
	6740691
	6791278
	6796602
	6796640
	6796641
	6796643
	6796647
	6796649
	6796650
	6796651
	6796652
	6796653
	6796654
	6796655
	6796657
	6796659
	6796660
	6796661
	6796662
	6796667
	6796669
	6796670
	6796671
	6796672
	6796673
	6796674
	6796675
	6796676
	6796677
	6796678
	6796679
	6796681
	6796684
	6796685
	6796689
	6796690
	6796693
	6796694
	6796696
	6796698
	6796699
	6796700
	6796701
	6796702
	6796703
	6796704
	6796705
	6796710
	6796712
	6796714
	6796715
	6796716
	6796718
	6796724
	6796725
	6796726
	6796727
	6796728
	6796732
	6796733
	6796734
	6800951
	6801412
	6801499
	6802343
	6802848
	6806560

	28-OCT-2008
	6551481
	6658609
	6718619
	6724443
	6725532
	6740634
	6740640
	6740682
	6744677
	6744684
	6746111
	6750105
	6754739
	6772512
	6773957
	6776101
	6783276
	6785700
	6791152
	6792206
	6797745
	6797782
	6797783
	6797784
	6797785
	6797787
	6797792
	6797800
	6803639

	29-OCT-2008
	6804515

	30-OCT-2008
	6534714
	6576696
	6640238
	6715831
	6720645
	6740783
	6742718
	6744361
	6747496
	6772396
	6779671
	6799625
	6799630
	6799637
	6799639
	6799640
	6799641
	6799642
	6799645
	6799646
	6799648
	6799649
	6799655
	6799656
	6799657
	6799658
	6799659
	6799660
	6799661
	6799662
	6799674
	6799675
	6800970
	6804701
	6816517
	6816519

	31-OCT-2008
	6596774
	6740635
	6744680
	6744682
	6744685
	6772397
	6783268
	6801019
	6801020
	6801023
	6801027
	6801028
	6801030
	6801031
	6801032
	6801034
	6801037
	6801038
	6801039
	6801040
	6801042
	6801046
	6801050
	6801053
	6801054
	6801055
	6801056
	6801057
	6801059
	6801060
	6801061
	6801062
	6801063
	6801065
	6801066
	6806601
	6810614
	6810631
	6830250
	6830251

	03-NOV-2008
	6528885
	6577967
	6636922
	6656766
	6690220
	6715812
	6774120
	6775041
	6775051
	6785708
	6802325
	6802327
	6802332
	6802334
	6802337
	6802339
	6802340
	6802350
	6802351
	6802355
	6802356
	6802358
	6802360
	6802361
	6802362
	6802363
	6802366
	6802367
	6802368
	6802369
	6802370
	6802372
	6802373
	6802379
	6802380
	6802381
	6802383
	6802384
	6802385
	6802386
	6802388
	6802389
	6802390
	6802392
	6802393
	6802394
	6802395
	6802396
	6802397
	6802399
	6802400
	6802404
	6802406
	6802408
	6802410
	6802413
	6802415
	6802417
	6802418
	6802425
	6802434
	6802452
	6809845
	6810196
	6810330
	6967073

	04-NOV-2008
	6557602
	6692814
	6748906
	6748907
	6750101
	6802937
	6809568
	6815591

	05-NOV-2008
	6801978
	6803965
	6805520
	6811329
	6811598

	06-NOV-2008
	6694236
	6695417
	6704674
	6712599
	6715836
	6717531
	6717592
	6724439
	6746113
	6749008
	6750103
	6750242
	6750274
	6758844
	6761166
	6762430
	6765484
	6772394
	6779679
	6788901
	6796611
	6804680
	6804691
	6804753
	6804755
	6804756
	6804758
	6804761
	6804762
	6804763
	6804765
	6804768
	6804770
	6804773
	6804777
	6804778
	6804780
	6804781
	6804783
	6804785
	6804789
	6804791
	6804793
	6804796
	6813164
	6814259

	07-NOV-2008
	6749025
	6750100
	6799673
	6805859
	6805861
	6805862
	6805863
	6805864
	6805866
	6805868
	6805869
	6805870
	6805871
	6805872
	6805873
	6805874
	6805884
	6805886
	6805887
	6805890
	6805891
	6805892
	6805894
	6805895
	6811872
	6812927
	6812935
	6813005
	6814204
	6814408

	10-NOV-2008
	6562740
	6723384
	6730380
	6732522
	6742688
	6751365
	6761207
	6765508
	6768714
	6769011
	6779684
	6780204
	6780205
	6784561
	6786783
	6790176
	6794352
	6807045
	6807091
	6807092
	6807093
	6807094
	6807097
	6807098
	6807099
	6807100
	6807101
	6807105
	6807106
	6807108
	6807111
	6807112
	6807114
	6807117
	6807118
	6807125
	6807128
	6807129
	6807133
	6807135
	6807136
	6807139
	6807140
	6807150
	6807151
	6807152
	6807153
	6807155
	6807156
	6807157
	6807160
	6807161
	6807162
	6807164
	6807166
	6807169
	6807171
	6807172
	6807173
	6807174
	6807183
	6807186
	6807190
	6807191
	6807196
	6815197
	6815199
	6815311
	6816523
	6816524

	11-NOV-2008
	6536069
	6744306
	6751371
	6808220
	6808223
	6808224

	12-NOV-2008
	6779279
	6809126
	6809293
	6809444
	6809446
	6809448
	6825654

	13-NOV-2008
	6541993
	6760133
	6810424
	6810430
	6810431
	6810432
	6810442
	6810449
	6810451
	6810452
	6810453
	6810454
	6810456
	6810458
	6810459
	6810460
	6817081

	14-NOV-2008
	6487021
	6510554
	6522417
	6551657
	6608839
	6650383
	6674866
	6712535
	6731388
	6736970
	6758879
	6760104
	6760109
	6760114
	6760117
	6780207
	6783269
	6790166
	6790178
	6812111
	6812115
	6812116
	6812279
	6812280
	6812287
	6812289
	6812290
	6812291
	6812292
	6812293
	6812295
	6812296
	6812299
	6812300
	6812302
	6812304
	6812309
	6812310
	6812311
	6812313
	6812314
	6812315
	6812318

	17-NOV-2008
	6698258
	6713797
	6742988
	6754835
	6761214
	6777985
	6781982
	6789097
	6789157
	6789212
	6789244
	6789933
	6794434
	6806559
	6813466
	6813542
	6813545
	6813551
	6813552
	6813553
	6813554
	6813555
	6813556
	6813557
	6813558
	6813560
	6813566
	6813569
	6813571
	6813572
	6813573
	6813574
	6813575
	6813576
	6813577
	6813579
	6813580
	6813581
	6813582
	6813584
	6813585
	6813586
	6813589
	6813590
	6813595
	6813596
	6813598
	6813599
	6813600
	6813603
	6813604
	6813605
	6819147

	18-NOV-2008
	6692726
	6718621
	6729279
	6765269
	6765273
	6768672
	6814415
	6814418
	6814421
	6814429
	6814430
	6814431
	6814432
	6814433
	6819781
	6819911

	19-NOV-2008
	6730304
	6789917
	6815526
	6815541
	6815542
	6820921
	6823345
	6823356

	20-NOV-2008
	6543200
	6760107
	6813602
	6816550
	6816552
	6816553
	6816555
	6816563
	6816564
	6816565
	6816570
	6816571
	6816573
	6816576
	6816577
	6816579
	6816580
	6825624

	21-NOV-2008
	6515963
	6551680
	6574269
	6607251
	6668399
	6750244
	6785701
	6788904
	6793141
	6793265
	6795409
	6796606
	6796607
	6799599
	6817986
	6818049
	6818052
	6818055
	6818061
	6818062
	6818063
	6818064
	6818065
	6818066
	6818067
	6818068
	6818074
	6818075
	6818077
	6818079
	6818080
	6818081
	6818083
	6818084
	6818086
	6818087
	6818088
	6818089
	6818090
	6818096
	6818099
	6818101
	6818102
	6823058
	6825398
	6828929
	6829743
	6829811
	6830975
	6831053
	6831134
	6838679

	24-NOV-2008
	6708960
	6708968
	6780200
	6781983
	6789246
	6791255
	6795374
	6801049
	6801058
	6819252
	6819253
	6819254
	6819257
	6819258
	6819259
	6819260
	6819261
	6819263
	6819264
	6819265
	6819266
	6819267
	6819268
	6819269
	6819270
	6819271
	6819273
	6819274
	6819275
	6819279
	6819287
	6819288
	6819289
	6819291
	6819292
	6819294
	6819295
	6819296
	6819319
	6819320
	6819321
	6819324
	6819329
	6819335
	6819337
	6819340
	6819348
	6819349
	6819351
	6819353
	6819354
	6819357
	6819360

	25-NOV-2008
	6647437
	6731389
	6790175
	6790670
	6793253
	6793255
	6793266
	6802938
	6808219
	6818729
	6820569
	6820571
	6820572
	6820573
	6820574
	6820576
	6820577
	6820578
	6820579
	6820580
	6820581
	6820583
	6832078
	6833530

	26-NOV-2008
	6732523
	6736968
	6736974
	6754734
	6797749
	6816551
	6823015
	6823016
	6823017
	6823018
	6823019
	6823020
	6823021
	6823022
	6823024
	6823025
	6823026
	6823028
	6823030
	6823031
	6823158
	6823342
	6833734
	6835665
	6838501
	6838502

	28-NOV-2008
	6594953
	6619270
	6700909
	6738037
	6740800
	6742822
	6747425
	6772446
	6772447
	6774125
	6780153
	6783257
	6790174
	6797748
	6825658
	6825659
	6825660
	6825661
	6825662
	6825663
	6825664
	6825665
	6825666
	6825669
	6825670
	6825671
	6825672
	6825673
	6825674
	6825675
	6825676
	6825678
	6825679
	6825681
	6825682
	6825686
	6825688
	6825689
	6825691
	6825692
	6825693

	01-DEC-2008
	6744337
	6747413
	6758851
	6785752
	6788907
	6789105
	6789287
	6789919
	6792203
	6797780
	6799632
	6807146
	6826484
	6826485
	6826487
	6826495
	6826496
	6826497
	6826499
	6826501
	6826502
	6826506
	6826507
	6826512
	6826515
	6826517
	6826518
	6826522
	6826525
	6826527
	6827325
	6840534
	6840831

	02-DEC-2008
	6638733
	6750107
	6754736
	6768713
	6770728
	6776106
	6776108
	6779683
	6790179
	6797752
	6801003
	6804693
	6807049
	6813115
	6829032
	6829033
	6829034
	6829035
	6829036
	6829037
	6829042
	6829043
	6829045
	6829046
	6829047
	6829049
	6829050
	6829051
	6829052
	6829053
	6829182
	6839038
	6841740

	03-DEC-2008
	6518486
	6531173
	6717515
	6780201
	6780202
	6793261
	6795375
	6803951
	6830894
	6830895
	6830896
	6830897
	6830898
	6830899
	6830901
	6830902
	6830904
	6830905
	6830906
	6830908
	6830909
	6830910
	6830913
	6830914
	6830915
	6830918
	6830919
	6830920
	6830921
	6830923
	6830925
	6830927
	6830929
	6830930
	6830932
	6843631

	04-DEC-2008
	6751342
	6752588
	6776916
	6783267
	6785699
	6785753
	6797797
	6831850
	6831950
	6831951
	6831952
	6831953
	6831954
	6831955
	6831956
	6831957
	6831960
	6831961
	6831962
	6831964
	6831965
	6831967
	6831968
	6831969
	6831970
	6831971
	6831972
	6831973
	6831975
	6831976
	6831978
	6831979
	6831981
	6831982
	6831983
	6831984
	6831986
	6831989
	6831990
	6831992
	6831995
	6831997
	6831999
	6832000
	6832003
	6832005
	6832006
	6832007
	6832009
	6832010
	6848752

	05-DEC-2008
	6551664
	6592370
	6614865
	6731391
	6749013
	6752585
	6780203
	6780206
	6802446
	6802995
	6810620
	6833689
	6833690
	6833691
	6833692
	6833693
	6833694
	6833695
	6833697
	6833698
	6833699
	6833700
	6833701
	6833703
	6833704
	6833705
	6833708
	6833713
	6833714
	6833715
	6833716
	6833720
	6833721
	6833723
	6833724
	6833725
	6833726
	6833727
	6833729
	6833732
	6848933
	6848946
	6849201
	6853346
	6853372
	6853699

	08-DEC-2008
	6513102
	6541991
	6599973
	6607265
	6621318
	6650389
	6668468
	6684962
	6750268
	6836003
	6836004
	6836005
	6836006
	6836007
	6836008
	6836009
	6836010
	6836011
	6836012
	6836013
	6836014
	6836015
	6836016
	6836020
	6836021
	6836022
	6836023
	6836024
	6836030
	6836031
	6836035
	6836036
	6836037
	6836039
	6836040
	6836041
	6836042
	6836045
	6836047
	6836049
	6836050
	6836053
	6836055
	6836057
	6836064
	6836065
	6836067
	6836068
	6836069
	6836074
	6836076
	6836078
	6836081
	6836082
	6836083
	6836085
	6836090
	6836091
	6836092
	6836093
	6836094
	6836096
	6836101
	6836102
	6836103
	6836105
	6836106
	6836107
	6836108
	6836109
	6836111
	6836112
	6836113
	6836114
	6836115
	6836116
	6836117
	6855083
	6858611
	6859116

	09-DEC-2008
	6532715
	6536064
	6536075
	6536078
	6540544
	6540595
	6540635
	6540646
	6540651
	6540685
	6540688
	6540711
	6543192
	6543193
	6549494
	6555270
	6561378
	6561402
	6565794
	6578538
	6589454
	6591444
	6661247
	6672019
	6676254
	6700960
	6705984
	6725540
	6733673
	6733677
	6733681
	6733683
	6733688
	6733689
	6733700
	6735826
	6735828
	6735833
	6735835
	6735839
	6735841
	6737106
	6737114
	6737115
	6737118
	6737120
	6737124
	6738011
	6738014
	6738019
	6738022
	6744338
	6744351
	6744371
	6754841
	6766708
	6766714
	6766719
	6766748
	6768991
	6769017
	6769046
	6772470
	6772493
	6772495
	6772498
	6776897
	6776905
	6776932
	6776944
	6776949
	6777987
	6777989
	6779345
	6779674
	6780151
	6780163
	6780165
	6781977
	6784601
	6786772
	6787800
	6789929
	6795499
	6795510
	6799663
	6810447
	6812274
	6813538
	6813546
	6816569
	6818059
	6818070
	6818085
	6818095
	6818106
	6829191
	6838968
	6838969
	6838970
	6838971
	6838973
	6838974
	6838975
	6838977
	6861266

	10-DEC-2008
	6515962
	6727978
	6783271
	6783274
	6783277
	6786667
	6788900
	6802433
	6802443
	6803949
	6840740
	6840741
	6840742
	6862668
	6862676

	11-DEC-2008
	6579821
	6632056
	6705877
	6706002
	6706056
	6710113
	6711517
	6719695
	6719705
	6719707
	6733636
	6740791
	6744347
	6753665
	6772441
	6783261
	6788903
	6788906
	6790165
	6795346
	6803003
	6831974
	6841998
	6842004
	6842005
	6842007
	6842008
	6842012
	6842015
	6842017
	6842018
	6842021

	12-DEC-2008
	6531583
	6737072
	6844464
	6844469
	6844470
	6844471
	6844472
	6844473
	6844475
	6844476
	6844480
	6844481
	6844482
	6844483
	6844485
	6844486
	6844488
	6844489
	6844491
	6844492
	6844494
	6844495
	6844497
	6844499
	6844500
	6844505
	6844508
	6844510
	6844512
	6844515
	6844519
	6844520
	6844521
	6844522
	6844524
	6844526
	6844527
	6844547
	6844548
	6844549
	6852005
	6866384
	6866913

	15-DEC-2008
	6836066
	6850018
	6850021
	6850023
	6850032
	6850033
	6850034
	6850035
	6850036
	6850037
	6850039
	6850046
	6850048
	6850049
	6850051
	6850053
	6850054
	6850055
	6850698
	6867144
	6867155

	16-DEC-2008
	6600062
	6620110
	6761120
	6776103
	6780198
	6792209
	6793267
	6795490
	6802439
	6853853
	6853854
	6853856
	6853859
	6853860
	6853861
	6853862
	6853865
	6853867
	6853875
	6853878
	6853879
	6853881
	6853882
	6853883
	6853884
	6853888
	6853889
	6853890
	6853893
	6853897
	6853899
	6853901
	6853902
	6853904
	6853905
	6853906
	6853908
	6853910
	6853911
	6853914
	6853915
	6853916
	6858434

	17-DEC-2008
	6802302
	6833696
	6855273
	6867737
	6872316
	6873838

	18-DEC-2008
	6766659
	6779685
	6794354
	6797746
	6805827
	6815529
	6820554
	6820556
	6859231
	6869694
	6869817
	6871408

	19-DEC-2008
	6534725
	6780147
	6789161
	6792245
	6799627
	6804688
	6808226
	6816514
	6836100
	6844474
	6861079
	6861080
	6861081
	6861082
	6861083
	6861084
	6861085
	6861087
	6861091
	6861092
	6861093
	6861094
	6861095
	6861099
	6861100
	6861103
	6861104
	6861106
	6861107
	6861108
	6861115
	6861117
	6861119
	6861121
	6861123
	6861131
	6861132
	6861133
	6861134
	6861135
	6861138
	6861139
	6861140
	6861142

	22-DEC-2008
	6557601
	6603845
	6620107
	6632101
	6779277
	6780139
	6789107
	6795514
	6796688
	6796717
	6807102
	6863232
	6863233
	6863237
	6863348
	6863350
	6863351
	6863354
	6863355
	6863356
	6863357
	6863359
	6863360
	6863361
	6863362
	6863363
	6863364
	6863365
	6863367
	6863368
	6863369
	6863370
	6863371
	6863373
	6863374
	6863375
	6863377
	6863385
	6863386
	6863387
	6863388
	6863389
	6863390
	6863392
	6863393
	6863395
	6863396
	6863397
	6863398
	6863399
	6863400
	6863402
	6863403
	6863404
	6863405
	6863407
	6863408
	6863949
	6863950
	6867296
	6867303
	6870865
	6872945
	6900489

	23-DEC-2008
	6567787
	6795372
	6795379
	6796610
	6800995
	6838908
	6864561
	6864562
	6864563
	6864564
	6864566
	6864595

	24-DEC-2008
	6802939
	6813468
	6841935
	6861124
	6866177
	6866181
	6866182
	6872304
	6873446
	6873823

	26-DEC-2008
	6794421
	6796639
	6797743
	6797744
	6807050
	6817979
	6866940
	6866944
	6866945
	6866947
	6866948
	6866949
	6866951
	6866952
	6866953
	6866954
	6866956
	6866958
	6866959
	6866960
	6866963
	6866965
	6866966
	6866967
	6866968
	6866969
	6866970
	6879638

	29-DEC-2008
	6562896
	6605167
	6773822
	6774074
	6844477
	6868001
	6868008
	6868009
	6868010
	6868011
	6868012
	6868013
	6868014
	6868015
	6868016
	6868017
	6868018
	6868019
	6868020
	6868027
	6874431
	6874452
	6874549
	6874598

	30-DEC-2008
	6754735
	6775044
	6790158
	6792204
	6796604
	6799597
	6802338
	6815527
	6825638
	6825645
	6829193
	6831849
	6866180
	6867996
	6869128
	6869129
	6869130
	6869131
	6869227
	6874835
	6874890
	6875895
	6875917
	6887540

	31-DEC-2008
	6816578
	6870368
	6870369
	6870370
	6870371
	6870372
	6870373
	6870375
	6870377
	6870378
	6870380
	6876130

	02-JAN-2009
	6659942
	6714770
	6789143
	6813549
	6871675
	6871676
	6871677
	6871678
	6871679
	6871680
	6871681
	6871682
	6871683
	6871684
	6871685
	6871686
	6871687
	6871688
	6871689
	6871690
	6871691
	6871692
	6871694
	6871695
	6871696
	6871698
	6871699
	6871700
	6871701
	6871702
	6871704
	6871706
	6871707
	6871708
	6871710
	6871711
	6871712
	6871713
	6871714
	6871715
	6871717
	6871718
	6871719

	05-JAN-2009
	6557648
	6736973
	6740638
	6760106
	6760134
	6761206
	6772390
	6774993
	6776148
	6779276
	6779281
	6779284
	6779333
	6797753
	6799603
	6799607
	6802427
	6802449
	6803948
	6803954
	6807039
	6829188
	6831988
	6833730
	6841946
	6850050
	6863591
	6871651
	6871653
	6872574
	6872575
	6872576
	6872577
	6872578
	6872581
	6872582
	6872584
	6872585
	6872587
	6872590
	6872591
	6872592
	6872593
	6872594
	6872595
	6872596
	6872597
	6872598
	6872599
	6872600
	6872601
	6872603
	6872604
	6872605
	6872607
	6872609
	6872610
	6872611
	6872612
	6872613
	6872614
	6872616
	6872617
	6872618
	6872619
	6872620
	6872621
	6872622
	6872623
	6872624
	6872626
	6872627
	6877464

	06-JAN-2009
	6494049
	6564443
	6641598
	6754737
	6773971
	6802448
	6805828
	6807035
	6807038
	6819346
	6825633
	6871076
	6873719
	6873720
	6873721
	6873723
	6873724
	6877704
	6881530

	07-JAN-2009
	6812114
	6874698
	6874701
	6874703
	6882834

	08-JAN-2009
	6637624
	6717585
	6761209
	6773972
	6781823
	6783270
	6788908
	6798534
	6802420
	6810450
	6813537
	6813592
	6817985
	6820559
	6859035
	6876068
	6876069
	6876070
	6876071
	6876072
	6876074
	6876075
	6876077
	6876078
	6876079
	6876080
	6876083
	6876084
	6876085
	6876088
	6876089
	6876090
	6876092
	6876093
	6876095
	6876097
	6876098
	6881187

	09-JAN-2009
	6577976
	6615798
	6727980
	6761216
	6765676
	6775048
	6781825
	6783273
	6784614
	6784616
	6789229
	6807034
	6807051
	6876972
	6876998
	6876999
	6877001
	6877003
	6877004
	6877005
	6877008
	6877009
	6877010
	6877011
	6877012
	6877014
	6877015
	6877016
	6877017
	6877018
	6877019
	6877020
	6877021
	6877941

	12-JAN-2009
	6589378
	6649385
	6649389
	6655782
	6764025
	6765517
	6772515
	6809445
	6813567
	6818078
	6818091
	6826493
	6863358
	6866941
	6878235
	6878236
	6878237
	6878238
	6878239
	6878240
	6878241
	6878242
	6878243
	6878244
	6878245
	6878246
	6878247
	6878248
	6878250
	6878251
	6878252
	6878253
	6878255
	6878257
	6878259
	6878260
	6878262
	6878263
	6878264
	6878265
	6878266
	6878268
	6878272
	6878273
	6878274
	6878275
	6878276
	6878278
	6878279
	6878281
	6878284
	6878285
	6878286
	6878289
	6878290
	6878291
	6878292
	6878293
	6878294
	6878295
	6878296
	6878297
	6878298
	6878299
	6878300
	6878301
	6878302
	6878304
	6878305
	6878306
	6887213
	6888777
	6888864

	13-JAN-2009
	6620109
	6634211
	6644184
	6752730
	6766753
	6772504
	6779376
	6807042
	6879291
	6879292
	6879293
	6879294
	6879296
	6879297
	6879298
	6879299
	6879305
	6879306
	6879308
	6879310
	6879311
	6879312
	6879314
	6879317
	6879318
	6879350
	6879353

	14-JAN-2009
	6555708
	6668408
	6781979
	6841933
	6841939
	6876048
	6880344
	6880366
	6882359

	15-JAN-2009
	6478699
	6774990
	6830936
	6833593
	6844559
	6861040
	6861043
	6881666
	6881667
	6881668
	6881669
	6881671
	6881672
	6881673
	6881675
	6881676
	6881682
	6881683
	6881684
	6881685
	6881687
	6881690
	6881691
	6881692
	6881693
	6881714

	16-JAN-2009
	6547973
	6641595
	6740637
	6779282
	6789930
	6802353
	6813470
	6813471
	6829190
	6863376
	6877013
	6883057
	6883077
	6883078
	6883081
	6883082
	6883084
	6883086
	6892602
	6892624
	6892627
	6894748
	6896539

	19-JAN-2009
	6640643
	6796665
	6818093
	6844498
	6881713
	6885944
	6885975
	6885976
	6885982
	6885983
	6885985
	6885987
	6885988
	6885990
	6885994
	6885995
	6885996
	6885997
	6885998
	6885999
	6886001
	6886002
	6886004
	6886005
	6886009
	6886010
	6886011
	6886013
	6886014
	6886015
	6886016
	6886018
	6886019
	6886020
	6886021
	6886022
	6886025
	6886026
	6886027
	6886028
	6886032
	6886033
	6886034
	6886036
	6886037
	6886038
	6886039

	20-JAN-2009
	6555255
	6670469
	6815530
	6817983
	6841940
	6878269
	6886426
	6886427
	6886428
	6886430
	6886432
	6886433
	6886435
	6886437
	6886438
	6886439
	6886440
	6886442
	6886443
	6886444
	6886445
	6886446
	6886447
	6886449
	6886450
	6886452

	21-JAN-2009
	6549518
	6586740
	6784613
	6819344
	6820558
	6864590
	6887460
	6887461
	6887463
	6887464
	6887465
	6887466
	6887468
	6887480
	6887481
	6887482
	6887483
	6887486
	6887503
	6887561
	6888301
	6893052
	6894674
	6895117
	6897810
	6897888
	6897916

	22-JAN-2009
	6713788
	6792205
	6802441
	6819332
	6836110
	6853907
	6863372
	6872606
	6888800
	6888801
	6888803
	6888804
	6888805
	6888808
	6888809
	6888810
	6888811
	6888814
	6888816
	6888817
	6888825
	6888827
	6888828
	6888829
	6888830
	6888832
	6888833
	6888834
	6888835
	6888836
	6888838
	6888938
	6888939
	6896218
	6896245
	6896541
	6896791
	6897792
	6900810

	23-JAN-2009
	6793143
	6795373
	6795484
	6801048
	6833712
	6888937
	6890049
	6890052
	6890109
	6890110
	6890111
	6890115
	6890116
	6890117
	6890121
	6898005
	6898119
	6898125
	6900000
	6900004

	26-JAN-2009
	6555252
	6793144
	6807044
	6807184
	6812117
	6838904
	6838911
	6838924
	6866942
	6866950
	6891519
	6891520
	6891521
	6891523
	6891524
	6891525
	6891528
	6891530
	6891531
	6891532
	6891533
	6891535
	6891536
	6891537
	6891538
	6891539
	6891541
	6891542
	6891543
	6891546
	6891547
	6900148
	6903792

	27-JAN-2009
	6692689
	6758885
	6825634
	6825639
	6825644
	6853955
	6872450
	6892745
	6900359
	6902841
	6906084

	28-JAN-2009
	6603848
	6791303
	6886454
	6894144
	6894147
	6894149
	6894150
	6901735
	6902019
	6902859
	6905527

	29-JAN-2009
	6758826
	6879309
	6895289
	6895292
	6895293
	6895294
	6895295
	6895296
	6895297
	6895298
	6895299
	6895300
	6895301
	6895306
	6895310
	6895311
	6895314
	6895323
	6895324
	6904010
	6905744

	30-JAN-2009
	6750239
	6765662
	6799602
	6817991
	6830907
	6836095
	6863391
	6866929
	6872449
	6872615
	6876041
	6876042
	6896609
	6896612
	6896613
	6896614
	6896618
	6896619
	6896620
	6896621
	6896625
	6896626
	6896627
	6896628
	6896630
	6896632
	6896637
	6896641
	6896643
	6896663
	6896756
	6897068
	6904018
	6904070
	6907553
	6941073

	02-FEB-2009
	6600016
	6640240
	6661228
	6705825
	6830916
	6871652
	6898214
	6898215
	6898220
	6898221
	6898223
	6898224
	6898229
	6898230
	6898231
	6898234
	6898236
	6898237
	6898238
	6898239
	6898264
	6905010
	6905820
	6905901
	6906568
	7603321

	03-FEB-2009
	6589503
	6592309
	6621335
	6633017
	6765245
	6784606
	6809447
	6832002
	6870360
	6899266
	6899269
	6899278
	6907631

	04-FEB-2009
	6780197
	6800994
	6802422
	6803952
	6805829
	6807041
	6807046
	6808218
	6808222
	6810356
	6813460
	6813461
	6830924
	6838907
	6840743
	6841941
	6841943
	6842000
	6861044
	6880367
	6900199
	6900200
	6900201
	6900202
	6900203
	6900204
	6900205
	6900208
	6900209
	6907929
	6909408

	05-FEB-2009
	6657765
	6692703
	6802440
	6814420
	6815531
	6826376
	6833587
	6836017
	6836019
	6838922
	6853954
	6901650
	6901652
	6901653
	6901654
	6901656
	6901658
	6901659
	6901660
	6901663
	6901664
	6901675
	6901676
	6901679
	6901680
	6901682
	6901683
	6901685
	6901686
	6901687
	6911940
	6913159
	6913230

	06-FEB-2009
	6820575
	6902993
	6903011
	6903012
	6903013
	6903014
	6903015
	6903018
	6903020
	6903022
	6903023
	6903024
	6903025
	6903029
	6903031
	6903032
	6903033
	6903034

	09-FEB-2009
	6574265
	6795487
	6818105
	6829031
	6879315
	6888812
	6904426
	6904427
	6904430
	6904431
	6904432
	6904433
	6904434
	6904435
	6904436
	6904437
	6904438
	6904439
	6904440
	6904441
	6904442
	6904443
	6904444
	6904446
	6904447
	6904448
	6904449
	6904451
	6904452
	6904453
	6904454
	6904455
	6904456
	6904458
	6904459
	6904461
	6904462
	6904464
	6904465
	6904466
	6904469
	6904471
	6904472
	6904473
	6904474
	6904475
	6904476
	6904477
	6904478
	6904483
	6904484
	6904485
	6904486
	6904488
	6904490
	6904492
	6904494
	6904496
	6904498
	6904499
	6904500
	6904501
	6904502
	6904504
	6904505
	6904506
	6904508
	6904512
	6904513
	6913542
	6914212
	6914250
	6914270
	6914797

	10-FEB-2009
	6726853
	6792210
	6807036
	6807037
	6812121
	6814434
	6825636
	6830937
	6841945
	6905680
	6905683
	6905685
	6905686
	6905687
	6905688
	6915899
	6916720

	11-FEB-2009
	6585546
	6906841
	6906842
	6906843
	6906848
	6916870
	6917138
	6917359
	6918792
	6918803

	12-FEB-2009
	6804689
	6812120
	6817981
	6819285
	6819339
	6820557
	6841947
	6844506
	6850028
	6907789
	6907790
	6907791
	6907792
	6907793
	6907795
	6907796
	6907798
	6907800
	6907801
	6907811
	6907815
	6907816
	6907817
	6907818
	6907819
	6907821
	6907822
	6907824
	6907826
	6907834

	13-FEB-2009
	6733644
	6812122
	6836080
	6844546
	6853956
	6863342
	6864588
	6876037
	6909108
	6909110
	6909111
	6909113
	6909114
	6909115
	6909116
	6909117
	6909119
	6909121
	6909123
	6909125
	6909126
	6909128
	6909130
	6909133
	6909136
	6909137
	6909138
	6909140
	6909141
	6909142
	6909143
	6909144
	6909150
	6909151
	6909152
	6909153
	6909154
	6909155
	6909156
	6909173
	6918765
	6918767

	16-FEB-2009
	6572471
	6673223
	6789260
	6805860
	6813463
	6866943
	6872586
	6878270
	6885947
	6885992
	6891478
	6901677
	6904277
	6909175
	6910312
	6910313
	6910315
	6910316
	6910317
	6910319
	6910320
	6910322
	6910323
	6910324
	6910325
	6910326
	6910328
	6910331
	6910332
	6910333
	6910334
	6910335
	6910336
	6910337
	6910338
	6910340
	6910341
	6910343
	6910344
	6910345
	6910346
	6910347
	6910348
	6910349
	6910350
	6910352
	6910354
	6910355
	6910356
	6910357
	6910358
	6910359
	6910360
	6910361
	6910363
	6910366
	6910367
	6910368
	6910371

	17-FEB-2009
	6619269
	6792202
	6803002
	6812119
	6813472
	6813474
	6817982
	6861041
	6864596
	6879351
	6883065
	6883067
	6892936
	6910865
	6910867
	6910875
	6910877
	6910878
	6910879
	6910882
	6910883
	6910884

	18-FEB-2009
	6719709
	6813547
	6819278
	6911976
	6911978
	6911981
	6911982
	6914233
	6920471
	6924005
	6924139
	6924818
	6925842

	19-FEB-2009
	6540748
	6796605
	6807104
	6850047
	6863401
	6909174
	6913258
	6913259
	6913264
	6913265
	6913266
	6913267
	6913268
	6913269
	6913270
	6913271
	6913274
	6913277
	6913278
	6932442

	20-FEB-2009
	6630076
	6636960
	6891475
	6914377
	6914379
	6914380
	6914382
	6914383
	6914384
	6914386
	6914388
	6914389
	6914390
	6914391
	6914392
	6914393
	6914394
	6914395
	6914396
	6914398
	6914400
	6914401
	6914402

	23-FEB-2009
	6930412

	24-FEB-2009
	6655005
	6676225
	6801000
	6816554
	6866179
	6868023
	6916584
	6916586
	6916591
	6916592
	6916593
	6916594
	6916595
	6916596
	6916597
	6916601
	6916603
	6916604
	6916605
	6916606
	6916607
	6916608
	6916609
	6916610
	6916611
	6916612
	6916613
	6916615
	6916616
	6916618
	6916619
	6916620
	6916621
	6916622
	6916623
	6916624
	6916625
	6916626
	6916627
	6916628
	6916629
	6916630
	6916631
	6916632
	6916634
	6916635
	6916636
	6916637
	6916638
	6916640
	6916641
	6916642
	6916643
	6916644
	6916646
	6916647
	6916652
	6916654
	6916655
	6916657
	6916659
	6916660
	6916662
	6916666
	6916668
	6916675
	6916769
	6930586
	6933978

	25-FEB-2009
	6473989
	6825635
	6825641
	6826377
	6844545
	6864582
	6905416
	6919013
	6919015
	6919016
	6929478
	6930048
	6931212

	26-FEB-2009
	6632063
	6708964
	6752720
	6780196
	6832014
	6833710
	6844550
	6864589
	6864597
	6891474
	6891544
	6907871
	6909157
	6920685
	6920695
	6920718
	6920720
	6920721
	6920725
	6920726
	6920727
	6920728
	6920733
	6920735
	6920736
	6920738
	6920739
	6920740
	6920744
	6920745
	6920747
	6920748
	6920749
	6920750
	6920751
	6920752
	6920753
	6931938
	6932226
	6933496

	27-FEB-2009
	6693938
	6813465
	6838925
	6910238
	6910861
	6922666
	6922902
	6923165
	6923219
	6923220
	6923221
	6923223
	6923224
	6923225
	6923227
	6923228
	6923237
	6923238
	6923239
	6923240
	6923242
	6923243
	6923244
	6923247
	6923248
	6923249
	6933502
	6934839
	6937619

	02-MAR-2009
	6797789
	6900206
	6900207
	6924672
	6924673
	6924675
	6924678
	6924681
	6924691
	6924692
	6924695
	6924705
	6924706
	6924708
	6924710
	6924711
	6924712
	6924714
	6924715
	6924717
	6924718
	6924719
	6924720
	6924721
	6924722
	6924723
	6924724
	6924725
	6924726
	6924727
	6924730
	6924731
	6924732
	6924734
	6924735
	6924736
	6924738
	6924742
	6924744
	6924747
	6924748
	6933488

	03-MAR-2009
	6564448
	6830938
	6923167
	6925432
	6925435
	6925451
	6925452
	6925453
	6925454
	6925457
	6925470
	6934791
	6935056
	6946780

	04-MAR-2009
	6779680
	6838906
	6838978
	6844511
	6844558
	6859041
	6867997
	6876036
	6876076
	6888950
	6895316
	6905754
	6909168
	6919088
	6926866
	6926942
	6926944
	6926945
	6938134
	6938156

	05-MAR-2009
	6580295
	6874695
	6891470
	6891484
	6895290
	6901567
	6928207
	6928268
	6928269
	6928270
	6928271
	6928272
	6928275
	6928276
	6928277
	6928280
	6928281
	6928282
	6928284
	6928285
	6928288
	6928289
	6928290
	6928291
	6928292
	6928294
	6928633
	6928734
	6942140
	6942639
	6942670

	06-MAR-2009
	6553672
	6608874
	6629011
	6676258
	6724489
	6812118
	6814419
	6859038
	6859047
	6873714
	6878249
	6883063
	6890053
	6899277
	6905780
	6929331
	6929332
	6929340
	6929349
	6929352
	6929354
	6929356
	6929357
	6929358
	6929359
	6929360
	6929362
	6929363
	6929365
	6929369
	6943894
	6944711
	7250926

	09-MAR-2009
	6835671
	6840826
	6855426
	6859036
	6859037
	6861122
	6863236
	6863951
	6864560
	6867995
	6873725
	6898222
	6903016
	6905757
	6907799
	6909131
	6930775
	6930776
	6930777
	6930778
	6930781
	6930782
	6930783
	6930784
	6930785
	6930786
	6930787
	6930788
	6930789
	6930790
	6930791
	6930792
	6930793
	6930796
	6930798
	6930800
	6930802
	6930812
	6930814
	6930816
	6930817
	6930828
	6930830
	6930831
	6930833
	6930834
	6930835
	6930836
	6930837
	6930838
	6930839
	6930841
	6930842
	6930850
	6930851
	6930852
	6930854
	6930856
	6930857
	6930858
	6930871
	6930873
	6930874
	6930875
	6930878
	6930879
	6930880
	6930968
	6944865
	6949916

	10-MAR-2009
	6636947
	6653020
	6796642
	6844518
	6844556
	6855423
	6861136
	6865279
	6885949
	6888947
	6888948
	6888953
	6891472
	6891482
	6901569
	6906852
	6907865
	6909149
	6931957
	6931971
	6944223
	6946505

	12-MAR-2009
	6841944
	6850006
	6876040
	6876974
	6878126
	6929342
	6934941
	6934943
	6934944
	6934945
	6934946
	6934947
	6934949
	6934958
	6934960
	6934963
	6934964
	6934967
	6934986
	6946381

	13-MAR-2009
	6844507
	6869192
	6878124
	6885950
	6888936
	6905758
	6905761
	6937102
	6937104
	6937107
	6937108
	6937110
	6937113
	6937138
	6946428
	6946961
	6948072

	16-MAR-2009
	6637633
	6705826
	6730378
	6736972
	6783369
	6816574
	6816582
	6844467
	6883064
	6898270
	6907872
	6910370
	6913272
	6916600
	6919090
	6920686
	6941321
	6948012
	6949533
	6951042

	17-MAR-2009
	6905773
	6916673
	6924647
	6942557
	6942558
	6942560
	6942561
	6942562
	6942638
	6954046
	6954112
	6954123

	18-MAR-2009
	6909118
	6916677
	6920689
	6943859
	6943860
	6943866
	6951740

	19-MAR-2009
	6705827
	6887557
	6945204
	6953630
	6953703
	6953817
	6959572

	20-MAR-2009
	6783364
	6804692
	6807048
	6825643
	6859034
	6859044
	6866955
	6870374
	6872448
	6881689
	6885945
	6888949
	6891473
	6896665
	6904278
	6904445
	6928208
	6946683
	6946691
	6947167
	6947173
	6947179
	6955025
	6955029

	23-MAR-2009
	6553655
	6652095
	6674106
	6863394
	6869205
	6876038
	6883068
	6886415
	6886429
	6886431
	6906846
	6948313
	6948321
	6948324
	6948325
	6948326
	6948331
	6948336
	6948338
	6953982
	6954710
	6956854
	6957371

	24-MAR-2009
	6783260
	6896661
	6905779
	6910864
	6948222
	6949391
	6949393
	6949394
	6949398
	6949421
	6949422
	6949423
	6949424
	6949425
	6949426
	6949427
	6949428
	6949429
	6949430
	6949431
	6949432
	6949433
	6949435
	6949436
	6949437
	6949438
	6949439
	6949440
	6949441
	6949443
	6949444
	6949445
	6949446
	6949447
	6949448
	6949449
	6949450
	6950101
	7250927

	25-MAR-2009
	6668473
	6740790
	6817989
	6877000
	6877002
	6950894
	6950895
	6950896
	6950897
	6950901
	6950902
	6950903
	6950904
	6950905
	6950907
	6950908
	6950909
	6950910
	6950911
	6950913
	6950914
	6950916
	6950917
	6950918
	6950919
	6950920
	6950921
	6950924
	6950927
	6950928
	6950929
	6950930
	6950932
	6950933
	6950934
	6950936
	6950937
	6950939
	6950940
	6950943
	6950945
	6950946
	6950948
	6950952
	6950953
	6950954
	6950956
	6950957
	6950958
	6950959
	6950961
	6950962
	6950963
	6950966
	6950969
	6950970
	6950971
	6950973
	6950974
	6950975
	6950976
	6950977
	6950980

	26-MAR-2009
	6886008
	6891549
	6896664
	6924749
	6941312
	6952491
	6952493
	6952495
	6952496
	6952498
	6952499
	6952500
	6952501
	6952502
	6952508
	6952509
	6952510
	6952511
	6952512
	6952514
	6952521
	6952523
	6952527
	6952528
	6952529
	6952530
	6952531
	6952532
	6952533
	6952534
	6952536
	6952537
	6952539
	6952541
	6952542
	6952543
	6952545
	6952546
	6952548
	6952549
	6952550
	6952553
	6952555
	6952558
	6952559
	6952560

	27-MAR-2009
	6553633
	6655774
	6719718
	6742985
	6825630
	6844503
	6844509
	6861102
	6863366
	6863383
	6863406
	6886448
	6907867
	6909129
	6920722
	6923230
	6946728
	6954343
	6954344
	6954345
	6954346
	6954354
	6954355
	6954357
	6954358
	6954360
	6954361
	6954365
	6954367
	6954368
	6954369
	6954389
	6954394
	6954397
	6954400
	6954401
	6954402
	6954403
	6960875
	6961910

	30-MAR-2009
	6768716
	6773970
	6868026
	6901571
	6909107
	6909171
	6912031
	6916669
	6920691
	6955339
	6955343
	6955346
	6955349
	6955360

	31-MAR-2009
	6790172
	6868021
	6886451
	6886453
	6887467
	6887484
	6956412
	6956413
	6956414
	6956415
	6956416
	6956420
	6956421
	6956422
	6956423
	6956424
	6956425
	6956426
	7250928
	7250930

	01-APR-2009
	6695419
	6704604
	6720656
	6789128
	6830903
	6888951
	6891471
	6891481
	6892970
	6899267
	6900248
	6909167
	6928209
	6949396
	6963539
	6964975
	7250931

	02-APR-2009
	6799604
	6870379
	6874699
	6890054
	6900253
	6900255
	6901674
	6914399
	6930805
	6958691
	6966114
	6966123

	03-APR-2009
	6916667
	6924685
	6954074
	6959771
	6959811
	6959817
	6959825
	6959827
	6959829

	06-APR-2009
	6561381
	6636939
	6687523
	6792208
	6850019
	6878125
	6878303
	6891469
	6894143
	6894145
	6894148
	6895309
	6898227
	6898254
	6899276
	6900247
	6901672
	6904428
	6904429
	6904468
	6930970
	6941314
	6958689
	6961096
	6961122
	6961219
	6969235
	6971084
	6976267
	7250932

	07-APR-2009
	6744365
	6886441
	6923170
	6930829
	6935830
	6942641
	6962111
	6962115
	6962128
	6962163
	6962164
	6962165
	6962166
	6962167
	6962168
	6962169
	6962176
	6962177
	6962178
	6962181
	6962182
	6962183
	6962193
	6962195
	6962196

	08-APR-2009
	6663139
	6676248
	6694270
	6776843
	6785750
	6816512
	6838903
	6887485
	6905750
	6905760
	6924646
	6930969
	6932031
	6941318
	6941319
	6947180
	6948274
	6963471
	6963530
	6963610
	6963611
	6963612
	6963613
	6963614
	6963615
	6963616
	6963617
	6963623
	6963624
	6963626
	6963627
	6963628
	6963629
	6963631
	6963637
	6963638
	6963639
	6963640
	6963641
	6963642
	6963643
	6963644
	6963645
	6963650
	6963651
	6963652
	6963653
	6963654
	6963655
	6963656
	6963657
	6963658
	6963660
	6963690
	6963691
	6963692
	6963695
	6963696
	6963697
	6963700
	6963701
	6963702
	6963704
	6963706
	6970842
	6971419
	6971422
	6978189

	09-APR-2009
	6772395
	6809418
	6863235
	6891522
	6942633
	6964583
	6964585
	6964586
	6964588
	6964825
	6964826
	6964827
	6964829
	6964830
	6964831
	6964832
	6964833
	6964837
	6964838
	6964839
	6964840
	6964841
	6964842
	6964843
	6964844
	6964845
	6964846
	6964852
	6964853
	6964854
	6964856
	6964857
	6964858
	6964859
	6964863
	6964868
	6964870
	6971636
	7250933

	10-APR-2009
	6972973
	7250934

	13-APR-2009
	6890114
	6904463
	6967010
	6967012
	6967014
	6967015
	6967018
	6967019
	6967020
	6967021
	6967025
	6967031
	6972734

	14-APR-2009
	6805826
	6838927
	6844555
	6885943
	6899280
	6905753
	6905759
	6907869
	6909145
	6909170
	6909176
	6910236
	6920694
	6920719
	6943631
	6947182
	6962126
	6968089
	6968253
	6968255
	6975069

	15-APR-2009
	6885952
	6931970
	6958692
	6969245
	6969250
	6969252
	6985276

	16-APR-2009
	6711512
	6772388
	6916656
	6920734
	6963532
	6970248

	17-APR-2009
	6637652
	6868024
	6911977
	6911980
	6913275
	6920724
	6925430
	6942559
	6971296
	6976860
	6976936

	20-APR-2009
	6668448
	6705817
	6873711
	6878283
	6879349
	6896631
	6901671
	6916650
	6925427
	6972392
	6972394
	6972395
	6972396
	6972397
	6972398
	6972399
	6972404
	6978128

	21-APR-2009
	6694278
	6711475
	6807047
	6948273
	6949452
	6950772
	6952770
	6973563
	6973582
	6979642
	6979666
	6980033
	6981419
	6981432

	22-APR-2009
	6724480
	6816513
	6924737
	6930797
	6937128
	6945385
	6954076
	6955303
	6955304
	6955311
	6974796
	6974797
	6974809
	6974810
	6974811
	6974812
	6974813
	6974815
	6974816
	6974817
	6974818
	6974819
	6983760

	23-APR-2009
	6641597
	6690245
	6790162
	6804679
	6826511
	6829186
	6888955
	6890055
	6900250
	6903010
	6905682
	6907868
	6910327
	6910866
	6910885
	6916661
	6919092
	6920678
	6920683
	6920693
	6924713
	6926858
	6932057
	6948272
	6955320
	6976019
	6976020
	6976022
	6976023
	6976024
	6976025
	6976034
	6976035
	6976036
	6976038
	6976040
	6976044
	6976046
	6976049
	6976050
	6976053
	6976055
	6976057
	6976059
	6976060
	6976061
	6976062
	6976063
	6976065
	6976066
	6976067
	6976068
	6976086
	6981889
	6983722

	24-APR-2009
	6920697
	6941285
	6977023
	6977074
	6977077
	6977078
	6977081
	6977082
	6977083
	6977086
	6977087
	6977088
	6977089
	6977090
	6977091
	6985438
	6985439
	6985934

	27-APR-2009
	6276284
	6673299
	6713791
	6898235
	6925456
	6925459
	6926864
	6930780
	6930855
	6931939
	6946679
	6952522
	6954075
	6958685
	6958687
	6962119
	6966864
	6978369
	6978370
	6978373
	6978412
	6978414
	6978415
	6978416
	6978418
	6978422
	6978423
	6978424
	6978425
	6978426
	6978427
	6978428
	6978429
	6978430
	6978433
	6978435
	6978437
	6978440
	7250941

	28-APR-2009
	6825646
	6829194
	6920684
	6924642
	6924643
	6925431
	6979378
	6979379
	6979381
	6979396
	6987214
	6987891
	6988067
	6988743

	29-APR-2009
	6650391
	6657748
	6688931
	6751375
	6937142
	6942642
	6963534
	6980505
	6980510
	6980516
	6980566
	6980567
	6980575
	6980581
	6988850
	6989235

	30-APR-2009
	6621399
	6712629
	6896611
	6914699
	6924683
	6974396
	6981639
	6981645
	6981646
	6981647
	6981648
	6981649
	6981651
	6981652
	6981653
	6981654
	6981655
	6981656
	7971516

	01-MAY-2009
	6668469
	6983803
	6983823
	6983826
	6983829
	6983832
	6983833
	6983834
	6983835
	6983837
	6983840
	6983841
	6983842
	6983844
	6983845
	6983847
	6983848
	6983849
	6983851
	6983852
	6983853
	6990284
	7250942

	04-MAY-2009
	6562887
	6676127
	6740670
	6905751
	6925433
	6925434
	6935831
	6943633
	6943634
	6961094
	6961095
	6962112
	6963528
	6980498
	6983804
	6985235
	6985237
	6985238
	6985244
	6992347
	6992376
	6992702
	6992824

	05-MAY-2009
	6528360
	6538494
	6553651
	6553657
	6579833
	6592369
	6607181
	6607189
	6760131
	6826374
	6900244
	6900254
	6901651
	6905776
	6905781
	6907812
	6916599
	6916645
	6926860
	6926861
	6926862
	6926865
	6926867
	6930806
	6930810
	6949397
	6952769
	6959820
	6969247
	6969248
	6979397
	6983831
	6986581
	6986584
	6986586
	6986587
	6986590
	6986618
	6986620
	6986621
	6986625
	6986627
	6986628
	6986631
	6986639
	6986641
	6986642
	6986644
	6986646
	6986651
	6986656
	6986657
	6986658
	6986659
	6986661
	6986663
	6987279
	6993395
	6993661

	06-MAY-2009
	6661234
	6674764
	6909172
	6987714
	6987763
	6987766
	6987767
	6993054
	6993602

	07-MAY-2009
	6930966
	6956389
	6987752
	6988706
	6988722
	6994027
	6995355
	6995357

	08-MAY-2009
	6871654
	6937129
	6989795
	6996140

	11-MAY-2009
	6905684
	6911979
	6912032
	6962121
	6967016
	6991086
	6991089
	6991095
	6991097
	6991098
	6991101
	6991103
	6996087
	6996384
	6996390
	7303426

	12-MAY-2009
	6919091
	6929353
	6929355
	6929366
	6941299
	6992061
	6992066
	6992067
	6992068
	6992071
	6992094
	6992095
	6992096
	6992097
	6992098
	6992099
	6992100
	6992101
	6992102
	6992103
	6992104
	6992106
	6992108
	6992109
	6992110
	6992111
	6992112
	6992114
	6997504
	6997830
	6997877
	6997924
	6998202
	6998207
	6998213
	6998214

	13-MAY-2009
	6807043
	6901572
	6909169
	6930808
	6945379
	6950778
	6961092
	6969255
	6969257
	6973561
	6979394
	6985236
	6991100
	6993095
	6993096
	6993097
	6993098
	6993108
	6993224
	6993225
	6993226
	6993232
	7000794

	14-MAY-2009
	6949399
	6994172
	6994173
	6994174
	6994176
	6994177
	6994178
	7010533

	15-MAY-2009
	6825699
	6876047
	6879354
	6891483
	6905762
	6961121
	6995296
	6995297
	6995298
	6995299
	6995341
	6995349
	6995350
	7001505
	7002979

	18-MAY-2009
	6867998
	6876082
	6910880
	6916682
	6920732
	6937137
	6937139
	6950965
	6959759
	6963541
	6995343
	6996574
	6996575
	6996576
	6996580
	6996636
	6996637
	6996639
	6996640
	6996641
	6996642
	6996644
	6996645
	6996646
	6996647
	6996648
	6996649
	6996650
	6996653
	7002798
	7003452

	19-MAY-2009
	6895321
	6926857
	6930803
	6941328
	6941329
	6945380
	6945383
	6948267
	6959814
	6962124
	6997386
	6997390
	7005357

	20-MAY-2009
	6956384
	7006147
	7006180
	7303441

	21-MAY-2009
	6956385
	6963693
	6992057
	7007045
	7007224
	7023649

	22-MAY-2009
	6708963
	6725546
	6913261
	6930799
	6941290
	6941292
	6943865
	6948315
	7000449
	7000459
	7000460
	7000462
	7007355

	26-MAY-2009
	6784562
	6784563
	6866930
	6890050
	6912033
	6943632
	6947174
	6947184
	6947186
	6948270
	6948271
	6949442
	6950915
	6950925
	6950942
	6950944
	6950964
	6952766
	6962122
	6968254
	6968258
	6976073
	6998353
	7001790
	7001791
	7001792
	7001808
	7001809
	7001810
	7001811
	7001814
	7001817
	7001823
	7001824
	7001825
	7001980
	7001981
	7001983
	7001985
	7001989
	7001999
	7002003
	7009206

	27-MAY-2009
	6792201
	6892934
	6945378
	6952765
	6955305
	6955306
	6955312
	6956387
	6957683
	6986588
	7001995
	7002874
	7002875
	7002876
	7002879
	7002885
	7002889
	7002890
	7002892
	7002893
	7009399

	28-MAY-2009
	6844513
	6886434
	6952492
	6952503
	6952504
	6954359
	6954364
	6954391
	6977092
	7001984
	7005212
	7010759
	7014881

	29-MAY-2009
	6894142
	6896607
	7006385
	7006412
	7006413
	7010896

	01-JUN-2009
	6719641
	6729361
	6729367
	6802296
	6963535
	6963699
	6987761
	7007647
	7007650
	7007654
	7007695
	7007710
	7007711
	7007712
	7007715
	7007716
	7007718
	7007720
	7007722
	7007723
	7007726
	7012158
	7012171
	7013988
	7014907

	02-JUN-2009
	6956388
	6992060
	7008592
	7008594
	7008595
	7008596
	7008599

	03-JUN-2009
	6873715
	6958690
	7009502
	7009504
	7009505
	7009506
	7009508
	7009509
	7009522
	7009523
	7009524
	7009525
	7009526
	7009527
	7009528
	7009529
	7009530
	7971526

	04-JUN-2009
	6649373
	6651703
	6699487
	6779381
	6815860
	6930779
	6937111
	6962127
	6976084
	6976089
	6986643
	6992065
	7008598
	7010782
	7010783
	7010809
	7010811
	7010816
	7010941
	7010942
	7010943
	7010944
	7010945
	7010946
	7010947
	7010950
	7010952
	7010953
	7010954
	7010955
	7010956
	7010957
	7010958
	7010959
	7010960
	7010961
	7010962
	7010963
	7010964
	7010965
	7010966
	7010967
	7010968
	7010969
	7010970
	7010971
	7010972
	7010973
	7010974
	7010975
	7010976
	7010977
	7010979
	7010980
	7010981
	7010982
	7010983
	7010984
	7010985
	7010986
	7010989
	7010991
	7010993
	7010996
	7011001
	7016495
	7016944
	7023021
	7300700
	7303429

	05-JUN-2009
	6630059
	6649341
	6705986
	6992059
	7011978
	7011981
	7011982
	7012007
	7017312
	7017837

	08-JUN-2009
	6714779
	6962184
	6963646
	6986582
	6986626
	7013564
	7013566
	7013570
	7013571
	7013572
	7013574
	7013579
	7013585
	7022635
	7022757
	7303437
	7303446

	09-JUN-2009
	7014619

	10-JUN-2009
	6901565
	6930811
	6931959
	6935829
	6942636
	6943630
	6957682
	6959826
	6976088
	6986583
	6991102
	6997391
	6997413
	7001992
	7001994
	7002882
	7015908
	7015910
	7015914
	7015915
	7015916
	7015917
	7015920
	7015921
	7015923
	7015926
	7015927
	7015929
	7015930
	7015933
	7015935
	7015936
	7023742
	7030342
	7303428
	7303431

	11-JUN-2009
	6668410
	6738041
	6804678
	6855276
	6874696
	6920731
	6930809
	6943867
	6952513
	6954366
	6962194
	6976074
	6979395
	6983828
	6996638
	7000424
	7017105
	7017106
	7017107
	7017108
	7017109
	7017113
	7017114
	7017116
	7017244
	7017245
	7017246
	7017248
	7017249
	7017250
	7017251
	7017258
	7017259
	7017260
	7031034

	12-JUN-2009
	6760098
	6890051
	6910369
	7000420
	7006383
	7021723
	7021741
	7021742
	7021744
	7021747
	7021748
	7021822
	7021823
	7021824
	7021825
	7021826
	7021828
	7021931
	7021933
	7021937
	7021939
	7021940
	7021941
	7021942
	7021949
	7303427

	15-JUN-2009
	6693941
	6703747
	6761213
	6885989
	6961213
	6961215
	6967033
	6986629
	6991092
	6995340
	7011307
	7022947
	7023049
	7023050
	7023051
	7023052
	7023053
	7023054
	7023055
	7023056
	7023057
	7023058
	7023059
	7023060
	7023061
	7023062
	7023063
	7023064
	7023065
	7023066
	7023067
	7023068
	7023069
	7023070
	7023071
	7023073
	7023074
	7023075
	7023076
	7023077
	7023078
	7023079
	7023080
	7023081
	7023082
	7023083
	7023086
	7023089
	7023090
	7023091
	7023093
	7023095
	7023096
	7023097
	7023098
	7023099
	7023100
	7023101
	7023105
	7023106
	7023107
	7023110
	7023111

	16-JUN-2009
	6687518
	6744683
	6800996
	6825647
	6881674
	6892937
	6934987
	6942640
	6954077
	6969253
	6980515
	6993220
	6996581
	7002878
	7024433
	7024434
	7024435
	7024487
	7024488
	7024489
	7024490
	7024491
	7024492
	7024493
	7024494
	7024495
	7024497
	7024498
	7024499
	7024500
	7024501
	7024502
	7024503
	7024506
	7024507
	7024508
	7024509
	7024510
	7024511
	7024514
	7024515
	7024521
	7024522
	7024523
	7024524
	7024525
	7024526
	7024527
	7024536
	7024537
	7024538
	7024539
	7024540
	7024541
	7024543
	7024544
	7024545
	7024550
	7024551
	7024553
	7024554
	7024555
	7024556
	7024557
	7024558
	7024559
	7024564
	7024565
	7024566
	7024567
	7024568
	7024569
	7024570
	7024572
	7024573
	7024574
	7024577
	7024578
	7024580
	7024582
	7024583
	7024585
	7024587
	7024588
	7030195
	7030288
	7303434

	17-JUN-2009
	6700911
	6707311
	6969256
	7025464
	7025636
	7025637
	7025638
	7025641
	7025642
	7025643
	7025644
	7025645
	7025647
	7025648
	7025649
	7025650
	7025651
	7025652
	7025653
	7025654
	7025659
	7025660
	7025661
	7025662
	7025664
	7025665
	7025667
	7025668
	7025670
	7025671
	7025672
	7025673
	7025674
	7025676
	7025677
	7025678
	7025679
	7025680
	7025681
	7025682
	7025683
	7025684
	7025685
	7032583
	7032781
	7036460

	18-JUN-2009
	6705763
	6717600
	6765672
	6945384
	6955318
	6961202
	6973560
	6973562
	7026554
	7026557
	7026559
	7026562
	7026563
	7026565
	7026570
	7026573
	7026574
	7026575
	7026581
	7026582
	7026583
	7026584
	7026585
	7026587
	7026589
	7033778
	7042521

	19-JUN-2009
	6956383
	7005195
	7027537
	7027540
	7027541
	7027542
	7027545
	7027546
	7027547
	7027552
	7027555
	7027558
	7027559
	7027564

	22-JUN-2009
	6744330
	6910876
	6947190
	6961116
	6961194
	6979398
	6980511
	7029305
	7029307
	7029343
	7029351
	7029412
	7029414
	7029415
	7029418
	7029421
	7029422
	7029423
	7029424
	7029425
	7029426
	7029427
	7029428
	7029429
	7029431
	7029433
	7029436
	7029439

	23-JUN-2009
	6916665
	7030202
	7030215
	7030216
	7030217
	7030218
	7030219
	7030222
	7030226
	7030227
	7030228
	7030229
	7030230
	7030231
	7030233
	7030234
	7030235
	7031153
	7038643
	7039470

	24-JUN-2009
	6081423
	6713789
	6891540
	6900252
	6907873
	6923164
	6929343
	6945381
	6948264
	6950775
	6952763
	6952771
	6954073
	6958686
	6976072
	6978368
	6980507
	6980514
	6985234
	6997385
	7002005
	7011976
	7011977
	7029293
	7032022
	7032024
	7032027
	7032036
	7032037
	7032038
	7032039
	7032040
	7032041
	7032042
	7032043
	7032044
	7032046
	7032047
	7032048
	7032049
	7032050
	7032051
	7032052
	7032053
	7032054
	7032055
	7032057
	7032058
	7040272
	7041652
	7042258

	25-JUN-2009
	6946727
	6948266
	6978367
	6993228
	7006379
	7011980
	7015925
	7015928
	7017112
	7021816
	7033007
	7033009
	7033011
	7033020
	7033021
	7033023
	7033043
	7033045
	7033047
	7033048
	7033050
	7033052
	7033054
	7033055
	7033056
	7033057
	7033058
	7033059
	7033060
	7033063

	26-JUN-2009
	6976085
	6996582
	7034248
	7034250
	7034257
	7034309
	7034311
	7034313
	7034317
	7034319
	7034320
	7034325
	7034326
	7034327
	7034328
	7034329
	7034331
	7034332
	7034333
	7034334
	7034335
	7034336
	7034338
	7042088

	29-JUN-2009
	6941295
	6949434
	6992069
	7035507
	7035510
	7035516
	7035517
	7044628
	7044755
	7045008
	7047731
	7303433

	30-JUN-2009
	6692821
	6792246
	6956431
	6963533
	6993231
	7010785
	7017097
	7036834
	7036850
	7046884
	7047107
	7047366
	7047892
	7047901
	7303435

	01-JUL-2009
	6694276
	6720655
	6732571
	6766735
	6979538
	7038517
	7038518
	7044686
	7046218
	7046326
	7047103

	02-JUL-2009
	6790157
	6946726
	6988707
	7039581
	7039617
	7039620
	7047851
	7047917

	06-JUL-2009
	6661140
	6671917
	6742989
	6954406
	6956382
	6981683
	6983824
	6986617
	6987759
	6987760
	6987765
	6996573
	6996652
	7000461
	7005211
	7010990
	7015931
	7024431
	7041273
	7041275
	7041283
	7041285
	7041286
	7041363
	7041367
	7041368
	7041369
	7041370
	7041371
	7041372
	7041373
	7041374
	7041375
	7041376
	7041377
	7041379
	7041380
	7041381
	7041382
	7041383
	7041384
	7041385
	7041386
	7041387
	7041389
	7041390
	7041391
	7041392
	7041395
	7041396
	7041397
	7041398
	7041400
	7041401
	7041402
	7041403
	7041404
	7041405
	7041406
	7041407
	7041421
	7041422
	7041424
	7041425
	7041426
	7041427
	7041428
	7041429
	7041430
	7041431
	7041432
	7041433
	7041434
	7041435
	7041436
	7041437
	7041438
	7041439
	7041440
	7041441
	7041442
	7041443
	7041445
	7041446
	7041448
	7041449
	7041451
	7041457
	7041459
	7041798

	07-JUL-2009
	6688879
	6698257
	6822998
	6947169
	6955309
	6955310
	6959819
	6962113
	6962120
	6962125
	6997380
	7024424
	7033018
	7042435
	7042626
	7042627
	7042628
	7042630
	7042676
	7042677
	7042678
	7042686
	7042687
	7042692
	7049236
	7050443

	08-JUL-2009
	6910863
	6987764
	7036835
	7044001
	7044002
	7044003
	7044004
	7044005
	7044006
	7044007
	7044008
	7044016
	7044017
	7044020
	7044021
	7044023
	7044024
	7044026
	7044027
	7044028
	7044030
	7044032
	7044038
	7044039
	7044041
	7044042
	7044043
	7044045
	7050389

	09-JUL-2009
	6885981
	6950926
	6986634
	6989796
	7007708
	7012008
	7027538
	7045147
	7045150
	7045151
	7045214
	7045217
	7045218
	7045220
	7045225
	7045228
	7045230
	7045231
	7045233
	7045235
	7045237
	7045239
	7045240
	7045241
	7045243
	7045244
	7045245
	7045246
	7045248
	7045249
	7045251
	7051655
	7051771
	7303436

	10-JUL-2009
	6714773
	6948335
	6956419
	6959765
	6959768
	6961221
	6963688
	7001816
	7027548
	7046949
	7046952
	7046954
	7046955
	7046956
	7046957
	7046958
	7046959
	7046960
	7046962
	7046964
	7046966
	7046968
	7046969
	7046971
	7046973
	7046975
	7046978
	7046979
	7046980
	7046982
	7046983
	7046984
	7046985
	7046986
	7046987
	7046988
	7046989
	7046990
	7046994

	13-JUL-2009
	6684987
	6876081
	6992105
	7007693
	7045247
	7048205
	7048207
	7048208
	7048366
	7048367
	7048368
	7048369
	7048370
	7048371
	7048372
	7048373
	7048374
	7048375
	7048376
	7048380
	7048381
	7048382
	7048383
	7048385
	7048386
	7048387
	7048388
	7048389
	7048390
	7048392
	7048393
	7048394
	7048395
	7048396
	7048397
	7048398
	7048399
	7048400
	7048401
	7048402
	7048403
	7048404
	7048405
	7048406
	7048407
	7048408
	7048412
	7048413
	7048415
	7048416
	7048417
	7048418
	7048419
	7048421
	7048422
	7048423
	7048424
	7048425
	7048426
	7048427
	7048428
	7048430
	7048431
	7048432
	7048433
	7048434
	7048436
	7048437
	7048438
	7048439
	7048441
	7048442
	7048443
	7048444
	7048445
	7048446
	7048447
	7048448
	7048450
	7048452
	7048453
	7048454
	7048455
	7048456
	7048457
	7048458
	7048459
	7048460
	7048466
	7048467
	7048468
	7048487
	7048495
	7048496
	7048499
	7048501
	7048506
	7048508
	7048509
	7048511
	7048513
	7048515
	7048516
	7048517
	7048518
	7048519
	7048520
	7048521
	7048522
	7048523
	7048528
	7048529
	7048530
	7048531
	7048532
	7048533
	7055619
	7058282

	14-JUL-2009
	6777984
	6928283
	7049376
	7049377
	7049379
	7049381
	7049382
	7049384
	7049388
	7049389
	7049390
	7049392
	7049393
	7049396
	7049397
	7049398
	7049399
	7049400
	7049401
	7049402
	7049403
	7049404
	7049408
	7049409
	7049410
	7049411
	7049412
	7049413
	7049414
	7054966

	15-JUL-2009
	6967028
	7050671
	7050673
	7050678
	7050683
	7050692
	7050695
	7050696
	7050699
	7050700
	7050704
	7050705
	7050707
	7050708
	7050711
	7050712
	7050714
	7050716
	7050718
	7050719
	7050727
	7050728
	7050731
	7050732
	7050734
	7050736
	7050737
	7050738
	7050743
	7050744
	7050745
	7050746
	7050748
	7050749
	7050750
	7050751
	7050752
	7050754
	7050755
	7050756
	7050761
	7050763
	7050767
	7050774
	7050776
	7050783
	7050788
	7050789
	7050791
	7050794
	7050796
	7050797
	7050798
	7050799
	7050800
	7050802
	7050803
	7050804
	7050811
	7059056

	16-JUL-2009
	6795371
	6795382
	6795383
	6795391
	6909109
	6963531
	6963694
	6968256
	6969249
	6971265
	6972367
	6977025
	6977028
	6977030
	6980508
	6980512
	6981638
	6987753
	6988705
	6988719
	6988723
	6992113
	6996643
	7006378
	7050532
	7052006
	7052007
	7052008
	7052010
	7052073
	7052076
	7052077
	7052078
	7052079
	7052081
	7052085
	7052092
	7052094
	7052096
	7052098
	7052099
	7052100
	7052101
	7052103
	7052105
	7052106
	7052108
	7052109
	7052111
	7052114
	7052115
	7052121
	7052123
	7052124
	7052126
	7052129
	7052131
	7052133
	7052138
	7052141
	7052142
	7052143
	7052144
	7052145
	7052148
	7052149
	7052150
	7052151
	7052153
	7052156
	7052158
	7052159
	7052160
	7052163
	7052166
	7052167
	7052168
	7052169
	7052170
	7052178
	7052179
	7052180
	7052181
	7052184
	7052185
	7052186
	7052187
	7052417
	7055961
	7056270

	17-JUL-2009
	6791305
	6955321
	6956433
	6970257
	6972393
	6972400
	6973584
	6974814
	6976087
	6996578
	7008593
	7021930
	7024425
	7025467
	7029292
	7034258
	7036836
	7041272
	7044019
	7053451
	7053459
	7053461
	7053462
	7053465
	7053467
	7053468
	7053470
	7053471
	7053472
	7053473
	7053476
	7053479
	7053482
	7053483
	7053484
	7053490
	7053491
	7053492
	7053493
	7053495
	7053496
	7053497
	7053498
	7053499
	7053501
	7053502
	7053503
	7053504
	7053505
	7053506
	7053507
	7053508
	7053509
	7053510
	7053512
	7053513
	7053514
	7053515
	7053516
	7053518
	7053519
	7053520
	7053521
	7053522
	7053523
	7053524
	7053559
	7053574
	7053807
	7060475

	20-JUL-2009
	6949451
	6968087
	6968088
	6976058
	6986653
	6988724
	6994175
	6997414
	7009503
	7009507
	7030204
	7054817
	7054827
	7054871
	7054875
	7054878
	7054881
	7054882
	7054884
	7054886
	7054887
	7054889
	7054890
	7054891
	7054892
	7054893
	7054896
	7054897
	7054898
	7054901
	7054902
	7054910
	7054912
	7054913
	7054914
	7054915
	7054918
	7054919
	7054920
	7054921
	7054922
	7054923
	7054924
	7054925
	7054926
	7054927
	7054928
	7054929
	7054930
	7054931
	7054932
	7054933
	7054934
	7054937
	7054939
	7062798
	7063018
	7101076

	21-JUL-2009
	7056128
	7056155
	7056156
	7056158
	7056159
	7056160
	7056161
	7056163
	7056164
	7056165
	7056166
	7056167
	7056168
	7056169
	7056171
	7056173
	7056174
	7056176
	7056177
	7056178
	7065490
	7066714
	7069729

	22-JUL-2009
	6979399
	7027544
	7053558
	7057245
	7057247
	7057248
	7057256
	7057266
	7057277
	7057278
	7058205
	7058207
	7058208
	7058211
	7058212
	7058214
	7058218
	7058222
	7058223
	7058224
	7058226
	7058230
	7058233
	7058235
	7058237
	7058239
	7058248
	7058249
	7058252
	7058254
	7058255
	7058257
	7058259
	7058260
	7058261
	7058263
	7058266
	7058267
	7058269
	7058270
	7058271
	7058272
	7058273
	7058274
	7058275
	7058277

	23-JUL-2009
	6785754
	6823000
	6955313
	6988708
	7029344
	7042679
	7052093
	7057260
	7059418
	7059447
	7059449
	7059451
	7059452
	7059454
	7059455
	7059456
	7059457
	7059460
	7059461
	7059463
	7059472
	7059473
	7059474
	7059476
	7059479
	7059480
	7059484
	7059889
	7069917

	24-JUL-2009
	6838926
	6964828
	6982054
	6996579
	7062436
	7062437
	7062439
	7062440
	7062441
	7062443
	7062444
	7062445
	7062446
	7062455
	7062456
	7062459
	7062461
	7062462
	7062463
	7062467
	7062468
	7062469
	7062470
	7063002

	27-JUL-2009
	6923226
	6970247
	6986652
	6989798
	6997383
	7017117
	7023104
	7023109
	7024430
	7024581
	7063996
	7063997
	7064001
	7064002
	7064004
	7064091
	7064092
	7064095
	7064096
	7064098
	7064099
	7064101
	7064107
	7064108
	7064109
	7064110
	7064111
	7064112
	7064113
	7064114
	7064115
	7064116
	7064117
	7064118
	7064119
	7064120
	7064122
	7064123
	7064131
	7064137
	7064138
	7064139
	7064140
	7064142
	7064143
	7064145
	7064146
	7064148
	7064149
	7064150
	7064151
	7064152
	7064153
	7064154
	7064156
	7064157
	7064158
	7064159
	7064160
	7064161
	7064162
	7064163
	7064166
	7064167
	7064168
	7064169
	7064170
	7064171
	7064173
	7064175
	7064176
	7064177
	7064178
	7064179
	7064180
	7064181
	7064182
	7064183
	7064185
	7064186
	7064188
	7064189
	7071376
	7071550
	7071703

	28-JUL-2009
	6758864
	7000456
	7010810
	7025463
	7064000
	7065050
	7065057
	7065090
	7065094
	7065096
	7065097
	7065098
	7065099
	7065101
	7065102
	7065103
	7065104
	7065105
	7065106
	7065184
	7072491
	7073618
	7076201

	29-JUL-2009
	7027539
	7048206
	7054826
	7062449
	7066328
	7066332
	7066334
	7066336
	7066337
	7066338
	7066339
	7066340
	7066341
	7066342
	7066343
	7066345
	7066347
	7066348
	7066351
	7072029
	7072041
	7072065
	7073947
	7074085

	30-JUL-2009
	6832012
	6976076
	7026580
	7039613
	7048204
	7067294
	7067296
	7067323
	7067324
	7067326
	7067327
	7067328
	7067330
	7067332
	7067333
	7067334
	7067335
	7067336
	7067337
	7067338
	7067339
	7067340
	7067341
	7067342
	7067343
	7067344
	7067346
	7067347
	7067348
	7067349
	7067350
	7067351
	7067352
	7067353
	7067354
	7067355
	7067356
	7067357
	7067358
	7067359
	7067360
	7067366
	7067367
	7067369
	7067370
	7067371
	7067373
	7067376
	7067377
	7073772
	7073789

	31-JUL-2009
	6926859
	6981636
	7033051
	7044022
	7068475
	7068585
	7068589
	7068590
	7068593
	7068596
	7068597
	7068631
	7068632
	7068633
	7068634
	7068635
	7068636
	7068637
	7068638
	7068642
	7068643
	7068645
	7068646
	7068647
	7068648
	7068651
	7068652
	7068656
	7068657
	7068658
	7068659
	7068660
	7068661
	7068663
	7068664
	7068665
	7068668
	7068671
	7068672
	7068673
	7068675
	7069432
	7076917
	7077018
	7077065
	7077833

	03-AUG-2009
	6744396
	6797756
	6812301
	6925429
	6952505
	6969350
	6977076
	7000450
	7010815
	7032019
	7048209
	7057264
	7059419
	7067378
	7069930
	7069938
	7070076
	7070078
	7070079
	7070080
	7070081
	7070083
	7070087
	7070088
	7070090
	7070092
	7070093
	7070094
	7070095
	7070096
	7070097
	7070098
	7070100
	7070101
	7070102
	7070104
	7070106
	7070108
	7070109
	7070110
	7070114
	7070116
	7070117
	7070119
	7070120
	7070121
	7070122
	7070123
	7070124
	7070125
	7070127
	7070130
	7070132
	7070133
	7070135
	7070516
	7070518
	7070519
	7070520

	04-AUG-2009
	6802442
	6989797
	7071556
	7071557
	7071558
	7071560
	7071589
	7071590
	7071591
	7071592
	7071594
	7071595
	7071597
	7071602
	7071604
	7071616
	7071617
	7071618
	7079304
	7079325
	7079782
	7079851
	7079871

	05-AUG-2009
	6783363
	6983843
	6994179
	7002884
	7015918
	7044048
	7056124
	7072668
	7072674
	7072683
	7072845
	7072846
	7072847
	7072848
	7072853
	7072854
	7072855
	7072856
	7072857
	7072858
	7072859
	7072860
	7072864
	7072865
	7072866
	7072868
	7072869
	7072871
	7072872
	7072873
	7072874
	7072875
	7072876
	7072877

	06-AUG-2009
	6991093
	7010813
	7073819
	7073835
	7073866
	7073867
	7073868
	7073869
	7073870
	7073871
	7073872
	7073873
	7073874
	7073876
	7073880
	7073881
	7073882
	7073885
	7073886
	7073888
	7073889
	7073890
	7073891
	7073893
	7073894
	7073896
	7073899
	7073900
	7073902
	7073904
	7073905
	7073910
	7073911
	7073912
	7073913
	7073914
	7073915

	07-AUG-2009
	6705977
	7048420
	7075349
	7075351
	7075352
	7075355
	7075356
	7075357
	7075358
	7075359
	7075360
	7075361
	7075363
	7075364
	7075365
	7075366
	7075370
	7075371
	7075372
	7075374
	7082819
	7083024

	10-AUG-2009
	6872588
	6950931
	6976069
	7017247
	7045224
	7076597
	7076598
	7076599
	7076600
	7076601
	7076602
	7076604
	7076605
	7076606
	7076607
	7076608
	7076609
	7076610
	7076611
	7076612
	7076614
	7076615
	7076617
	7076618
	7076620
	7076622
	7076623
	7076624
	7076625
	7076627
	7076633
	7076635
	7076639
	7076640
	7076641
	7076643
	7076644
	7076645
	7076647
	7076648
	7076649
	7076650
	7076651
	7076654
	7076655
	7076657
	7076658
	7076659
	7076666
	7076667
	7076672
	7076673
	7076674
	7076676
	7076677
	7076678
	7076679
	7076680
	7076683
	7076684
	7076688
	7076689
	7076690
	7076691
	7076693
	7082479

	11-AUG-2009
	7002001
	7015924
	7045149
	7054813
	7057270
	7076905
	7077925
	7077928
	7077930
	7078378
	7078379
	7085870

	12-AUG-2009
	7030203
	7065051
	7079101
	7079103
	7079126
	7079128
	7079130
	7079131
	7079576
	7085854
	7086064
	7086309
	7086511

	13-AUG-2009
	7044037
	7046993
	7080469
	7080470
	7080475
	7080480
	7080481
	7080486
	7080489
	7080490
	7080492
	7080493
	7080494
	7080495
	7080496
	7080497
	7080498
	7080499
	7080500
	7080501
	7080502
	7080503
	7080504
	7080505
	7080506
	7080508
	7080511
	7080513
	7080516
	7087070
	7087147
	7087406

	14-AUG-2009
	6986662
	6988721
	7013584
	7036832
	7052001
	7081786
	7081853
	7081855
	7081859
	7081861
	7081864
	7081865
	7081867
	7081868
	7081869
	7081870
	7081873
	7081874
	7081876
	7081877
	7081878
	7081879
	7081880
	7081887
	7081888
	7081890
	7081891
	7081892
	7081893
	7081894
	7081895
	7081896
	7081898
	7081899
	7081901
	7081903
	7081904
	7081905
	7081906
	7081911
	7087904
	7091502

	17-AUG-2009
	6815545
	6950912
	7002883
	7035509
	7046801
	7056123
	7056126
	7056132
	7057252
	7082987
	7082988
	7082989
	7082992
	7082993
	7082995
	7083079
	7083080
	7083081
	7083082
	7083084
	7083085
	7083086
	7083088
	7083089
	7083090
	7083092
	7083093
	7083094
	7083095
	7083096
	7083097
	7083105
	7083108
	7083113
	7083116
	7083120
	7083122
	7083129
	7083131
	7083133
	7083135
	7083136
	7083137
	7083139
	7083140
	7083141
	7083143
	7083144
	7083145
	7083146
	7083147
	7083151
	7083153
	7083154
	7083155
	7083156
	7083158
	7083159
	7083161
	7083162
	7083163
	7083164
	7083165
	7083166
	7083167
	7083168
	7083170
	7083171
	7083172
	7083173
	7083175
	7083177
	7083178
	7083179
	7083180
	7083181
	7083182
	7083184
	7083789
	7090954
	7097512

	18-AUG-2009
	6923172
	6950938
	7000458
	7000463
	7001987
	7001998
	7002010
	7006414
	7010784
	7010992
	7010994
	7011979
	7032025
	7059423
	7067368
	7084204
	7084221
	7084223
	7084224
	7084226
	7084229
	7084235
	7084245
	7084246
	7084264
	7084266
	7095136

	19-AUG-2009
	6987758
	7000457
	7085196
	7085201
	7085204
	7085227
	7085232
	7085237
	7085238
	7085242
	7096424
	7096487

	20-AUG-2009
	7007648
	7024426
	7026590
	7039615
	7046961
	7053573
	7057279
	7065058
	7065060
	7086470
	7086472
	7086484
	7086485
	7086486
	7086487
	7086489
	7086490
	7086491
	7086492
	7086493
	7086495
	7086500
	7086522
	7086529
	7086533
	7086535

	21-AUG-2009
	6916676
	6934942
	6967026
	7001818
	7026555
	7027560
	7029435
	7029437
	7029438
	7029440
	7030198
	7030200
	7033019
	7038543
	7038544
	7048414
	7048451
	7052009
	7056125
	7066344
	7067295
	7077923
	7087339
	7087342
	7087345
	7087348
	7087509
	7087514
	7087515
	7087517
	7087519
	7087522
	7087523
	7087524
	7087525
	7087526
	7087527
	7087529
	7087531
	7087537
	7087538
	7087539
	7087542
	7087547
	7087549
	7087550
	7087553
	7087554
	7087555
	7087556
	7087558
	7087559
	7087560
	7087561
	7087562
	7087564
	7087566
	7087574
	7087576
	7087577
	7087578
	7087582
	7087583
	7087584
	7087678

	24-AUG-2009
	7056135
	7091054
	7091154
	7091158
	7091159
	7091160
	7091164
	7091169
	7091172
	7091173
	7091174
	7091175
	7091176
	7091177
	7091178
	7091179
	7091180
	7091182
	7091183
	7091184
	7091186
	7091187
	7091188
	7091191
	7091192
	7091194
	7091195
	7091197
	7091199
	7091206
	7091207
	7091208
	7091209
	7091210
	7091212
	7091213
	7091214
	7091215
	7091222
	7091223
	7091224
	7091225
	7091226
	7091227
	7091228
	7091229
	7091232
	7091234
	7091236
	7099878
	7100026
	7101053
	7106795

	25-AUG-2009
	6769038
	7006401
	7095349
	7095350
	7095354
	7095355
	7095356
	7095358
	7095360
	7095366
	7095367
	7095368
	7095370
	7095373
	7095375
	7095376
	7095378
	7095379
	7095380
	7095381
	7095382
	7095383
	7095385
	7095387
	7095389
	7095390
	7099554
	7101986

	26-AUG-2009
	7006382
	7029303
	7033022
	7039619
	7052182
	7053565
	7054811
	7057272
	7065059
	7067300
	7068592
	7072679
	7095323
	7097019
	7097022
	7097023
	7097025
	7097054
	7097055
	7097056
	7097057
	7097058
	7097059
	7097060
	7097061
	7097062
	7097063
	7097064
	7097067
	7097069
	7097070
	7097071
	7097072
	7097079

	27-AUG-2009
	6933573
	7010951
	7017111
	7032026
	7042690
	7045250
	7066329
	7068586
	7068666
	7069935
	7077927
	7079105
	7079127
	7097926
	7098104
	7098112
	7098227
	7098228
	7098229
	7098232
	7098234
	7098236
	7098237
	7098238
	7098239
	7098241
	7098243
	7098245
	7098247
	7098248
	7098249
	7098250
	7098252
	7098253
	7098254
	7098255
	7098256
	7098258
	7103626
	7104345
	7104636
	7108491

	28-AUG-2009
	7099176
	7099186
	7099187
	7099188
	7099189
	7099191
	7099192
	7099195
	7099196
	7099197
	7099198
	7099199
	7099200
	7099201
	7099203
	7099204
	7099205
	7105264
	7105545
	7105559

	31-AUG-2009
	7054815
	7101219
	7101222
	7101223
	7101224
	7101225
	7101226
	7101227
	7101228
	7101230
	7101231
	7101232
	7101234
	7101235
	7101237
	7101238
	7101239
	7101240
	7101241
	7101243
	7101244
	7101245
	7101246
	7101260
	7101261
	7101262
	7101263
	7101264
	7101265
	7101266
	7101267
	7101268
	7101269
	7101286
	7101288
	7101289
	7101290
	7101291
	7101292
	7101293
	7101295
	7101297
	7101298
	7101299
	7101301
	7101304
	7101305
	7101308
	7101309
	7101311
	7101335
	7101343
	7250966
	7250967
	7250969

	01-SEP-2009
	6987762
	7041279
	7073823
	7102130
	7102131
	7102132
	7102133
	7102134
	7102135
	7102136
	7102137
	7102138
	7102139
	7102140
	7102144

	02-SEP-2009
	6868022
	7000425
	7009140
	7030224
	7038516
	7039614
	7039635
	7042688
	7048213
	7103127
	7103129
	7103140
	7108919
	7109323
	7111779

	03-SEP-2009
	6261578
	7059414
	7059453
	7104081
	7104082
	7104083
	7104084
	7104085
	7104090
	7104141
	7104143
	7104145
	7104147
	7104149
	7104152
	7104153
	7104154
	7104155
	7104156
	7104158
	7104160
	7104161
	7104162
	7104163
	7104164
	7104165
	7104166
	7104167
	7104168
	7104170
	7104171
	7104172
	7104173
	7104174
	7104175
	7104177
	7104178
	7104179
	7104180
	7104181
	7104183
	7104185
	7104186

	04-SEP-2009
	7005201
	7058276
	7105266
	7105268
	7105284
	7105285
	7105286
	7105287
	7105288
	7105289
	7105290
	7105291
	7105293
	7105294
	7105295
	7105296
	7105297
	7105298
	7105300
	7105301
	7105302
	7105304
	7105305
	7105306
	7105307
	7105308
	7105310
	7105864

	08-SEP-2009
	6844514
	6863230
	6998363
	7010995
	7038545
	7038546
	7038549
	7039634
	7041460
	7041461
	7048215
	7049318
	7053449
	7057254
	7077922
	7081787
	7107027
	7107186
	7107190
	7107194
	7107195
	7107356
	7107357
	7107358
	7107361
	7107362
	7107363
	7107364
	7107366
	7107367
	7107368
	7107369
	7107370
	7107371
	7107372
	7107373
	7107374
	7107375
	7107376
	7107377
	7107380
	7107381
	7107383
	7107384
	7107388
	7107390
	7107391
	7107392
	7107394
	7107395
	7107396
	7107397
	7107399
	7107400
	7107401
	7107402
	7107403
	7107858
	7107869
	7115541

	09-SEP-2009
	6992107
	7039636
	7042631
	7108530
	7109075
	7114486

	10-SEP-2009
	7054917
	7067325
	7067345
	7109632
	7109633
	7109634
	7109638
	7109639
	7109640
	7109644
	7109645
	7109646
	7109647
	7109648
	7109670
	7109671
	7109672
	7109673
	7109674
	7109675
	7109676
	7109677
	7109678
	7109679
	7109680
	7109681
	7109682
	7109683
	7109684
	7109686
	7109687
	7109688
	7109689
	7109693
	7109694
	7109760
	7109921
	7117177
	7117437

	11-SEP-2009
	6913249
	6998362
	7041456
	7046977
	7048449
	7053569
	7054903
	7111102
	7111105
	7111111
	7111124
	7111218
	7111219
	7111221
	7111222
	7111225
	7111226
	7111233
	7111234
	7111235
	7111238
	7111239
	7111240
	7111241
	7111243
	7111245
	7111246
	7111247
	7111248
	7111249
	7111250
	7111253
	7111254
	7111256
	7111257
	7111258
	7111259
	7111260
	7111261
	7111262
	7111263
	7111264
	7111265
	7111266
	7111268
	7111269
	7111270
	7111273
	7111274
	7111275
	7111276
	7111283
	7111284
	7111364
	7111365
	7126957
	7130368

	14-SEP-2009
	6803950
	6995345
	7026564
	7039612
	7042693
	7053572
	7054824
	7057250
	7067292
	7072675
	7080520
	7087352
	7087353
	7103131
	7113591
	7113593
	7113594
	7113597
	7113672
	7113673
	7113676
	7113679
	7113680
	7113681
	7113682
	7113686
	7113687
	7113688
	7113691
	7113693
	7113695
	7113700
	7113701
	7113703
	7113704
	7113707
	7113708
	7113720
	7113721
	7113722
	7113723
	7113724
	7113726
	7113727
	7113728
	7113729
	7113730
	7113731
	7113734
	7113735
	7113736
	7113737
	7113738
	7113739
	7113741
	7113742
	7113744
	7113745
	7113746
	7116886
	7117058

	15-SEP-2009
	6812275
	6816583
	6924684
	6963703
	7017261
	7021932
	7041452
	7052012
	7054825
	7059482
	7070129
	7082994
	7113598
	7114831
	7114834
	7114836
	7114837
	7114839
	7114840
	7114841
	7114845
	7114846
	7114847
	7114848
	7114850
	7114856
	7114860
	7114862
	7114865
	7114874
	7114877
	7114882

	16-SEP-2009
	6776908
	6896623
	6916588
	6952547
	6963625
	6963689
	6972403
	7024579
	7039611
	7041399
	7048203
	7053477
	7054900
	7070085
	7076660
	7101221
	7115955
	7115956
	7115959
	7115966
	7115969
	7115973
	7115999
	7116000
	7116001
	7116003
	7116004
	7139170

	17-SEP-2009
	6766657
	6810455
	7015932
	7033008
	7041450
	7041455
	7048214
	7056131
	7062394
	7116986
	7117080
	7117081
	7117083
	7117084
	7117085
	7117095
	7117096
	7117098
	7117099
	7117101
	7117102
	7117103
	7117104
	7117106
	7117107
	7117108
	7117109

	18-SEP-2009
	7118310
	7118311
	7118312
	7118313
	7118314
	7118316
	7118320
	7118321
	7118322
	7118323
	7118325
	7118326
	7118329
	7118330
	7118334
	7118335
	7118336
	7118337
	7118338
	7118339
	7118340
	7118341
	7118342
	7118343
	7118344
	7118345
	7118346
	7118347
	7118348
	7118472
	7133028

	21-SEP-2009
	6705853
	6790159
	6817984
	6842016
	6883080
	6901681
	6963538
	7024575
	7033016
	7042691
	7044044
	7053525
	7056154
	7058256
	7059462
	7064097
	7066350
	7067293
	7075368
	7081788
	7081797
	7103136
	7111106
	7123677
	7123678
	7123679
	7123680
	7123681
	7123682
	7123683
	7123684
	7123685
	7123688
	7123689
	7123690
	7123691
	7123692
	7123693
	7123694
	7123695
	7123696
	7123697
	7123699
	7123700
	7123702
	7123703
	7123704
	7123706
	7123707
	7123708
	7123709
	7123710
	7123711
	7123712
	7123713
	7123714
	7123715
	7123717
	7123718
	7123719
	7123720
	7123721
	7123722
	7123723
	7123724
	7123725
	7123726
	7123728
	7123729
	7123730
	7123731
	7123732
	7123735
	7123736
	7123737
	7123738
	7123739
	7123740
	7123741
	7123742
	7123743
	7123744
	7123745
	7123746
	7123747
	7123748
	7123750
	7123751
	7123752
	7123753
	7123754
	7123755
	7123756
	7123757
	7123758
	7123759
	7123761
	7123762
	7123763
	7123764
	7123765
	7123766
	7123767
	7123769
	7123770
	7123771
	7123772
	7123774
	7123776
	7123777
	7123778
	7123779
	7123780
	7123781
	7123782
	7123784
	7123785
	7123787
	7123788
	7123789
	7123791
	7123794
	7123798
	7123800
	7123801
	7123802
	7123805
	7123806
	7123807
	7123808
	7123809
	7123810
	7123811
	7123812
	7123813
	7123814
	7123815
	7123816
	7123817
	7123818
	7123819
	7123822
	7123823
	7123824
	7123825
	7123827
	7123828
	7123829
	7123831
	7123832
	7123833
	7123838
	7123840
	7123843
	7123844
	7123847
	7123850
	7123852
	7123853
	7123854
	7123856
	7123860
	7123861
	7123864
	7123866
	7123867
	7123872
	7123903
	7132087

	22-SEP-2009
	6924752
	7050706
	7058253
	7065093
	7070137
	7077919
	7104088
	7104089
	7124526
	7124528
	7124529
	7124531
	7124558
	7133082

	23-SEP-2009
	7007717
	7041444
	7050807
	7054935
	7087347
	7103132
	7109113
	7124530
	7125785
	7125787
	7125788
	7125789
	7125790
	7125795
	7125797
	7125798
	7125799
	7125800
	7125801
	7125806
	7125807
	7125809
	7125811
	7125812
	7125813
	7125814
	7125817
	7125818
	7125819
	7125820
	7125821
	7125831
	7125833
	7125837
	7125838
	7125839
	7125840
	7125842
	7125843
	7125844
	7125845
	7125848
	7125856
	7125858
	7125859
	7125861
	7125862
	7125863
	7125864
	7125866
	7125867

	24-SEP-2009
	7059483
	7129041
	7129045
	7129046
	7129047
	7129048
	7129049
	7129050
	7129051
	7129053
	7129057
	7129058
	7129060
	7129061
	7129064
	7129065
	7129067
	7129068
	7129069
	7129070
	7129071

	25-SEP-2009
	6954370
	6955347
	7033015
	7059468
	7062393
	7065092
	7069939
	7072673
	7087344
	7087346
	7103126
	7104184
	7107182
	7130721
	7130732
	7130831
	7130832
	7130833
	7130834
	7130836
	7130838
	7130839
	7130840
	7130841
	7130843
	7130844
	7130845
	7130852
	7130853
	7130854
	7130856
	7130858
	7130860
	7130861
	7130866
	7130867
	7130868
	7130869
	7130870
	7130871
	7130873
	7130874
	7130875
	7130906
	7130908
	7130909
	7130911
	7130918
	7130921
	7130926
	7131006
	7131007
	7131008
	7131010
	7131011
	7131012
	7131014
	7138741

	28-SEP-2009
	7042632
	7048384
	7050701
	7058241
	7070523
	7072870
	7081793
	7081908
	7086498
	7087351
	7101306
	7107359
	7130714
	7132345
	7132355
	7132358
	7132359
	7132360
	7132361
	7132363
	7132364
	7132365
	7132366
	7132367
	7132368
	7132369
	7132370
	7132371
	7132372
	7132373
	7132374
	7132375
	7132506
	7132508
	7132509
	7132510
	7132512
	7132514
	7132515
	7132517
	7132519
	7132521
	7132523
	7132524
	7132525
	7132526
	7132529
	7132530
	7132531
	7132532
	7132533
	7132534
	7132536
	7132538
	7132540
	7132541
	7132544
	7132547
	7132550
	7132551
	7132552
	7132557
	7132558
	7132559
	7132562
	7132565
	7132566
	7132567
	7132568
	7132574
	7132575
	7132577
	7132578
	7132580
	7132581
	7132582
	7132583
	7132584
	7132585
	7132586
	7132588
	7132589
	7132590
	7132594
	7132595
	7132596
	7132597
	7132599
	7132600
	7132601
	7132602
	7132605
	7132607
	7132608
	7132609
	7132610
	7132611
	7132612
	7132613
	7132614
	7132615
	7132616
	7132617
	7132618
	7132619
	7132620
	7132621
	7132622
	7132624
	7132625
	7132626
	7132627
	7132628
	7132629
	7132630
	7132631
	7132632
	7132633
	7132634
	7132635
	7132636
	7132637
	7132638
	7132639
	7132640
	7132641
	7132762
	7132764
	7132765
	7139158
	7141093
	7141896

	29-SEP-2009
	7032014
	7064187
	7069933
	7071559
	7098109
	7133647
	7133649
	7133650
	7133666
	7133667
	7133670
	7133794
	7133796
	7133797
	7133799
	7133800
	7133801
	7133802
	7133803
	7133804
	7133805
	7133809
	7133811
	7133812
	7133816
	7133817
	7133819
	7133820
	7133822
	7133823
	7133824
	7133826
	7133827
	7133828
	7133829
	7133830
	7133831
	7133832
	7133833
	7133834
	7133835
	7133836
	7134228
	7143163
	7143363

	30-SEP-2009
	7076687
	7107188
	7134850
	7134851
	7134872
	7134873

	01-OCT-2009
	7052157
	7136105
	7136106
	7136107
	7136108
	7136109
	7136110
	7136111
	7136112
	7136115
	7136116
	7136118
	7136119
	7136120
	7136121
	7136122
	7136123
	7136124
	7136125
	7136126
	7136127
	7136128
	7136129
	7136130
	7136131
	7136132
	7136133
	7136134
	7136135
	7136137
	7145045

	02-OCT-2009
	6836120
	7070517
	7136924
	7136925
	7136926
	7136927
	7136929
	7136931
	7136933
	7136935
	7136936
	7136938
	7136941
	7136942
	7136943
	7136946
	7136947
	7136948
	7136949
	7136950
	7136951
	7136953
	7136954
	7136956
	7136957
	7136958
	7136959
	7136962
	7136964
	7136965

	05-OCT-2009
	6819318
	6948268
	7008597
	7059415
	7071603
	7072676
	7080518
	7081910
	7086496
	7113601
	7113685
	7139397
	7139401
	7139403
	7139406
	7139407
	7139408
	7139409
	7139410
	7139411
	7139415
	7139416
	7139417
	7139418
	7139419
	7139420
	7139421
	7139422
	7139423
	7139428
	7139429
	7139430
	7139432
	7139435
	7139436
	7139438
	7139439
	7139440
	7139441
	7139443
	7139444
	7139445
	7139446
	7139447
	7139448
	7139449
	7139450
	7139452
	7139455
	7139456
	7139457
	7139459
	7139460
	7139462
	7139464
	7139484
	7139485
	7139489
	7139490
	7139491
	7139496

	06-OCT-2009
	7070136
	7070522
	7072862
	7136969
	7140136
	7140137
	7140138
	7140139
	7140141
	7140145
	7140148
	7140150
	7140151
	7140152
	7141250
	7141307
	7149041
	7614281

	07-OCT-2009
	6774077
	6980504
	6993227
	6996577
	7049317
	7053570
	7059416
	7062471
	7064003
	7068591
	7069937
	7072669
	7081791
	7109754
	7113725
	7124555
	7141929
	7141931
	7141932
	7141933
	7141934
	7141935
	7141936
	7141946
	7141947
	7141948
	7141950
	7141953
	7141956
	7141957
	7141958
	7141959
	7141961
	7141962
	7141965
	7141966
	7141967
	7141968
	7141969
	7141970
	7141971
	7141972
	7141974
	7141975
	7141976
	7141977
	7141980
	7141982
	7141985
	7141986
	7141987
	7141988
	7141989
	7141992
	7141994
	7141999
	7142000
	7142005
	7142007
	7142011
	7142012
	7142015
	7142016
	7142018
	7142020
	7142021
	7142023
	7142025
	7142027
	7142037
	7150736

	08-OCT-2009
	6898225
	7143436
	7143437
	7143488
	7143489
	7150428

	09-OCT-2009
	6784607
	7056129
	7091231
	7139479
	7139486
	7144535
	7144554
	7144571
	7144710
	7144713
	7144718
	7144719
	7144723
	7144724
	7144726
	7144729
	7144731
	7144740
	7144741
	7144742
	7144743
	7144744
	7144746
	7144747
	7144748
	7144750
	7144751
	7144752
	7144756
	7144757
	7144759
	7144763
	7144764
	7144766
	7144767
	7144768
	7144769
	7144770
	7144771
	7144772
	7144774
	7144776
	7144780
	7144786
	7144787
	7144788
	7144789
	7144790
	7144793
	7144794
	7144795
	7144796
	7144798
	7144799
	7144800
	7144801
	7144802
	7144803
	7144804
	7144805
	7144806
	7144807
	7144808
	7151734
	7603326

	12-OCT-2009
	6916633
	7048429
	7050726
	7067374
	7081854
	7081909
	7095384
	7097021
	7101349
	7107360
	7109685
	7109692
	7111271
	7113596
	7114875
	7123553
	7132518
	7139424
	7146107
	7146533
	7146536
	7146541
	7146542
	7146546
	7146548
	7146551
	7146552
	7146553
	7146554
	7146555
	7146556
	7146558
	7146559
	7146561
	7146562
	7146563
	7146564
	7146565
	7146566
	7146569
	7146571
	7146572
	7146573
	7146574
	7146575
	7146576
	7146577
	7146579
	7146580
	7146581
	7146582
	7146583
	7146584
	7146585
	7146586
	7146587
	7146588
	7146591
	7146592
	7146593
	7146594
	7146595
	7146596
	7146597
	7146598
	7146600
	7146603
	7146604
	7146606
	7146608
	7146609
	7146610
	7146612
	7146613
	7146614
	7146616
	7146617
	7146618
	7146620
	7146621
	7146626
	7146627
	7146628
	7146629
	7146630
	7146635
	7146638
	7146640

	13-OCT-2009
	7147282
	7147285
	7147287
	7147288
	7147291
	7147292
	7147293
	7147295
	7147296
	7147297
	7147298
	7147299
	7147300
	7147302
	7147303
	7147304
	7147305
	7147306
	7147308
	7147309
	7147310
	7147311
	7147312
	7147313
	7147314
	7147316
	7147922

	14-OCT-2009
	6898256
	7005226
	7111112
	7148455
	7148456
	7148457
	7148459
	7148460
	7148461
	7148462
	7148463
	7148464
	7148465
	7148466
	7148468
	7148469
	7148470
	7148472
	7148473
	7148474
	7148475
	7148476
	7148477
	7154762

	15-OCT-2009
	6864565
	7085230
	7097925
	7098105
	7125717
	7130718
	7149366
	7149371
	7149373
	7149515
	7149518
	7149519
	7149520
	7149525
	7149526
	7149527
	7149528
	7149529
	7149530
	7149531
	7149533
	7149534
	7149535
	7149536
	7149537
	7149538
	7149539
	7149541
	7149543
	7149544
	7149545
	7149547
	7149548
	7149549
	7149550
	7149551
	7149552
	7149553
	7149555
	7149557
	7149559
	7149560
	7149565
	7149566
	7149567
	7149584
	7149585
	7149587
	7149588
	7149592
	7153550
	7153885
	7161444
	7303443

	16-OCT-2009
	7027543
	7103133
	7117082
	7123705
	7133668
	7139497
	7140140
	7144753
	7149556
	7150889
	7150893
	7150896
	7150899
	7150902
	7150904
	7150905
	7150906
	7150908
	7150909
	7150910
	7150911
	7150913
	7150914
	7150915
	7150916
	7150918
	7150921
	7150924
	7150925
	7150929
	7150930
	7150934
	7151019
	7151021
	7151022
	7151030
	7151037
	7151060
	7151066
	7154940
	7155246

	19-OCT-2009
	6555692
	7076671
	7083126
	7114828
	7152174
	7152175
	7152179
	7152223
	7152224
	7152225
	7152226
	7152227
	7152230
	7152233
	7152235
	7152239
	7152241
	7152242
	7152246
	7152250
	7152251
	7152252
	7152260
	7152261
	7152264
	7152268
	7152270
	7152273
	7152274
	7152275
	7152276
	7152277
	7152278
	7152279
	7152280
	7152281
	7152282
	7152283
	7152287
	7152288
	7152289
	7152290
	7152291
	7152292
	7152294
	7152295
	7152296
	7157369
	7157373
	7157374

	20-OCT-2009
	7076681
	7095391
	7102141
	7105309
	7108514
	7111277
	7113747
	7114854
	7115970
	7130722
	7133661
	7153310
	7153348
	7153354
	7153355
	7153358
	7153360
	7153361
	7153364
	7153365
	7153366
	7153367
	7153368
	7153369
	7153370
	7153371
	7153373
	7157579

	21-OCT-2009
	7151009
	7154186
	7154187
	7154255
	7158932
	7303442

	22-OCT-2009
	6892750
	6895328
	7067329
	7070091
	7072867
	7095386
	7105303
	7155117
	7155119
	7155307
	7155312
	7155313
	7155315
	7155334
	7155347
	7155348
	7155352
	7155356
	7155367
	7155377
	7155379
	7155381
	7155382
	7155396
	7155398
	7155401
	7155404
	7155405
	7155406
	7155408
	7155409
	7155410
	7155411
	7155412
	7155415
	7155416
	7155417
	7155420
	7155421
	7155423
	7155424
	7155425
	7155426
	7155428
	7155429
	7155432

	23-OCT-2009
	6914345
	7070099
	7086497
	7140143
	7156275
	7156281
	7156292
	7156297
	7156301
	7156302
	7156305
	7156307
	7156308
	7156310
	7156311
	7156312
	7156314
	7156315
	7156321
	7156322
	7156323
	7156324
	7156325
	7156327
	7156328
	7156329
	7156331
	7156333
	7156334
	7156335
	7156336
	7156337
	7156338
	7156340
	7159958

	26-OCT-2009
	6744324
	6956386
	7021817
	7059413
	7059417
	7070086
	7073824
	7081889
	7085193
	7097068
	7098235
	7101229
	7101338
	7102101
	7107177
	7108529
	7111285
	7116010
	7123849
	7125865
	7136876
	7139399
	7141981
	7144536
	7144775
	7146607
	7149590
	7155116
	7156221
	7157775
	7157779
	7157780
	7157781
	7157783
	7157908
	7157909
	7157910
	7157912
	7157914
	7157915
	7157917
	7157918
	7157925
	7157927
	7157928
	7157929
	7157930
	7157933
	7157934
	7157936
	7157938
	7157939
	7157940
	7157941
	7157943
	7157944
	7157946
	7157947
	7157948
	7157950
	7157952
	7157953
	7157957
	7157958
	7157959
	7157961
	7157962
	7157963
	7157964
	7157965
	7157966
	7157967
	7157969
	7157970
	7157971
	7157972
	7157973
	7157974
	7157975
	7157977
	7157978
	7157980
	7157984
	7157985
	7157986
	7157987
	7157989
	7157990
	7157991
	7157993
	7157995
	7157996
	7157997
	7157998
	7157999
	7158000
	7158001
	7158004
	7158005
	7158006
	7158007
	7158008
	7158010
	7158012
	7158014
	7158019
	7158020
	7158023
	7158024
	7158025
	7158026
	7158027
	7161122
	7161932
	7162136
	7303444

	27-OCT-2009
	7123701
	7123845
	7155314
	7159017
	7159021
	7159046
	7159047
	7159049
	7159050
	7159052
	7159053
	7159054
	7159056
	7159057
	7159058
	7159059

	28-OCT-2009
	6588025
	6864599
	6920692
	6973585
	7050531
	7101350
	7111103
	7125713
	7130234
	7144562
	7160616
	7160619
	7160620
	7160621
	7160622
	7160626

	29-OCT-2009
	7033013
	7033024
	7161605
	7161608
	7161633
	7161634
	7161635
	7161636
	7161637
	7161638
	7161640
	7161641
	7161646
	7161649
	7161651
	7161652
	7161654
	7161655
	7161656
	7161657
	7161658
	7161660
	7161661
	7161662
	7161663
	7161665
	7161667
	7161669
	7161671
	7161672
	7161673
	7161674
	7161675
	7164990
	7165386

	30-OCT-2009
	7082991
	7102098
	7113590
	7113600
	7113743
	7123855
	7162860
	7162869
	7162870
	7162875
	7163104
	7163105
	7163106
	7163107
	7163108
	7163110
	7163111
	7163112
	7163114
	7163116
	7163117
	7163119
	7163120
	7163122
	7163123
	7163124
	7163126
	7163128
	7163130
	7163131
	7163132
	7163134
	7163135
	7163136
	7163137
	7163138
	7167437
	7174353

	02-NOV-2009
	6844525
	7039618
	7070521
	7107393
	7114876
	7123783
	7124554
	7136100
	7139433
	7162877
	7164293
	7164294
	7164296
	7164297
	7164298
	7164299
	7164300
	7164304
	7164305
	7164307
	7164308
	7164309
	7164310
	7164311
	7164313
	7164314
	7164315
	7164316
	7164317
	7164318
	7164319
	7164320
	7164321
	7164323
	7164324
	7164325
	7164327
	7164328
	7164329
	7164330
	7164331
	7164332
	7164333
	7164334
	7164336
	7164337
	7164338
	7164340
	7164341
	7164343
	7164344
	7164345
	7164347
	7164348
	7164349
	7164352
	7164353
	7164355
	7164356
	7164357
	7164360
	7164363
	7164365
	7164366
	7164367
	7164371
	7164376
	7164377
	7164379
	7164381
	7164382
	7164383
	7164384
	7164387
	7164388
	7164389
	7164390
	7164392
	7164393
	7164394
	7164395
	7164396
	7164403
	7164404
	7164405
	7164406
	7164407
	7164408
	7164409
	7164410
	7164411
	7168657

	03-NOV-2009
	7064006
	7107175
	7165329
	7165330
	7165333
	7165340
	7165342
	7168515
	7170108

	04-NOV-2009
	6598797
	6906854
	7029430
	7102100
	7166334
	7166388
	7166402
	7166405
	7166500
	7166508
	7171478

	05-NOV-2009
	7104176
	7107365
	7136966
	7167549
	7167617
	7167618
	7167619
	7167620
	7167622
	7167623
	7167624
	7167625
	7167626
	7167632
	7167633
	7167634
	7167635
	7167637
	7167639
	7167643
	7167644
	7167647
	7167648
	7167649
	7167651
	7167652
	7167653
	7167655
	7173062
	7173158

	06-NOV-2009
	7125794
	7146568
	7165332
	7168728
	7168790
	7168792
	7168793
	7168794
	7168795
	7168796
	7168797
	7168798
	7168799
	7168800
	7168802
	7168803
	7168804
	7168806
	7168809
	7168812
	7168813
	7168814
	7168815
	7168816
	7168817
	7168819
	7168820
	7168821
	7168822
	7168823
	7168824
	7168825
	7168826
	7168827
	7168828
	7169232
	7175584

	09-NOV-2009
	6681323
	6985240
	7041278
	7087506
	7123733
	7125802
	7125823
	7132604
	7143439
	7170389
	7170390
	7170393
	7170481
	7170484
	7170485
	7170486
	7170487
	7170488
	7170491
	7170492
	7170493
	7170494
	7170495
	7170496
	7170497
	7170499
	7170500
	7170502
	7170504
	7170505
	7170506
	7170507
	7170508
	7170509
	7170510
	7170511
	7170513
	7170514
	7170516
	7170517
	7170518
	7170519
	7170520
	7170521
	7170524
	7170526
	7170527
	7170528
	7170530
	7170531
	7170532
	7170538
	7170540
	7170541
	7170543
	7170544
	7170545
	7170546
	7170547
	7170548
	7170549
	7170550
	7170551
	7170552
	7170553
	7170556
	7170557
	7170578
	7170579
	7170580
	7170582
	7170583
	7170584
	7170585
	7170586
	7170588
	7170589
	7170591
	7170592
	7170593
	7170594
	7170595
	7170596
	7170598
	7170599
	7170600
	7170601
	7170604
	7170605
	7170608
	7170609
	7175751
	7176727
	7250947

	10-NOV-2009
	7111107
	7171727
	7171728
	7171729
	7171730
	7171731
	7171732
	7172778
	7186587

	11-NOV-2009
	6736967
	7103128
	7136934
	7152262
	7171682
	7171689
	7173387
	7173555
	7179078

	12-NOV-2009
	7109637
	7113589
	7117094
	7123799
	7125718
	7139461
	7139463
	7144566
	7146540
	7173543
	7174514
	7174515
	7174518
	7174520
	7174522
	7174523
	7174525
	7174526
	7174527
	7174528
	7174529
	7174530
	7174531
	7174532
	7174533
	7174534
	7174535
	7174536
	7174538
	7174540
	7174541
	7174542
	7174543
	7174545
	7174546
	7174547
	7174555
	7174557
	7174558
	7174559
	7174560
	7174561
	7174562
	7174563
	7174565
	7174566
	7174567

	13-NOV-2009
	7065052
	7067331
	7103135
	7124527
	7130846
	7132535
	7136102
	7144565
	7146537
	7146632
	7164203
	7171693
	7173553
	7176284
	7176285
	7176286
	7176287
	7176294
	7176295
	7176297
	7176298
	7176301
	7176302
	7176303
	7176305
	7176306
	7176307
	7176308
	7176309
	7176311
	7176314
	7176320
	7176321
	7176324
	7176330
	7176331
	7176335
	7176337
	7176350
	7176546
	7179615
	7179850
	7179925

	16-NOV-2009
	6789952
	6924644
	7067290
	7107191
	7114857
	7123698
	7125868
	7132598
	7141952
	7144765
	7144792
	7147284
	7176283
	7177655
	7177670
	7177672
	7177676
	7177677
	7177680
	7177879
	7177880
	7177881
	7177884
	7177885
	7177886
	7177888
	7177891
	7177894
	7177895
	7177896
	7177897
	7177901
	7177902
	7177903
	7177904
	7177905
	7177907
	7177909
	7177910
	7177911
	7177912
	7177914
	7177915
	7177916
	7177917
	7177919
	7177923
	7177924
	7177925
	7177926
	7177928
	7177929
	7177930
	7177931
	7177934
	7177935
	7177937
	7177938
	7177939
	7177940
	7177941
	7177942
	7177943
	7177945
	7177946
	7177947
	7177948
	7177949
	7177950
	7177951
	7177952
	7177953
	7177954
	7177955
	7177956
	7177958
	7177959
	7177960
	7177961
	7177962
	7177963
	7177966
	7177967
	7177968
	7177969
	7177970
	7177972
	7177974
	7177975
	7177976
	7177977
	7177978
	7180795
	7180858
	7180859
	7180872

	17-NOV-2009
	6850031
	7139451
	7139488
	7146615
	7154178
	7165335
	7178708
	7178719
	7178738
	7178740
	7178744
	7182726

	19-NOV-2009
	7029347
	7057275
	7080521
	7114881
	7130720
	7130872
	7131013
	7132766
	7132767
	7133814
	7152265
	7153350
	7155422
	7181105
	7181107
	7181109
	7181110
	7181111
	7181112
	7181113
	7181115
	7181116
	7181117
	7181119
	7181120
	7181121
	7181152
	7181153
	7181154
	7181155
	7181156
	7181161
	7181162
	7181163
	7181164
	7181165
	7181166
	7181168
	7181172
	7181173
	7181174
	7181175
	7181176
	7181177
	7181178
	7181179
	7181180
	7181181
	7181182
	7181183
	7181186
	7181187
	7181188
	7181190
	7181194
	7181200
	7181217
	7181318
	7185022

	20-NOV-2009
	6980499
	7099178
	7139398
	7139498
	7141963
	7141978
	7180013
	7180014
	7182537
	7182538
	7182540
	7182541
	7182542
	7182543
	7182545
	7182550
	7182551
	7182552
	7182553
	7182554
	7182555
	7182556
	7182561
	7182562
	7182563
	7182564
	7182565
	7182566
	7182567
	7182569
	7182570
	7182574
	7182578
	7182579
	7182580
	7182581
	7182582
	7182585
	7182586
	7182587
	7182589
	7182590
	7182591
	7182592
	7182593
	7182594
	7182596
	7182598
	7182599
	7182600
	7182601
	7182603
	7182604
	7182605
	7182606
	7182836
	7182876
	7182888
	7186260
	7971527

	23-NOV-2009
	6553670
	6861118
	7058247
	7107385
	7136945
	7139431
	7155394
	7184296
	7184301
	7184302
	7184303
	7184307
	7184308
	7184309
	7184311
	7184315
	7184316
	7184318
	7184319
	7184320
	7184321
	7184322
	7184323
	7184324
	7184327
	7184328
	7184329
	7184332
	7184333
	7184335
	7184336
	7184337
	7184343
	7184344
	7184345
	7184346
	7184348
	7184350
	7184351
	7184356
	7184357
	7184359
	7184360
	7184361
	7184362
	7184363
	7184364
	7184369
	7184370
	7184371
	7184373
	7184374
	7184375
	7184376
	7184380
	7184381
	7184382
	7184383
	7184385
	7184386
	7184387
	7184388
	7184389
	7184400
	7184402
	7184404
	7184405
	7184406
	7184407
	7184408
	7184411
	7184413
	7184415
	7184416
	7184417
	7184418
	7184596
	7188171
	7188911
	7189611
	7191720
	7300673

	24-NOV-2009
	6842019
	7050698
	7107192
	7132763
	7133665
	7153372
	7159026
	7162887
	7182838
	7184572
	7184594
	7186767
	7186769
	7186779
	7186781
	7186782
	7186785
	7186787
	7186788
	7186789
	7186962
	7186966
	7186968
	7186973
	7186979
	7186982
	7186983
	7186985
	7186986
	7186997
	7187002
	7187004
	7187008
	7187009
	7201461

	25-NOV-2009
	7107197
	7182752
	7189092
	7196305
	7197329

	27-NOV-2009
	7050680
	7117113
	7130912
	7142038
	7151055
	7152286
	7171687
	7171691
	7182840
	7190898
	7190900
	7190902
	7190907
	7190916
	7190946
	7190952
	7190954
	7190955
	7190956
	7190960
	7190965
	7190966
	7190967
	7190968
	7190969
	7190970
	7190971
	7190972
	7190973
	7190975
	7190977
	7190979
	7190980
	7190981
	7190983
	7190984
	7190986
	7190987
	7190988
	7190989
	7190991
	7190993
	7190994
	7190997
	7190998
	7191001
	7191002
	7191003
	7191004
	7191007
	7191009
	7191011
	7191012
	7191013
	7191015
	7191019
	7191021
	7191022

	30-NOV-2009
	6926943
	7124556
	7149558
	7177889
	7177957
	7193805
	7193813
	7193815
	7193816
	7193817
	7193818
	7193819
	7193820
	7193822
	7193824
	7193825
	7193826
	7193827
	7193828
	7193829
	7193830
	7193831
	7193832
	7193833
	7193834
	7193835
	7193836
	7193837
	7193838
	7193839
	7193840
	7193842
	7193843
	7193845
	7193846
	7193847
	7193848
	7193849
	7193850
	7193851
	7193852
	7193854
	7193856
	7193857
	7193858
	7193859
	7193860
	7193862
	7193863
	7193864
	7193865
	7193867
	7193868
	7193869
	7193870
	7193871
	7193872
	7193873
	7193875
	7193876
	7193877
	7193878
	7193879
	7193880
	7193881
	7193882
	7193883
	7193887
	7193889
	7193899
	7193938
	7193939
	7198952

	01-DEC-2009
	7152284
	7199601

	02-DEC-2009
	6812317
	6881686
	7025466
	7033017
	7045148
	7103124
	7170398
	7196612
	7196614
	7196713
	7196741
	7196743
	7196746

	03-DEC-2009
	6892976
	7177689
	7193941
	7198002
	7198003
	7198005
	7198044
	7198045
	7198046
	7198048
	7198049
	7198055
	7198056
	7198057
	7198058
	7198060
	7198061
	7198064
	7198068
	7198069
	7198070
	7198071
	7198072
	7198073
	7198076
	7198080
	7198081
	7198085
	7198086
	7198087
	7198088
	7210197

	04-DEC-2009
	6910886
	7164199
	7166509
	7200125
	7200127
	7200128
	7200129
	7200131
	7200132
	7200138
	7200139
	7200140
	7200141
	7200142
	7200145
	7200146
	7200147
	7200148
	7200149
	7200150
	7200151
	7200152
	7200154
	7200155
	7200157
	7200158
	7200160
	7200161
	7200163
	7200164
	7200165
	7200166
	7200167
	7200168
	7200169
	7200170
	7200171
	7200172
	7203808
	7250956

	07-DEC-2009
	7142017
	7149546
	7152293
	7186780
	7202147
	7202150
	7202152
	7202153
	7202154
	7202155
	7202156
	7202157
	7202160
	7202171
	7202172
	7202174
	7202176
	7202177
	7202178
	7202179
	7202182
	7202183
	7202184
	7202185
	7202186
	7202187
	7202188
	7202189
	7202190
	7202195
	7202196
	7202197
	7202198
	7202199
	7202200
	7202201
	7202202
	7202203
	7202204
	7202205
	7202206
	7202208
	7202209
	7202210
	7202211
	7202212
	7202213
	7202217
	7202218
	7202219
	7202220
	7202221
	7202222
	7202223
	7202224
	7202225
	7202226
	7202228
	7202231
	7202232
	7202233
	7202234
	7202235
	7202236
	7202237
	7202249
	7202250
	7202251
	7202252
	7202256
	7202257
	7202258
	7206305
	7206306
	7206309
	7206319
	7206362

	08-DEC-2009
	7201974
	7204345
	7209670
	7211943

	09-DEC-2009
	6979393
	7151067
	7171681
	7177650
	7206396
	7206398

	10-DEC-2009
	6785756
	6868025
	6948337
	6950967
	7064133
	7076642
	7102099
	7123868
	7161653
	7193785
	7209907
	7209908
	7209909
	7209910
	7209911
	7209912
	7209913
	7209914
	7209915
	7209917
	7209918
	7209921
	7209922
	7209923
	7209924
	7209926
	7209930
	7209932
	7209933
	7209935
	7209937
	7209938
	7209939
	7209940
	7209942
	7209943
	7209945
	7209946
	7213389

	11-DEC-2009
	7057268
	7059481
	7136103
	7144519
	7166512
	7198419
	7212570
	7212592
	7212593
	7212594
	7212595
	7212596
	7212597
	7212598
	7212599
	7212600
	7212601
	7212604
	7212609
	7212610
	7212611
	7212612
	7212613
	7212614
	7212616
	7212617
	7212618
	7212619
	7212620
	7212621
	7212622
	7212624
	7212626
	7219030
	7219072
	7219094
	7219155
	7219157

	14-DEC-2009
	6835670
	6925436
	7026561
	7066349
	7066352
	7098110
	7107176
	7139480
	7143438
	7155114
	7156294
	7164370
	7170590
	7173552
	7177671
	7177679
	7206381
	7214192
	7214194
	7214195
	7214196
	7214197
	7214199
	7214201
	7214202
	7214203
	7214204
	7214205
	7214206
	7214208
	7214209
	7214210
	7214213
	7214215
	7214218
	7214219
	7214222
	7214223
	7214225
	7214226
	7214228
	7214230
	7214232
	7214235
	7214236
	7214237
	7214238
	7214239
	7214240
	7214241
	7214242
	7214245
	7214246
	7214247
	7214249
	7214250
	7214251
	7214252
	7214253
	7214255
	7214256
	7214257
	7214258
	7214259
	7214260
	7214261
	7214264
	7214265
	7214266
	7214267
	7214268
	7214269
	7214270
	7214271
	7214272
	7214274
	7214277
	7214283

	15-DEC-2009
	7103125
	7152176
	7155115
	7170397
	7200035
	7209852
	7218208
	7218236
	7222685
	7222895
	7223036

	16-DEC-2009
	6774991
	7144568
	7149583
	7159024
	7168741
	7168807
	7176296
	7182602
	7214275
	7218244
	7219498
	7220353
	7220361
	7232058

	17-DEC-2009
	6959831
	7154170
	7164193
	7200159
	7214287
	7221367
	7221370
	7221372
	7221373
	7221374
	7221375
	7221376
	7221378
	7221381
	7221382
	7221383
	7221384
	7221386
	7221388
	7221389
	7221390
	7221391
	7221393
	7221394
	7221395
	7221396
	7221399
	7221402
	7221403
	7225674

	18-DEC-2009
	6783272
	7125714
	7132362
	7154169
	7155113
	7163113
	7189095
	7190890
	7222934
	7222948
	7222953
	7222999
	7223000
	7223002
	7223004
	7223005
	7223011
	7223012
	7223014
	7223015
	7223016
	7223017
	7223018
	7223019
	7223020
	7223021
	7223023
	7223024
	7223025
	7223026
	7223027
	7223030
	7223032
	7223033
	7223034

	21-DEC-2009
	6980513
	7086499
	7087585
	7125715
	7139481
	7151064
	7155431
	7158011
	7158015
	7158017
	7163133
	7164295
	7166404
	7167650
	7168791
	7170525
	7194977
	7220355
	7223963
	7223967
	7223971
	7224218
	7224225
	7224226
	7224228
	7224229
	7224230
	7224232
	7224233
	7224234
	7224235
	7224236
	7224238
	7224239
	7224240
	7224241
	7224242
	7224244
	7224245
	7224246
	7224247
	7224248
	7224249
	7224250
	7224251
	7224252
	7224253
	7224254
	7224255
	7224258
	7224259
	7224260
	7224264
	7224265
	7224266
	7224267
	7224269
	7224270
	7224271
	7224275
	7224276
	7224277
	7224278
	7224279
	7224280
	7224281
	7224284
	7224285
	7224288
	7224295
	7224297
	7224299
	7224301
	7224303
	7224304
	7224308
	7224311
	7224313
	7224314
	7224325
	7228401

	22-DEC-2009
	7168731
	7177659
	7225885
	7225886
	7225904
	7226490
	7226491
	7226495
	7227093

	23-DEC-2009
	7160625
	7193866
	7228746
	7228800
	7228802
	7228803
	7228804
	7228805
	7232547
	7971529

	24-DEC-2009
	7230526
	7230527
	7230529
	7230530
	7230531
	7230533
	7230534
	7230535
	7230536
	7230537
	7230538
	7230540
	7230541
	7230542
	7230545
	7230546
	7230547
	7230549
	7230550
	7230551
	7230552
	7230553
	7230554
	7230555
	7230556
	7230557
	7230558
	7230559
	7230560
	7230561

	25-DEC-2009
	7129063
	7132773
	7158021
	7159055
	7163129
	7164195
	7166386
	7176348
	7178743
	7178746
	7182588
	7184310
	7193808
	7230587
	7230591
	7230592
	7230593
	7230594
	7230595
	7230596
	7230597
	7230598
	7230601
	7230602
	7230603
	7230604
	7230606
	7230607
	7230609
	7230610
	7230611
	7230612
	7230613
	7230614
	7230616
	7230617
	7230621
	7230622
	7230623

	28-DEC-2009
	6871716
	6919014
	6948269
	7139487
	7168730
	7176344
	7186976
	7186996
	7187003
	7197994
	7200032
	7218245
	7223943
	7231095
	7231164
	7231165
	7231166
	7231167
	7231168
	7231169
	7231170
	7231171
	7231172
	7231173
	7231174
	7231175
	7231177
	7231179
	7231180
	7231181
	7231182
	7231183
	7231184
	7231185
	7231186
	7231187
	7231188
	7231193
	7231194
	7231195
	7231196
	7231197
	7231198
	7231199
	7233546

	29-DEC-2009
	6910868
	7128735
	7130723
	7164206
	7232389
	7232390
	7232391
	7232392
	7232394
	7232395
	7232406
	7232414
	7235808
	7236017

	30-DEC-2009
	7029288
	7166502
	7233792

	31-DEC-2009
	6720007
	7142026
	7235139
	7235140
	7235141
	7235142
	7235143
	7235144
	7235147
	7235148
	7235149
	7235150
	7235152
	7235154
	7235157
	7235158

	04-JAN-2010
	6720448
	6737981
	6930807
	6945203
	7044049
	7155413
	7156300
	7164361
	7164364
	7164369
	7170554
	7173547
	7177651
	7186984
	7214280
	7218237
	7236050
	7236055
	7236057
	7236060
	7236062
	7236063
	7236066
	7236069
	7236070
	7236072
	7236073
	7236080
	7236081
	7236082
	7236083
	7236084
	7236087
	7236088
	7236090
	7236091
	7236092
	7236093
	7236094
	7236095
	7236096
	7236097
	7236098
	7236099
	7236100
	7236101
	7236102
	7236103
	7236105
	7236106
	7236108
	7236109
	7236110
	7236111
	7236112
	7236113
	7236114
	7236115
	7236116
	7236119
	7236122
	7236123
	7236124
	7236125
	7236126
	7236127
	7236128
	7236129
	7236131
	7236135
	7236136
	7236137
	7236138
	7236140
	7236141
	7236142
	7236143
	7236144
	7236145
	7236146
	7236147
	7236148
	7236150
	7238798

	05-JAN-2010
	6971255
	7095321
	7124532
	7196750
	7236991
	7236992
	7236994
	7236995
	7237114
	7237121
	7237125
	7238773

	06-JAN-2010
	7170376
	7170378
	7171692
	7224289
	7238188
	7238191
	7238198
	7238199
	7238208
	7238217
	7238237
	7238242
	7241308

	07-JAN-2010
	6948322
	7184401
	7239016
	7239017
	7239018
	7239020
	7239021
	7239023
	7239024
	7239025
	7239026
	7239028
	7239029
	7239030
	7239032
	7239033
	7239034
	7239035
	7239036
	7239037
	7243224
	7243322
	7250965

	08-JAN-2010
	7045622
	7229475
	7240335
	7240363
	7240364
	7240365
	7240366
	7240367
	7240368
	7240369
	7240371
	7240372
	7240374
	7240375
	7240376
	7240377
	7240378
	7240379
	7240380
	7240383
	7240385
	7240386
	7244446
	7244619
	7334741

	11-JAN-2010
	7036848
	7166498
	7166506
	7181114
	7241625
	7241627
	7241628
	7241641
	7241651
	7245521

	12-JAN-2010
	7087511
	7142010
	7146599
	7156272
	7159023
	7164306
	7177887
	7177892
	7177906
	7186768
	7209931
	7212606
	7219510
	7242990
	7243136
	7243137
	7243138
	7243139
	7243140
	7243141
	7243142
	7243143
	7243144
	7243145
	7243148
	7243149
	7243151
	7243152
	7243156
	7243157
	7243158
	7243161
	7243162
	7243163
	7243167
	7243168
	7243169
	7243170
	7243172
	7243173
	7243174
	7246716
	7248543

	13-JAN-2010
	7149589
	7244269
	7244277
	7244281
	7247911

	14-JAN-2010
	7170529
	7245751
	7245752
	7245753
	7245754
	7245755
	7245756
	7245757
	7245758
	7245759
	7245760
	7245761
	7245762
	7245763
	7245764
	7245765
	7245767
	7245768
	7245769
	7245770
	7245771
	7245772
	7245773
	7245774
	7245775
	7245776
	7245777
	7245778
	7246205
	7246206
	7246269
	7250783

	15-JAN-2010
	7164303
	7209857
	7218247
	7224293
	7231096
	7246828
	7246829
	7246830
	7246908
	7247590
	7334749

	18-JAN-2010
	6684944
	6963705
	7157774
	7168725
	7168742
	7177908
	7178745
	7186784
	7186786
	7189096
	7191014
	7194980
	7194983
	7196615
	7202254
	7212572
	7223006
	7224237
	7225888
	7230605
	7230615
	7236104
	7248072
	7248157
	7248158
	7248161
	7248162
	7248165
	7248166
	7248167
	7248168
	7248171
	7248172
	7248173
	7248174
	7248176
	7248177
	7248179
	7248180
	7248183
	7248187
	7248188
	7248189
	7248190
	7248191
	7248194
	7250960

	19-JAN-2010
	7103134
	7142009
	7170386
	7181118
	7182539
	7184403
	7214198
	7232393
	7249022
	7249027
	7249071
	7249072
	7249073
	7249074
	7249075
	7249076
	7249077
	7249078
	7249084
	7249085
	7249086
	7249087
	7249088
	7249089
	7249091
	7249093
	7249094
	7249095
	7249097
	7249099
	7251403

	20-JAN-2010
	7153309
	7186998
	7236223
	7249627
	7249987
	7249989
	7250001
	7252845
	7253026

	21-JAN-2010
	6906845
	6950923
	7200144
	7241622
	7251514
	7251515
	7251540
	7251542
	7251543
	7251544
	7251563

	22-JAN-2010
	7173544
	7223956
	7238993
	7252452
	7252562

	25-JAN-2010
	7171685
	7222139
	7224306
	7231094
	7248160
	7254411
	7255092
	7255095
	7255096
	7255097
	7255104
	7255105
	7255107
	7255108
	7255113
	7255114
	7255115
	7255116
	7255117
	7255118
	7255119
	7255120
	7255121
	7255123
	7255124
	7255125
	7255126
	7255127
	7255128
	7255129
	7255130
	7255131
	7255132
	7255133
	7255137
	7255139
	7255140
	7255141
	7255142
	7255144
	7255145
	7255146
	7255148
	7255150
	7255151
	7255156
	7255177
	7255187
	7255191

	26-JAN-2010
	7228744
	7256534
	7256535
	7256536
	7256554
	7256555
	7256558
	7267484
	7268255

	27-JAN-2010
	7246909
	7257840
	7267349

	28-JAN-2010
	7155434
	7189091
	7218238
	7231097
	7256542
	7257845
	7257847
	7258901
	7259265
	7259268
	7259279
	7259299
	7268522

	29-JAN-2010
	7260819
	7260825
	7260839
	7260849
	7260851
	7260852
	7260853
	7270159
	7270473
	7270488
	7301208

	01-FEB-2010
	7085236
	7123839
	7156222
	7162886
	7182575
	7184593
	7226214
	7228747
	7237124
	7238250
	7241644
	7241650
	7252459
	7266685
	7266686
	7266689
	7266690
	7266692
	7266693
	7266694
	7267242
	7267246
	7267274
	7267275
	7271581
	7271642
	7271687
	7271840
	7271933
	7288562
	7306065

	02-FEB-2010
	7197996
	7274564

	03-FEB-2010
	7025663
	7035512
	7224231
	7230619
	7230620
	7232413
	7233912
	7236998
	7238243
	7238249
	7259276
	7269367
	7269368
	7269369
	7269370
	7269371
	7269372
	7269376
	7269377
	7269379
	7269380
	7269381
	7269388
	7269396
	7269398
	7269400

	04-FEB-2010
	6905756
	6927988
	7165337
	7182857
	7214263
	7246915
	7270275
	7270276
	7270277
	7270281
	7270283
	7270284
	7270285
	7270286
	7277252
	7277978

	05-FEB-2010
	7134852
	7144563
	7168749
	7189102
	7212571
	7224282
	7271962
	7271963
	7271964
	7271965
	7271966
	7271967
	7271970
	7271971
	7271972
	7271973
	7271989
	7271993

	08-FEB-2010
	7150922
	7165336
	7166499
	7214262
	7231099
	7236209
	7238985
	7244303
	7266687
	7268108
	7272684
	7272685
	7272688
	7272691
	7272692
	7272693
	7272695
	7272696
	7272697
	7272698
	7272699
	7272702
	7272703
	7272704
	7272705
	7272707
	7272709
	7272710
	7272711
	7272712
	7272713
	7272714
	7272715
	7272716
	7272717
	7272718
	7272721
	7272733
	7272734
	7273300
	7273301
	7273345
	7273366
	7273368
	7278218

	09-FEB-2010
	7273728
	7273729
	7273741
	7273992
	7279088

	10-FEB-2010
	7197995
	7274947
	7274948
	7274966
	7274970

	11-FEB-2010
	7202159
	7223028
	7230625
	7275564
	7275565
	7275566
	7275567
	7275570
	7276340
	7276341
	7276342
	7276343
	7276345
	7280248
	7280346

	12-FEB-2010
	6991104
	7067291
	7151023
	7165341
	7182883
	7197735
	7220347
	7268107
	7276647
	7276648
	7276650
	7276651
	7276652
	7276653
	7276654
	7276655
	7276656
	7276662
	7276664
	7276668
	7277796
	7277797
	7277798
	7277800

	13-FEB-2010
	7284954
	7286066
	7334756

	15-FEB-2010
	7193886
	7212627
	7230589
	7243175
	7255155
	7278318
	7278320
	7278321
	7278322
	7278323
	7278324
	7278325
	7278326
	7278327
	7278328
	7278330
	7278331
	7278332
	7278333
	7278334
	7278335
	7278336
	7278337
	7278338
	7278339
	7278340
	7278341
	7278342
	7278344
	7278346
	7278347
	7278349
	7278350
	7278351
	7278352
	7278353
	7278354
	7278355
	7278356
	7278357
	7278542
	7300671

	16-FEB-2010
	6956427
	7279073
	7286464
	7286479

	17-FEB-2010
	7049394
	7281231
	7288665
	7289432

	18-FEB-2010
	7033012
	7255176
	7255199
	7281230
	7283714
	7283715
	7283716
	7283718
	7283719
	7283721
	7283722
	7283723
	7283724
	7283725
	7283727
	7283728
	7283737
	7283738
	7283747
	7283749
	7283750
	7283751
	7283752
	7283757
	7283758
	7283759
	7283760
	7283761
	7283762
	7283786
	7283793
	7290284
	7291398
	7291734
	7334757

	19-FEB-2010
	7273319
	7285126
	7285130
	7285148
	7295255

	22-FEB-2010
	7146623
	7148433
	7267244
	7287627
	7287633
	7287634
	7287637
	7287644
	7287648

	23-FEB-2010
	7240334
	7251453
	7260829
	7285134
	7289737
	7289738
	7299284
	7299408
	7299450
	7299688
	7299690
	7299942

	24-FEB-2010
	7283717
	7291945

	25-FEB-2010
	7212565
	7226494
	7259272
	7276665
	7285141
	7289740
	7289743
	7291922
	7293931
	7293943
	7293946
	7293979
	7294444
	7303568
	7303583

	26-FEB-2010
	7248185
	7252461
	7259297
	7260820
	7295511
	7295512
	7295513
	7295523
	7295525
	7295526
	7295529
	7295532
	7295533
	7295535
	7295536
	7295541
	7296531

	01-MAR-2010
	6916648
	7299858
	7300190
	7300649
	7306175

	02-MAR-2010
	7299854
	7307568

	03-MAR-2010
	7309204

	04-MAR-2010
	7310585
	7312161

	05-MAR-2010
	6514883
	6649371
	6698392
	6725542
	6737023
	6737057
	6738054
	6746128
	6750106
	6754876
	6758828
	6762419
	6766738
	6781978
	6789120
	6789903
	6792231
	6794429
	6794461
	6820570
	6820582
	6838976
	6866946
	6946724
	6958688
	7156274
	7240381
	7249092
	7255106
	7276649
	7306300
	7306520
	7306548
	7310598
	7310620
	7317539

	07-MAR-2010
	6726856
	6740681
	6754870
	6788905
	6795380
	6795381
	6838905
	6838909
	6867994
	6900249
	6905777
	6933572
	6957608
	6963540
	6973583
	6977079
	6977080
	6978366
	6986589
	6988726
	6996651
	7010808
	7010978
	7015907
	7036849
	7041276
	7041277
	7053571
	7059424
	7102145
	7104148
	7113675
	7116007
	7125796
	7160611
	7182874
	7190985
	7255158

	08-MAR-2010
	7116006
	7182863
	7266696
	7269393
	7273725
	7306526
	7306554
	7307896
	7307898
	7307899
	7307905
	7307906
	7308108
	7314279
	7314286
	7314344

	09-MAR-2010
	6731644
	7226492
	7226493
	7248193
	7267243
	7272724
	7306521
	7306536
	7306540
	7306582
	7307723
	7307724
	7307727
	7307926
	7309033
	7309040
	7309048

	10-MAR-2010
	6779673
	7151041
	7165327
	7206375
	7244270
	7276660
	7278544
	7295510
	7295528
	7311109
	7311111
	7311125
	7311126
	7311127
	7319317
	7319320

	11-MAR-2010
	7166501
	7173546
	7228750
	7260854
	7314560
	7314564
	7314566
	7314569
	7314570
	7314583
	7314589

	12-MAR-2010
	7276680
	7279514
	7287631
	7287632
	7317552
	7317683
	7317685
	7321515
	7322223
	7323389

	15-MAR-2010
	7223001
	7244271
	7256533
	7273731
	7285123
	7311110
	7319453
	7319456
	7319474
	7319475
	7325064

	16-MAR-2010
	7287626
	7306534
	7320991
	7323733
	7323764
	7323894
	7325095

	17-MAR-2010
	7186971
	7230618
	7238244
	7249101
	7250028
	7251541
	7252483
	7274949
	7278348
	7322292
	7322575
	7322578
	7322579
	7326550
	7326551

	18-MAR-2010
	6901568
	7197727
	7274977
	7322576
	7323376
	7323380
	7324104
	7324108
	7324109
	7324182
	7324187
	7324189
	7324190
	7324191
	7324195
	7341146
	7345657

	19-MAR-2010
	7249096
	7325187
	7325224
	7329097
	7330553
	7331500

	22-MAR-2010
	7326635
	7333312
	7333380
	7333408
	7334241
	7334310

	23-MAR-2010
	7306947
	7332457

	24-MAR-2010
	7144546
	7174846
	7243159
	7260835
	7329297
	7334607
	7335729
	7336264
	7347480

	25-MAR-2010
	7338696

	26-MAR-2010
	7306929
	7329294

	29-MAR-2010
	7155121
	7189103
	7223965
	7332717
	7332722
	7332724
	7332725
	7334576
	7334579
	7334584
	7334589
	7334594
	7334595
	7334596
	7334597
	7334598
	7334599
	7334600
	7334602
	7334603
	7334604
	7334605
	7335468
	7335469
	7341091
	7341800

	30-MAR-2010
	7197993
	7228758
	7230588
	7278375
	7283773
	7300651
	7309029
	7332935
	7334587
	7336191
	7336196
	7336198
	7336200
	7336202
	7336203
	7336207
	7336224
	7336225
	7336228
	7336229
	7336238
	7336239

	31-MAR-2010
	7334578
	7336193
	7338436
	7339081
	7339083
	7339994
	7341174
	7345236
	7345575

	01-APR-2010
	7017103
	7302202
	7340492
	7340493
	7340495
	7340497
	7340498
	7340506
	7348095

	05-APR-2010
	7102106
	7302204
	7322291
	7344327
	7344348
	7344349
	7344350
	7344351
	7344352
	7344353
	7344354
	7344355
	7344356
	7344357
	7344358
	7344359
	7344362
	7344363
	7349654

	06-APR-2010
	7244304
	7255200
	7269399
	7295530
	7306528
	7309030
	7314561
	7325189
	7336205
	7344325
	7344326
	7344329
	7344330
	7345592
	7345596
	7345613
	7345618
	7349370
	7349688

	07-APR-2010
	7180010
	7296114
	7336223
	7338437
	7345583
	7347367
	7347373
	7347379
	7347399
	7349526
	7971537

	08-APR-2010
	7348484
	7348504
	7348505
	7348507

	09-APR-2010
	7350590
	7355576
	7358500

	12-APR-2010
	7350082

	13-APR-2010
	7107180
	7220350
	7259261
	7259281
	7276667
	7278543
	7306569
	7315518
	7322294
	7350083
	7351895
	7353230
	7353240
	7353248
	7353354

	14-APR-2010
	7354511
	7354766
	7363970

	15-APR-2010
	7355569

	16-APR-2010
	7355559
	7356721
	7356728
	7356730
	7366368

	19-APR-2010
	6978432
	7293975
	7328297
	7353775
	7358332
	7358742
	7358743
	7358744
	7358745
	7358746

	20-APR-2010
	7332728

	21-APR-2010
	7236727
	7369494
	7369499

	22-APR-2010
	7113602
	7182837
	7324103
	7356718
	7356724
	7358334
	7361013
	7362385
	7362455
	7362457
	7362458

	23-APR-2010
	7363987
	7363988
	7363995
	7363999
	7364266
	7364267
	7364269
	7364273
	7364275
	7364966
	7364970

	26-APR-2010
	7162867
	7174516
	7176339
	7291919
	7302197
	7302200
	7325169
	7325188
	7325191
	7329292
	7334586
	7345580
	7356799
	7359624
	7362389
	7365570
	7365571
	7365572
	7365578
	7365579
	7365582
	7365977
	7365978
	7365985
	7371111
	7371590
	7371605

	27-APR-2010
	7034249
	7306571
	7373223
	7373231
	7374863
	7383621

	28-APR-2010
	7306542
	7368505
	7368506

	29-APR-2010
	7230627
	7323382
	7336214
	7377174

	30-APR-2010
	7059471
	7255143
	7283789
	7302201
	7364268
	7371484
	7371485
	7371486
	7371495
	7371497
	7371498
	7371499
	7371521
	7378426
	7391978
	7399083
	7614522

	03-MAY-2010
	6614486
	6688912
	6789273
	6789904
	6801022
	6826489
	6850030
	6866961
	6872583
	6901570
	6964869
	7049387
	7064132
	7076630
	7123768
	7130917
	7141991
	7164312
	7176316
	7191008
	7230528
	7373271
	7373273
	7373290
	7373889
	7373891
	7373906
	7373914
	7373952
	7373953
	7373954
	7381520

	04-MAY-2010
	7251454
	7371482
	7371491
	7371493
	7371509
	7373287
	7375782
	7375783
	7375786
	7375798
	7375810
	7375888
	7382830
	7382872

	05-MAY-2010
	6950906
	7174519
	7186783
	7241954
	7311120
	7358357
	7371494
	7376084
	7377597
	7377788
	7384236
	7384986
	7385660

	06-MAY-2010
	7345578
	7365583
	7371520
	7378568
	7378578
	7378721
	7378788
	7378789
	7378790
	7378792
	7387863
	7387873
	7388257

	07-MAY-2010
	6646179
	7320971
	7329295
	7339019
	7373286
	7380248
	7380250
	7380251
	7380259
	7380308
	7380961
	7380963
	7388374

	10-MAY-2010
	7225902
	7259266
	7266695
	7382230
	7382235
	7382246
	7382258
	7382259
	7382260
	7387418
	7389327
	7391004
	7392497

	11-MAY-2010
	7364710
	7380257
	7383207

	12-MAY-2010
	7256561
	7276659
	7287640
	7296113
	7307897
	7373276
	7383210
	7385380
	7392728
	7392819

	13-MAY-2010
	7223944
	7384645
	7384648
	7384657
	7384665
	7384666
	7385528
	7386206
	7386207
	7386210
	7386212
	7386214
	7386218
	7386608
	7386737
	7395360

	14-MAY-2010
	7072670
	7132342
	7250027
	7300084
	7386211
	7387600
	7387766
	7397055
	7397064
	7397075
	7397079

	17-MAY-2010
	7295520
	7358362
	7386219
	7387598
	7389150
	7389153
	7389178
	7389180
	7389343
	7389346
	7394896
	7395105
	7396659
	7405047
	7971603

	18-MAY-2010
	7398068
	7398779

	19-MAY-2010
	7196718
	7248064
	7249985
	7393328
	7393339
	7393342
	7393616
	7397074
	7398071

	20-MAY-2010
	7394012
	7394014
	7492150

	21-MAY-2010
	7285125
	7391796
	7392474
	7392484
	7395596
	7396220
	7402393

	24-MAY-2010
	7233907
	7240346
	7271992
	7279070
	7395319
	7397085
	7397086
	7397088
	7397091
	7397092
	7397095
	7397097
	7397100
	7397102
	7397103
	7397104
	7404568
	7406250

	25-MAY-2010
	7113595
	7364300
	7397082
	7398241
	7398248
	7398859

	26-MAY-2010
	7039495
	7276673
	7399851
	7399852
	7399857
	7399867
	7400447
	7407790
	7408793
	7408801

	27-MAY-2010
	7401316
	7401323
	7401625
	7410223

	28-MAY-2010
	7167472
	7387591
	7402592
	7402593
	7402596
	7402598
	7402599
	7402625
	7404140
	7404143
	7404144
	7404145
	7410427

	01-JUN-2010
	7241634
	7402594
	7402597
	7405137
	7405348
	7405406
	7405407
	7412525
	7413004
	7413119

	02-JUN-2010
	7295517
	7348474
	7361012
	7406641
	7503367

	03-JUN-2010
	7311123
	7320987
	7320990
	7323372
	7332729
	7334575
	7334588
	7340490
	7380247
	7415445

	04-JUN-2010
	7133659
	7278368
	7306546
	7324105
	7393330
	7395271
	7406638
	7409474

	07-JUN-2010
	7236231
	7320969
	7332938
	7336197
	7359614
	7371508
	7405360
	7406655
	7406659
	7411014
	7411016
	7411021
	7411022
	7411030
	7411032
	7417437
	7417668
	7417978
	7418115

	09-JUN-2010
	7373249

	10-JUN-2010
	7113603
	7249991
	7325166
	7325168
	7334601
	7336236
	7351838
	7389151
	7404142
	7406643
	7409482
	7412634
	7412637
	7415218
	7415228
	7415469

	11-JUN-2010
	7276346
	7291931
	7302198
	7306549
	7373248
	7380283
	7399849
	7416638
	7416642
	7416658
	7416662
	7416665
	7416668
	7416669
	7416670
	7416671
	7417287
	7417402
	7417403
	7417405
	7420492

	14-JUN-2010
	7248192
	7259271
	7293973
	7295542
	7344361
	7418003
	7418097
	7418102
	7424038
	7424045
	7424191

	15-JUN-2010
	7419701
	7425633

	16-JUN-2010
	7409470
	7420665
	7420694
	7420698
	7421280
	7425652
	7427181
	7427711

	17-JUN-2010
	7306480
	7319454
	7362456
	7387599
	7401297
	7405127
	7406645
	7418041
	7419440
	7420664
	7423406
	7423440
	7423441

	18-JUN-2010
	7293972
	7322574
	7424440
	7424447

	21-JUN-2010
	6948275
	7260850
	7274950
	7279071
	7280770
	7306532
	7334585
	7356722
	7356729
	7414009
	7424439
	7426007
	7426014
	7426021
	7426022
	7426030

	22-JUN-2010
	7356709
	7420692
	7427321
	7437275
	7437324
	7448191
	7450290
	7461850
	7461853

	23-JUN-2010
	7380249
	7424437
	7426017
	7427306
	7427309
	7428649

	24-JUN-2010
	7377056
	7378569
	7405417
	7427296
	7428631
	7428645
	7432053
	7434397
	7441282
	7614309

	25-JUN-2010
	7386227
	7399848
	7416650
	7435987
	7451629

	28-JUN-2010
	7411018
	7442352
	7442928
	7451560
	7614460

	29-JUN-2010
	7440659
	7441086
	7441636
	7441637
	7447435

	30-JUN-2010
	7437134
	7440662
	7440663
	7442136
	7442354
	7448248

	01-JUL-2010
	7378575
	7458104
	7537541
	7537548
	7537559
	7537564
	7537565

	02-JUL-2010
	7440650
	7440654
	7457467

	06-JUL-2010
	7371522
	7404517
	7406644
	7454448
	7464427
	7464453
	7490600

	07-JUL-2010
	7375847
	7448142
	7452742
	7452745
	7452756
	7461526
	7461569
	7469368

	08-JUL-2010
	7411017
	7415217
	7440657
	7452746
	7452752
	7453791
	7453792
	7453798
	7453799
	7453803
	7457920
	7458460

	09-JUL-2010
	6948319
	7177652
	7371487
	7371507
	7373289
	7389185
	7402622
	7452751
	7453807
	7455479
	7455481
	7455487
	7461331
	7461932
	7474883

	12-JUL-2010
	7157777
	7320968
	7365574
	7453815
	7455473
	7465274
	7465300
	7465302
	7465305
	7465380
	7465381
	7465386
	7465437
	7465450
	7465614
	7476122
	7501534

	13-JUL-2010
	7409472
	7465278
	7468998

	14-JUL-2010
	7293974
	7442857
	7453810
	7453813

	15-JUL-2010
	7369890
	7432057
	7442353
	7453958
	7455474
	7465272
	7465447
	7468971
	7472888
	7475962

	16-JUL-2010
	7283726
	7409476
	7452747
	7455484
	7479041
	7479080

	19-JUL-2010
	7170379
	7375797
	7393329
	7468969
	7468970
	7486574
	7486701
	7486704
	7486707
	7486708
	7486714

	20-JUL-2010
	7087343
	7369879
	7376083
	7376087
	7378570
	7386450
	7387769
	7389148
	7395270
	7395272
	7405147
	7415249
	7442134
	7472889
	7486702
	7486713
	7490056
	7490067
	7490097

	21-JUL-2010
	7152240
	7367065
	7369882
	7377078
	7389344
	7391192
	7402613
	7409483
	7416664
	7420691
	7427325
	7428648
	7455504
	7491380

	22-JUL-2010
	7285133
	7426034
	7479039
	7494519
	7494520
	7494522
	7494524
	7494549
	7504591

	23-JUL-2010
	7506696

	27-JUL-2010
	7246914
	7427289
	7491377
	7502648
	7514691
	7522543
	7529760

	28-JUL-2010
	7146605
	7187006
	7325178
	7397084
	7399868
	7399870
	7405408
	7479037
	7490063
	7498261
	7498262
	7498295
	7502643
	7504853
	7504855
	7504864
	7504984
	7505022
	7505044
	7505069
	7506057
	7506178

	29-JUL-2010
	7268106
	7426041
	7506179
	7507046
	7507067
	7528361

	30-JUL-2010
	7325164
	7427324
	7511763
	7511768

	02-AUG-2010
	7050753
	7114859
	7293977
	7295539
	7306519
	7416657
	7518575
	7518770
	7519298
	7519299
	7519634
	7532465
	7541169

	03-AUG-2010
	7323381
	7325176
	7336208
	7389357
	7393338
	7479035
	7506167
	7511733
	7511745
	7511749
	7518984
	7523149
	7523150
	7523151
	7523152
	7523153
	7523154
	7523156

	04-AUG-2010
	7236235
	7255159
	7291930
	7293980
	7299853
	7306550
	7306551
	7344368
	7351885
	7421278
	7425996
	7427311
	7453790
	7465289
	7490918
	7507834
	7511736
	7511738
	7511752
	7518977
	7527850
	7527857
	7527963
	7527964
	7527966
	7527967

	05-AUG-2010
	7416659
	7452750
	7479038
	7518972
	7518986
	7529539
	7538412

	06-AUG-2010
	7307729
	7531380
	7531381
	7531386
	7531387
	7531391

	09-AUG-2010
	7518990
	7531234
	7531250
	7533800
	7541914

	10-AUG-2010
	7198074
	7389152
	7398868
	7409466
	7531226
	7534508

	11-AUG-2010
	7186981
	7267254
	7267276
	7380282
	7411020
	7452757
	7472893
	7523096

	12-AUG-2010
	7260824
	7300186
	7377030
	7490066
	7531229
	7551609

	13-AUG-2010
	7540041
	7546275

	16-AUG-2010
	6906847
	7233904
	7356710
	7375831
	7399853
	7405409
	7406642
	7442133
	7442139
	7455475
	7465308
	7479040
	7502644
	7531278
	7536183
	7539442
	7542375
	7542383
	7542389
	7542401
	7542495
	7542496
	7542498
	7542499
	7542500
	7542501
	7542502
	7542503
	7542504
	7542506
	7542511
	7542513
	7542514
	7542515
	7542518
	7542524
	7542526
	7542527
	7542528
	7542531
	7542533
	7542534
	7542535
	7542538
	7542542
	7542543
	7542544
	7542547
	7542550
	7542552
	7542553
	7542554
	7542558
	7542559
	7542561
	7542562
	7542563
	7542564
	7542566
	7542570
	7542571
	7546266

	17-AUG-2010
	7332718
	7539443
	7543641
	7543647
	7543651
	7543659
	7548484

	18-AUG-2010
	7182740
	7241621
	7389149
	7393327
	7399856
	7404139
	7415255
	7465384
	7494523
	7494550
	7531311
	7531318
	7535053
	7535055
	7536184
	7537397
	7539445
	7540279
	7542379
	7542380
	7542402
	7542415
	7542510
	7545015
	7545018
	7545029
	7545902
	7545903
	7547663

	19-AUG-2010
	7042629
	7204357
	7321060
	7531280
	7536186
	7537224
	7543654
	7547095
	7547103
	7547104
	7547107
	7547125
	7547126
	7547130
	7547133
	7547135
	7547137

	20-AUG-2010
	7252449
	7276676
	7306514
	7324106
	7387593
	7490082
	7494539
	7533249
	7547897
	7547904
	7547906
	7547908
	7547910
	7547911
	7547914
	7547920
	7547921
	7548451
	7552844
	7553410
	7553429

	23-AUG-2010
	7278376
	7419441
	7453816
	7518973
	7542392
	7549436
	7549441
	7549444
	7549448
	7549789
	7549790
	7555696
	7556261

	24-AUG-2010
	7345625
	7424441
	7551337
	7551340
	7551371
	7551374
	7551376
	7551377
	7551379
	7551380
	7551384
	7551385
	7551386
	7552197
	7556583
	7556884

	25-AUG-2010
	7164202
	7409481
	7414007
	7420662
	7420696
	7420697
	7426000
	7552731
	7552735
	7552737
	7552739
	7552740
	7552741

	26-AUG-2010
	7409468
	7411019
	7554293
	7554301
	7554304
	7554305
	7554308
	7554787
	7554788
	7569027
	7569932

	27-AUG-2010
	7186964
	7356720
	7363986
	7426029
	7448143
	7556367
	7556370
	7556377
	7556381
	7556508

	30-AUG-2010
	7423444
	7428642
	7465379
	7542539
	7565921
	7565934
	7572407
	7572828

	31-AUG-2010
	7453804
	7536741
	7542540
	7567511
	7567512
	7567529
	7567531
	7567553
	7567555
	7567558
	7567879
	7568476
	7573017

	01-SEP-2010
	6603803
	6896622
	7356714
	7356719
	7380260
	7568480
	7569282
	7569290
	7569291
	7569292
	7569293
	7569294
	7569295
	7569296
	7569297
	7569300
	7570102
	7570110
	7573465

	02-SEP-2010
	7267245
	7359623
	7570614
	7575600
	7576846

	03-SEP-2010
	7486703
	7531313
	7536180
	7542387
	7572072
	7572074
	7572080
	7572087
	7572090
	7578380

	07-SEP-2010
	7533257
	7573907
	7573916
	7573921
	7573978
	7573981
	7574103
	7574788
	7574789
	7574790
	7574791
	7577035

	08-SEP-2010
	7260841
	7547922
	7575684
	7575687

	09-SEP-2010
	6431112
	7537398
	7547097
	7577335
	7578491
	7578741
	7578810
	7578821
	7579018
	7582952

	10-SEP-2010
	7397083
	7432022
	7453789
	7453839
	7465281
	7491067
	7506169
	7545905
	7556510
	7579574
	7579577
	7579596
	7579597
	7579598
	7579825
	7580045
	7586589

	13-SEP-2010
	7176315
	7397093
	7486705
	7575688
	7581953
	7581955
	7581956
	7582637
	7582639

	14-SEP-2010
	7382243
	7415232
	7535057
	7583112
	7583136
	7606124

	15-SEP-2010
	7507066
	7586578
	7586585
	7586733
	7587575
	7587576
	7599741
	7603357
	7604961

	16-SEP-2010
	7222951
	7259273
	7273991
	7344328
	7371496
	7373246
	7380254
	7405126
	7472908
	7490057
	7542376
	7588772
	7588858
	7588909
	8561852

	17-SEP-2010
	7256563
	7289736
	7468972
	7523082
	7542497
	7590417
	7590424
	7590682
	7590683
	7590684
	7606551

	18-SEP-2010
	7592632
	7592744
	7592764
	7592908
	7593001
	7593079
	7593110
	7593253
	7593268
	7593319
	7593541
	7593574
	7593827
	7593941
	7593999
	7594011
	7594170
	7594175
	7594179
	7594250

	20-SEP-2010
	7594442
	7594469
	7597259
	7608722

	21-SEP-2010
	7228807
	7552862
	7599418
	7599419
	7599420
	7599423
	7599424
	7599425
	7599428
	7599430
	7599832
	7606620
	7607720

	22-SEP-2010
	7279072
	7353312
	7455502
	7455505
	7455508
	7468974
	7507065
	7511766
	7539525
	7542557
	7547903
	7567523
	7601083
	7601644
	7610405

	23-SEP-2010
	7307726
	7506174
	7531316
	7539444
	7542507
	7554780
	7602513
	7602518
	7602519
	7602523
	7602524
	7602526
	7602528
	7602532
	7602533
	7602538
	7602539
	7602541
	7602575
	7621485
	7633637

	24-SEP-2010
	7414010
	7465280
	7542572
	7583135
	7588908
	7605027
	7605029
	7605033
	7605036
	7605221
	7605222

	27-SEP-2010
	7139483
	7283731
	7336235
	7345579
	7383205
	7418044
	7418048
	7453806
	7523081
	7523101
	7535056
	7542516
	7547131
	7606382
	7606849
	7606850
	7629842

	28-SEP-2010
	7551372
	7551373
	7572092
	7606379
	7606380
	7606381
	7609581
	7609583
	7609584
	7609585
	7609586
	7609589
	7609591
	7609593
	7609594
	7609595
	7609596
	7609597
	7609598
	7609599
	7609600
	7609601
	7609605
	7609606
	7609608
	7609609
	7609610
	7609748
	7609750
	7609753
	7609754
	7616856
	7616909
	7617432
	7630292
	7643358
	7644400

	29-SEP-2010
	7511734
	7511748
	7518985
	7523086
	7531245
	7567878
	7572070
	7574787
	7583122
	7589139
	7605117
	7606811
	7610995
	7610998
	7611000
	7611006
	7611023
	7611024
	7611025
	7611026
	7611028
	7611029
	7611030
	7611033
	7611034
	7611035
	7611037
	7611038
	7611039
	7611040
	7611041
	7611042
	7611043
	7612048
	7612050
	7612051
	7612060
	7612061
	7612062
	7612063
	7612071
	7612072
	7612073
	7612074
	7612075
	7612076
	7971606

	30-SEP-2010
	6946694
	7527849
	7572066
	7572084
	7599812
	7609749
	7612629
	7612631
	7612632
	7612634
	7612635
	7612636
	7612637
	7612638
	7612639
	7612643
	7612644
	7612645
	7612649
	7612650
	7612651
	7612653
	7612659
	7612660
	7612662
	7612663
	7612664
	7612665
	7612666
	7612667
	7612668
	7612669
	7612672
	7612673

	01-OCT-2010
	7472875
	7547101
	7578494
	7602542
	7613858
	7613859
	7613860
	7613863
	7613906
	7613907
	7613908
	7613909
	7613911
	7613912
	7613914
	7613915
	7613916
	7613917
	7613918
	7613920
	7613922
	7613924
	7613925
	7613926
	7613927
	7613929
	7613931
	7614046
	7614051
	7614283

	04-OCT-2010
	7491070
	7531392
	7574786
	7614724
	7614725
	7615233
	7615627
	7615628
	7615629
	7615630
	7615631
	7615632
	7615633
	7615634
	7615635
	7615640
	7615641
	7615642
	7615643
	7615644
	7615645
	7615646
	7615648
	7615649
	7615650
	7615651
	7615652

	05-OCT-2010
	7307730
	7378582
	7406639
	7616928
	7616939
	7617006
	7617007
	7617008
	7617009
	7617010
	7617011
	7617012
	7617014
	7617015
	7617016
	7617017
	7617018
	7617019
	7617020
	7617024
	7617025
	7617026
	7617027
	7617028
	7617029
	7617030
	7624870

	06-OCT-2010
	7345619
	7383219
	7491378
	7618265
	7618268
	7618285
	7618286
	7619345
	7628540

	07-OCT-2010
	7588907
	7601002
	7613878
	7619814
	7619827
	7620509
	7620511
	7620512
	7631646

	08-OCT-2010
	7130733
	7383211
	7453793
	7600634
	7613875
	7617806
	7618279
	7619831
	7621248
	7621249
	7621257
	7621259
	7621260
	7621261
	7621262
	7621263
	7621264
	7621265
	7621266
	7621267
	7621268
	7621270
	7621271
	7621272
	7621400
	7639808
	7752557

	11-OCT-2010
	7241636
	7612049
	7623229
	7623230
	7623232
	7623233
	7623234
	7623236
	7623237
	7623241
	7623242
	7623248
	7623249

	12-OCT-2010
	7293944
	7542568
	7556300
	7588757
	7588857
	7621163
	7624820
	7624844
	7624863
	7624864
	7624865
	7624866
	7624867
	7624868
	7624869
	7624878
	7624885
	7631554

	13-OCT-2010
	7612052
	7612059
	7612064
	7612083
	7626092
	7626093
	7626096
	7626103
	7637196
	7643366

	14-OCT-2010
	7628812
	7628814
	7628815
	7628816
	7628817
	7628820
	7628821
	7628823
	7628824

	15-OCT-2010
	7612084
	7662101
	7662365

	18-OCT-2010
	7423449
	7542384
	7618254
	7631669
	7631671
	7631674
	7631676
	7631681
	7631684
	7631687
	7631688
	7631689
	7631690
	7631692
	7631693
	7631694
	7631695
	7631696
	7631697
	7631699
	7632259
	7632260
	7632261
	7632263
	7632376
	7632377
	7632382
	7632387
	7632388
	7632391
	7632393
	7632397
	7632399
	7632401
	7632403
	7632414
	7632426
	7632427
	7632463
	7655087
	7655336
	7655830

	19-OCT-2010
	6964584
	7328320
	7518987
	7529540
	7539446
	7542046
	7556286
	7632405
	7632406
	7632408
	7632410
	7632420
	7632453
	7633368
	7633369
	7633370
	7633372
	7633374
	7633375
	7633381
	7633382
	7633383
	7633385
	7633389
	7633390

	20-OCT-2010
	7399869
	7586702
	7612065
	7613923
	7634562
	7634563
	7634564
	7634565
	7634566
	7634567
	7634568
	7634573
	7634575
	7634577
	7634578
	7634579
	7635247

	21-OCT-2010
	7635853
	7635855
	7635858
	7635863
	7635865
	7635867
	7635868
	7635873
	7635875
	7635876
	7660339

	22-OCT-2010
	7176326
	7259263
	7386209
	7542413
	7543648
	7545008
	7547108
	7549435
	7551349
	7556910
	7567521
	7572091
	7632418
	7633296
	7633301
	7634536
	7637220
	7637227
	7637233
	7637258
	7637275
	7637276
	7637283
	7637785
	7637793
	7637801
	7660945
	7660950
	7660975
	7660976
	7661968
	7661984
	7662319
	7662790

	25-OCT-2010
	7545000
	7619809
	7633302
	7634553
	7635890
	7639355

	26-OCT-2010
	7176345
	7545904
	7574104
	7577343
	7582181
	7606814
	7637236
	7638732
	7640230

	27-OCT-2010
	7347377
	7364274
	7465307
	7601645
	7639828
	7642451
	7664229
	7664484
	7664830
	7668149

	28-OCT-2010
	7161668
	7355565
	7364000
	7511764
	7543656
	7642415
	7642482
	7644349
	7644412
	7645560
	7645730
	7645772
	7646135
	7646388
	7646393
	7669985
	7678124
	7678129

	29-OCT-2010
	7136961
	7328374
	7391191
	7549434
	7646690
	7670354
	7670866

	30-OCT-2010
	7650845
	7651066

	01-NOV-2010
	7102142
	7181193
	7306556
	7397087
	7426009
	7542532
	7543643
	7554300
	7590404
	7613865
	7633865
	7637228
	7639866
	7651616
	7651621
	7651687
	7651689
	7651691
	7651692
	7651700
	7651701
	7651705
	7651708
	7651710
	7651711
	7651717
	7673854
	7677498

	02-NOV-2010
	6950978
	7032045
	7107389
	7168811
	7191016
	7230626
	7411015
	7653076
	7653923
	7653924
	7653925
	7653928
	7678357

	03-NOV-2010
	7143485
	7651619
	7654469
	7654985
	7654991
	7679608
	7679643

	04-NOV-2010
	7209929
	7252451
	7406647
	7423443
	7468968
	7511756
	7556311
	7580004
	7609745
	7652956
	7652961
	7652964
	7653059
	7654444
	7654454
	7654455
	7656143
	7656144
	7656145
	7656146
	7656148
	7656149
	7656152
	7656157
	7656158
	7656161
	7656162
	7656168
	7656278
	7656296
	7656303

	05-NOV-2010
	7245766
	7405133
	7426042
	7455506
	7461329
	7511767
	7632448
	7657468
	7657470
	7657472
	7657486
	7657492
	7657888
	7686588

	08-NOV-2010
	7071613
	7259298
	7309028
	7490101
	7542569
	7549438
	7609982
	7632467
	7653064
	7654451
	7654457
	7657386
	7657387
	7659803
	7659816
	7659975
	7659976
	7659977
	7659978
	7659979
	7659984
	7659985
	7659990
	7659992
	7659993
	7659994
	7659995
	7659996
	7659997
	7659998
	7660001
	7660002
	7660003
	7660009
	7660011
	7660013
	7660018
	7660030
	7660037
	7660042

	09-NOV-2010
	7059475
	7059478
	7084253
	7170396
	7306527
	7395323
	7423442
	7519296
	7527965
	7542546
	7632413
	7653599
	7657374
	7657381
	7657430
	7661200
	7661204
	7661241
	7661419
	7686744
	7688724
	7688747

	10-NOV-2010
	7133808
	7133813
	7570821
	7635899
	7653587
	7657427
	7657428
	7661213
	7662375
	7662397
	7662419
	7662451
	7663131
	7663133
	7685228

	11-NOV-2010
	7035518
	7104087
	7518971
	7543653
	7568479
	7568482
	7570108
	7570826
	7580003
	7589140
	7613855
	7628789
	7651623
	7653591
	7663996
	7664004
	7664035
	7664042
	7664043
	7664251
	7664705
	7691134

	12-NOV-2010
	6777998
	6991094
	7129042
	7171733
	7218209
	7398250
	7415242
	7452740
	7511762
	7523155
	7531388
	7542372
	7542390
	7542530
	7542536
	7542545
	7542548
	7547924
	7549791
	7632424
	7633866
	7634533
	7635866
	7665439
	7665440
	7665441
	7665444
	7665445
	7665446
	7665447
	7665448
	7665450
	7665451
	7665452
	7665453
	7665454
	7665455
	7665456
	7665457
	7665458
	7665459
	7665462
	7665463
	7665465
	7665466
	7665468
	7665469
	7665471
	7665472
	7665473
	7665476
	7665477
	7665478
	7665480
	7665483
	7665484
	7665485
	7666005
	7666028
	7666029
	7666032
	7666033

	15-NOV-2010
	7091193
	7222793
	7308106
	7363997
	7416661
	7432058
	7579562
	7580008
	7609582
	7613384
	7621149
	7633297
	7665352
	7667974
	7667975
	7667982
	7667987
	7667988
	7668006
	7668012
	7668030
	7693934
	7698951

	16-NOV-2010
	7283720
	7442131
	7547096
	7663090
	7668042
	7669945
	7670111

	17-NOV-2010
	7613385
	7667977
	7672312
	7672317
	7672336
	7672343
	7672344
	7672355

	18-NOV-2010
	6950922
	7426047
	7657376
	7661582
	7666025
	7666035
	7667983
	7673630
	7673633
	7673650
	7673654
	7673655
	7673671
	7673674
	7673677
	7673678
	7711907

	19-NOV-2010
	7623272
	7653051
	7662400
	7675874
	7676873
	7676874
	7711677
	7971608

	22-NOV-2010
	7143486
	7154256
	7235160
	7366212
	7505056
	7582599
	7588910
	7609828
	7609829
	7611004
	7614293
	7632416
	7634532
	7639839
	7642491
	7661679
	7677569
	7677571
	7677572
	7677578
	7677584
	7677589
	7677788
	7677789
	7677790
	7677791
	7677792
	7677793
	7677794
	7677795
	7677796
	7677797
	7677798
	7677800
	7677801
	7677802
	7677803
	7677804
	7677805
	7677806
	7677807
	7677808
	7677810
	7677811
	7677812
	7677813
	7677814
	7677815
	7677816
	7677817
	7677818
	7677819
	7677820
	7677821
	7677822
	7677823
	7677824
	7677825
	7677826
	7677828
	7677829
	7677830
	7677834
	7677835
	7677836
	7677837
	7677838
	7677839
	7677840
	7677844
	7677845
	7677846
	7677847
	7677848
	7677849
	7677850
	7677852
	7677853
	7677854
	7677855
	7677856
	7677857
	7677858
	7677859
	7677860
	7677861
	7677862
	7677863
	7677864
	7677865
	7677870
	7677871
	7677872
	7677873
	7677875
	7677877
	7677878
	7677879
	7677880
	7677881
	7677882
	7677883
	7677884
	7677888
	7677889
	7677890
	7678123
	7679200
	7713822
	7718768
	7720574
	7723785
	7723933

	23-NOV-2010
	7107398
	7416663
	7551885
	7565933
	7570825
	7613876
	7651608
	7654458
	7677851
	7679691
	7679711
	7679742
	7680151
	7723148
	7724444

	24-NOV-2010
	7007705
	7134876
	7151014
	7259295
	7634555
	7668038
	7672129
	7681542
	7681549
	7681555
	7681558
	7681591
	7681592
	7681593
	7681595
	7682523

	26-NOV-2010
	7621046
	7683753
	7683755

	30-NOV-2010
	7734308
	7825292

	02-DEC-2010
	7669907
	7690519
	7690525
	7690528
	7690542
	7739998
	7742369
	7766569
	7978174

	03-DEC-2010
	7690727
	7690730

	04-DEC-2010
	7692094
	7692196

	07-DEC-2010
	7696749

	08-DEC-2010
	7699815

	09-DEC-2010
	7281045
	7701341
	7752516

	10-DEC-2010
	7753210
	7753252

	15-DEC-2010
	7066781
	7711997
	7759827

	16-DEC-2010
	7757619
	7760153
	7760184

	17-DEC-2010
	7716952
	7760808
	7760868

	21-DEC-2010
	7766044
	7792773

	22-DEC-2010
	7728157

	23-DEC-2010
	7678071
	7735294
	7735296
	7736057
	7769060

	27-DEC-2010
	7734771
	7740109
	7740110
	7749540
	7772458

	28-DEC-2010
	7772181

	29-DEC-2010
	7742673
	7771860

	30-DEC-2010
	7581954
	7664252
	7665348
	7744238
	7744335
	7744766
	7777487
	7837081

	03-JAN-2011
	7788871

	04-JAN-2011
	7677597
	7747396
	7747455
	7774698
	7777257
	7788603

	05-JAN-2011
	7749292
	7777744
	7786057
	7791823

	06-JAN-2011
	7749967
	7749975
	7795859

	07-JAN-2011
	7633236
	7751470
	7751548

	10-JAN-2011
	7623228
	7753265
	7754614

	11-JAN-2011
	7755194
	7774671
	7800650

	12-JAN-2011
	7757842
	7757844
	7757845
	8056851

	13-JAN-2011
	7759292
	7801175

	14-JAN-2011
	7180020
	7690524
	7735117
	7757850
	7761448
	7803783
	7804167

	17-JAN-2011
	7762286

	18-JAN-2011
	7714510
	7748648
	7763350
	7763519
	7764320

	19-JAN-2011
	7764816
	7764818
	7765768
	7765769
	7766240
	7803114
	7805621
	7807470

	20-JAN-2011
	7766677
	7766679
	7767387
	7767388
	7767457
	7767522
	7805751

	21-JAN-2011
	7077926
	7634548
	7664005
	7768173
	7768206
	7768209
	7769102
	7769851
	7769857

	24-JAN-2011
	7770726
	7770727
	7770730
	7770742
	7770971
	7771946

	25-JAN-2011
	7663997
	7772893
	7810022

	26-JAN-2011
	7111272
	7727767
	7774277
	7774757

	27-JAN-2011
	7668041
	7680570
	7754941
	7776705
	7776852
	7776863
	7776867
	7776869
	7776886
	7776903
	7776907

	28-JAN-2011
	7046974
	7065100
	7105292
	7148467
	7149554
	7345597
	7527840
	7594434
	7602547
	7657409
	7682662
	7692573
	7695996
	7752759
	7777466
	7777559
	7777565
	7777584
	7777587
	7777611
	7777622
	7777646
	7777735
	7777760
	7777772
	7777793
	7777794
	7777798
	7777803
	7778164
	7778188
	7778194
	7778202
	7778212
	7778230
	7778233
	7778235
	7778249
	7778252
	7778811
	7809153
	7810445
	7810464

	31-JAN-2011
	7536182
	7682661
	7792047
	7792050
	7792055
	7792057
	7792864
	7792866
	7792868
	7792874
	7792875
	7792876
	7816482
	8056816

	01-FEB-2011
	7570373
	7735071
	7794057
	7794105
	7794108
	7795234
	7848067

	02-FEB-2011
	7651626
	7661205
	7714381
	7795617
	7795622
	7796034
	7796145
	7796146
	7796149
	7796176
	7796178
	7796180
	7796182
	7814196
	7816702
	7821009

	03-FEB-2011
	7663994
	7666026
	7666036
	7796944
	7796951
	7797586
	7797591
	7797593
	7797596

	04-FEB-2011
	7013583
	7667986
	7695953
	7778248
	7798988
	7799356
	7799729
	7799731
	7800480

	07-FEB-2011
	7824397
	7825968
	7836666

	08-FEB-2011
	7440653
	7594474
	7651617
	7777485
	7792432
	7803311
	7803319
	7803335
	7803342
	7803345
	7803377
	7803383
	7804594
	7825429
	8056716

	09-FEB-2011
	6950935
	7186770
	7666042
	7679744
	7773817
	7796942
	7800482
	7800493
	7805293
	7805296
	7805298
	7805309
	7805314
	7805315
	7805329
	7805330
	7805333
	7805334

	10-FEB-2011
	7046981
	7368509
	7375832
	7605116
	7615237
	7634572
	7653607
	7662379
	7677583
	7772460
	7799728
	7806829
	7806832
	7806833
	7806848
	7806865
	7806866
	7807199
	7807201
	7807204
	7807627
	7831364
	7845449

	11-FEB-2011
	7345593
	7465277
	7639826
	7668016
	7797585
	7808373
	7808376
	7808377
	7808378
	7808379
	7808380
	7808381
	7808382
	7808385
	7808392
	7808475
	7808514
	7808655
	7808657
	7808773
	7808778
	7808779
	7808780
	7808781
	7808783
	7808946
	7808948
	7809318
	7834771

	14-FEB-2011
	7777733
	7810678
	7810679
	7810680
	7810682
	7810683
	7810684
	7810685
	7810686
	7811101
	7811102
	7811113
	7811124
	7811286
	7836848
	7837053

	15-FEB-2011
	7812160
	7812161
	7812166
	7812168
	7812201
	7812202
	7812204
	7812519
	7812521
	7812522
	7843586

	16-FEB-2011
	7399865
	7416667
	7586699
	7601013
	7679745
	7747458
	7813963
	7813964
	7813966
	7813967
	7813969
	7813980
	7813981
	7813982
	7813984
	7813985
	7813988
	7814032
	7814047
	7814048
	7814050
	7814054
	7814064
	7815065
	7815067
	7815068
	7815069
	7815071
	7815223
	7815233
	7815293
	7815669
	7815952
	7815953
	7815955
	7815956
	7838631
	7843464

	17-FEB-2011
	7095388
	7190948
	7287659
	7692110
	7792858
	7816584
	7816586
	7816589
	7816590
	7816591
	7816592
	7816593
	7816594
	7816765
	7816779
	7816781
	7816782
	7816783
	7816784
	7816816
	7817566
	7817567
	7817568
	7817569
	7817570
	7817571
	7817573
	7817577
	7817681
	7817720

	18-FEB-2011
	7605031
	7637222
	7665355
	7677596
	7795650
	7818422
	7818423
	7818426
	7818427
	7818428
	7818429
	7818430
	7818431
	7818433
	7818434
	7818437
	7818439
	7818709
	7818710
	7818711
	7818712
	7819463
	7819464
	7819465
	7819466
	7819467
	7819468
	7819469
	7819470
	7819471
	7819472
	7846401

	21-FEB-2011
	7663999
	7698552
	7749955
	7777702
	7819986
	7819987
	7819988
	7819989
	7819990
	7819992
	7819993
	7819994
	7819995
	7819996
	7819997
	7819999
	7820000
	7820001
	7820002
	7820005
	7820006
	7820008
	7820009
	7820011
	7820013
	7820014
	7820015
	7820016
	7820220
	7820407
	7820408
	7820410
	7820411
	7820415
	7820416
	7820418
	7820420
	7820421
	7820423
	7820424
	7820426
	7820427
	7820428
	7820429
	7820430
	7820431
	7820435
	7820440
	7820443
	7820444
	7820445
	7820450
	7820454
	7820483
	7820484

	22-FEB-2011
	7821675
	7821676
	7821678
	7821683
	7821685
	7821686
	7821759
	7821760
	7821761
	7821763
	7821764
	7821765
	7821766
	7821768
	7821769
	7821770

	23-FEB-2011
	7084263
	7304848
	7602527
	7662410
	7740191
	7822242
	7822243
	7822244
	7822245
	7822246
	7822247
	7822468
	7822782
	7822878
	7822934
	7822998
	7822999
	7823041
	7823042
	7823043
	7823116
	7823117
	7823118
	7823119
	7823120
	7823121
	7823122
	7823123
	7823124
	7823125
	7823126
	7823127
	7823128
	7823129
	7823130
	7823367
	7823372
	7823373
	7823374
	7823375
	7823394
	7823395
	7823396
	7823397
	7823398
	7823399
	7823401
	7823402
	7823403
	7823404
	7823406
	7823408
	7823409
	7823410
	7823411
	7823412
	7823413
	7823414
	7823472
	7823473
	7823474
	7823475
	7823476
	7823477
	7823478
	7823479
	7823480
	7823481
	7823482
	7823484
	7823485
	7823487
	7823489
	7823490
	7823491
	7823492
	7823493
	7823494
	7823495
	7823496
	7823497
	7823498
	7823499
	7823503
	7823505
	7823506
	7823507
	7823508
	7823509
	7823510
	7823511
	7823513
	7823514
	7823515
	7823516
	7823746
	7823747
	7823748
	7823750
	7823752
	7823753
	7823754
	7823755
	7823757
	7823758
	7823775
	7823776
	7823777
	7823778
	7823780
	7823781
	7823990
	7845826
	7847018
	7847078
	7847439

	24-FEB-2011
	7472880
	7680152
	7692030
	7762316
	7771106
	7777595
	7794104
	7795604
	7810907
	7821677
	7824365
	7824372
	7824373
	7824374
	7824375
	7824376
	7824377
	7824378
	7824379
	7824380
	7824382
	7824466
	7824467
	7824468
	7824472
	7824473
	7824477
	7824489
	7824527
	7824528
	7824529
	7824530
	7824531
	7824532
	7824533
	7824534
	7824535
	7824536
	7824537
	7824538
	7824539
	7824540
	7824541
	7824542
	7824543
	7824544
	7824546
	7824547
	7824548
	7824549
	7824550
	7824658
	7824659
	7824660
	7825073
	7825074
	7825161
	7825163
	7825322
	7825323
	7825324
	7825325
	7825326
	7825327
	7825328
	7825329
	7825330
	7825331
	7825332
	7825333
	7825334
	7825335
	7825336
	7825361
	7825362
	7825363
	7825365
	7825366
	7825367
	7825443
	7825444
	7825445
	7825446
	7825448
	7825449
	7825459
	7825534
	7825535
	7825783
	7825788
	7825810
	7825831
	7825833
	7825837
	7825840
	7825842
	7825844
	7825850
	7825851
	7825879
	7825880
	7825881
	7825882
	7825883
	7825884
	7826286
	7826287
	7826565
	7853459

	25-FEB-2011
	7821762
	7823504
	7826831
	7826832
	7826833
	7826834
	7826836
	7826837
	7826838
	7826842
	7826847
	7826848
	7827085
	7827118
	7827342
	7827343
	7827344
	7827352
	7827353
	7828601
	7828666
	7828797
	7828799
	7828804
	7828805
	7828806
	7828809
	7828810
	7828811
	7828812
	7828813
	7828921
	7828928
	7828929
	7828930
	7828931
	7828932
	7828933
	7828934
	7828935
	7828936
	7828938
	7828939
	7828942
	7828943
	7828944
	7828945
	7828946
	7828947
	7828948
	7828950
	7828951
	7828954
	7828955
	7828956
	7828957
	7828958
	7828959
	7828997
	7829054
	7850753
	7851718
	7852795

	28-FEB-2011
	7336204
	7831255
	7831256
	7831260
	7831261
	7831718
	7831719
	7831721
	7831722
	7831789
	7832561
	7833068
	7833089
	7833094
	7833095
	7833097
	7833099
	7833100
	7833102
	7833103
	7833104
	7833127
	7833128
	7833129
	7833130
	7833133
	7833134
	7833136
	7833137
	7833138
	7833139
	7833140
	7833141
	7833142
	7833143
	7833144
	7833146
	7833147
	7833152
	7833153
	7833154
	7833155
	7833156
	7833157
	7833159
	7833280
	7833281

	01-MAR-2011
	7747182
	7778196
	7803363
	7807232
	7834334
	7834335
	7834338
	7834339
	7834340
	7834341
	7834342
	7834343
	7834344
	7834345
	7834346
	7834347
	7834348
	7834349
	7834524
	7835185
	7835211
	7835459
	7835502
	7835504
	7835505
	7835507
	7835508
	7835509
	7835510
	7835513
	7835514
	7835858
	7835860
	7835861
	7835862
	7835863
	7835864
	7835865
	7835866
	7835868
	7835869
	7835870
	7835871
	7835873
	7835875
	7835876
	7835877
	7835878
	7835879
	7835880
	7835881
	7862278

	02-MAR-2011
	7748046
	7800539
	7805335
	7808947
	7821684
	7821767
	7822879
	7823040
	7825450
	7828815
	7836390
	7836391
	7836392
	7836394
	7836396
	7836399
	7836503
	7836540
	7836583
	7836585
	7836646
	7836649
	7836653
	7836739
	7836744
	7836745
	7836746
	7836811
	7836838
	7836839
	7836840
	7836851
	7836910
	7836994
	7836999
	7837000
	7837001
	7837002
	7837003
	7837004
	7837005
	7837006
	7837008
	7837010
	7837011
	7837012
	7837013
	7837014
	7837020
	7837023
	7837025
	7837026
	7837031
	7837032
	7837033
	7837034
	7837037
	7837038
	7837039
	7837422
	7837423
	7837424
	7861986
	7863426

	03-MAR-2011
	7664031
	7759095
	7776868
	7817574
	7827351
	7833092
	7833098
	7833158
	7835511
	7835512
	7835859
	7837036
	7838327
	7838328
	7838329
	7838330
	7838331
	7838332
	7838333
	7838334
	7838335
	7838337
	7838338
	7838339
	7838342
	7838343
	7838344
	7838345
	7838346
	7838347
	7838348
	7838349
	7838351
	7838352
	7838353
	7838354
	7838355
	7838356
	7838357
	7838358
	7838359
	7838360
	7838361
	7838363
	7838365
	7838366
	7838367
	7838368
	7838383
	7838384
	7838385
	7838386
	7838403
	7838404
	7838405
	7838406
	7838408
	7838410
	7838411
	7838412
	7838413
	7838414
	7838437
	7838587
	7838588
	7838589
	7838590
	7838591
	7838592
	7838593
	7838594
	7838596
	7838597
	7838598
	7838599
	7838800
	7839350
	7839351
	7839352
	7839353
	7839354
	7839355
	7839356
	7839357
	7839362
	7839366
	7839367
	7839634
	7839714
	7839716
	7839717
	7839721
	7839723
	7839726
	7839732
	7839739
	7839740
	7839741
	7839742
	7839743
	7839744
	7839745
	7839756
	7839765
	7839936
	7839937
	7839939
	7839950
	7839953
	7839975
	7839976
	7839977
	7839978
	7839979
	7839980
	7839981
	7839984
	7839985
	7839986
	7839987
	7839988
	7839989
	7839990
	7839992
	7839993
	7839994
	7839995
	7839996
	7839997
	7839998
	7839999
	7840001
	7840003
	7840004
	7840005
	7840006
	7840008
	7840009
	7840010
	7840011
	7840012
	7840013
	7840014
	7840027
	7840028
	7843271
	7865171

	04-MAR-2011
	7776904
	7822723
	7822936
	7826840
	7828798
	7835503
	7835867
	7835874
	7836581
	7836998
	7837021
	7837024
	7837035
	7840458
	7840459
	7840460
	7840461
	7840462
	7840463
	7840465
	7840466
	7840467
	7840468
	7840469
	7840470
	7840471
	7840472
	7840473
	7840475
	7840476
	7840477
	7840478
	7840479
	7840480
	7840481
	7840482
	7840485
	7840486
	7840487
	7840488
	7840489
	7840490
	7840493
	7840494
	7840501
	7840505
	7840508
	7840509
	7840516
	7840926
	7840928
	7840930
	7840931
	7840932
	7840934
	7840935
	7840936
	7840938
	7840939
	7840940
	7840951
	7841831
	7841832
	7841834
	7841835
	7841836
	7841837
	7841838
	7841841
	7841842
	7841843
	7841844
	7841846
	7841847
	7841849
	7841929
	7841930
	7841932
	7841933
	7841934
	7841935
	7841936
	7841937
	7841938
	7841939
	7841940
	7841941
	7841942
	7841943
	7841944
	7841945
	7841946
	7841949
	7841950
	7841951
	7841952
	7841953
	7841954
	7841955
	7841956
	7841957
	7841961
	7841962
	7842059
	7842060
	7842061
	7842062
	7842098
	7842099
	7842100
	7842106
	7842165
	7842167
	7842168
	7842169
	7842171
	7842176
	7842307
	7842308
	7842309
	7842310
	7842311
	7842312

	07-MAR-2011
	7803316
	7842869
	7842946
	7842947
	7842948
	7842949
	7842950
	7842951
	7842952
	7842953
	7842954
	7842955
	7842956
	7842957
	7842958
	7842959
	7842960
	7842961
	7842962
	7842963
	7842964
	7842965
	7842966
	7842967
	7842968
	7842969
	7842970
	7842971
	7842972
	7842973
	7842974
	7842975
	7842976
	7842977
	7842978
	7842980
	7842981
	7842982
	7842983
	7842984
	7842985
	7842986
	7842987
	7842988
	7842989
	7842990
	7842991
	7842992
	7842993
	7842994
	7842995
	7842996
	7842997
	7842998
	7842999
	7843000
	7843001
	7843002
	7843003
	7843004
	7843005
	7843006
	7843007
	7843008
	7843009
	7843010
	7843011
	7843014
	7843016
	7843017
	7843018
	7843019
	7843020
	7843021
	7843022
	7843023
	7843024
	7843025
	7843026
	7843027
	7843028
	7843029
	7843030
	7843031
	7843033
	7843034
	7843035
	7843036
	7843037
	7843038
	7843039
	7843043
	7843054
	7843056
	7843058
	7843059
	7843061
	7843063
	7843064
	7843065
	7843066
	7843068
	7843069
	7843070
	7843074
	7843079
	7843081
	7843143
	7843153
	7843154
	7843155
	7843156
	7843180
	7843181
	7843182
	7843233
	7843234
	7843235
	7843236
	7843237
	7843238
	7843361
	7843362
	7843363
	7843365
	7843366
	7843376
	7843377
	7843380
	7843381
	7843382
	7843383
	7843436
	7843438
	7843439
	7843440
	7843441
	7843442
	7843444
	7843497
	7843498
	7843506
	7843531
	7843731
	7843733
	7843734
	7843735
	7843737
	7843738
	7843739
	7843741
	7843742
	7843743
	7843744
	7843746
	7843747
	7843748
	7843754
	7843756
	7843774
	7844176
	7844177
	7844178
	7844179
	7844180
	7844181
	7844182
	7844183
	7844184
	7844185
	7866471

	08-MAR-2011
	7755599
	7757877
	7845133
	7845134
	7845136
	7845137
	7845138
	7845139
	7845141
	7845142
	7845143
	7845144
	7845146
	7845147
	7845148
	7845149
	7845150
	7845151
	7845152
	7845153
	7845154
	7845155
	7845156
	7845158
	7845159
	7845160
	7845161
	7845162
	7845164
	7845166
	7845167
	7845168
	7845169
	7845170
	7845171
	7845173
	7845213
	7845214
	7845215
	7845216
	7845217
	7845218
	7845219
	7845424
	7845425
	7845426
	7845433
	7845434
	7845435
	7845439
	7845440
	7845441
	7845442
	7845443
	7845444
	7845445
	7845446
	7845452
	7845453
	7845454
	7845455
	7845456
	7845457
	7845489
	7845491
	7845492
	7845512
	7845513
	7845514
	7845515
	7845516
	7845517
	7845523
	7845566
	7845567
	7845578
	7845579
	7845580
	7845581
	7845582
	7845583
	7845584
	7845593
	7845594
	7845595
	7845597
	7845599
	7845600
	7845671
	7845672
	7845673
	7845674
	7845675
	7845676
	7845677
	7845745
	7845876
	7845877
	7845878
	7845879
	7845881
	7845882
	7845883
	7845884
	7845960
	7845961
	7846134
	7846135
	7846138
	7846139
	7846140
	7846142
	7846144
	7846145
	7846232
	7846233
	7846234
	7846235
	7846236
	7846237
	7846238
	7846240
	7846241
	7846242
	7846243
	7846621
	7846623
	7846628
	7846630
	7846631
	7846632
	7846633
	7846634
	7846635
	7846636
	7846637
	7846638
	7869004

	09-MAR-2011
	7820433
	7835506
	7837007
	7837030
	7839363
	7842174
	7847090
	7847091
	7847096
	7847097
	7847099
	7847102
	7847109
	7847110
	7847111
	7847112
	7847113
	7847114
	7847115
	7847116
	7847117
	7847118
	7847120
	7847121
	7847122
	7847123
	7847124
	7847125
	7847126
	7847127
	7847128
	7847129
	7847130
	7847131
	7847132
	7847133
	7847134
	7847135
	7847136
	7847137
	7847138
	7847139
	7847140
	7847141
	7847142
	7847143
	7847144
	7847145
	7847177
	7847178
	7847179
	7847180
	7847181
	7847182
	7847183
	7847184
	7847185
	7847189
	7847192
	7847205
	7847315
	7847316
	7847317
	7847318
	7847319
	7847320
	7847321
	7847322
	7847329
	7847330
	7847331
	7847350
	7847351
	7847352
	7847370
	7847372
	7847373
	7847452
	7847454
	7847455
	7847456
	7847457
	7847458
	7847459
	7847460
	7847461
	7847469
	7847470
	7847471
	7847664
	7847667
	7847686
	7847687
	7847688
	7847698
	7847715
	7847754
	7847896
	7847899
	7847900
	7847901
	7847902
	7847903
	7847904
	7847919
	7847932
	7848226
	7848227
	7848228
	7848229
	7848231
	7848291
	7848292
	7848293
	7848294
	7848295
	7848296
	7848297
	7848298
	7848299
	7848300
	7848302
	7848305
	7848306
	7848308
	7848347
	7848348
	7848349
	7848350
	7848351
	7848352
	7848353
	7848354
	7848355
	7848356
	7848357
	7848358
	7848359
	7848360
	7848361
	7848362
	7848363
	7848364
	7848365
	7848366
	7848367
	7848368
	7848369
	7848370
	7848384
	7848385
	7848386
	7848387
	7848395
	7848398
	7848413
	7848688
	7848690
	7848691
	7867761
	7870708
	8853641

	10-MAR-2011
	7735247
	7761808
	7792870
	7839370
	7839724
	7845224
	7849095
	7849113
	7849114
	7849123
	7849127
	7849128
	7849129
	7849130
	7849131
	7849132
	7849133
	7849134
	7849135
	7849136
	7849137
	7849138
	7849139
	7849140
	7849141
	7849142
	7849143
	7849144
	7849145
	7849146
	7849147
	7849148
	7849149
	7849150
	7849151
	7849152
	7849153
	7849154
	7849155
	7849156
	7849157
	7849158
	7849159
	7849161
	7849162
	7849163
	7849164
	7849165
	7849166
	7849167
	7849168
	7849169
	7849170
	7849171
	7849172
	7849173
	7849174
	7849178
	7849241
	7849242
	7849278
	7849279
	7849280
	7849281
	7849282
	7849284
	7849285
	7849286
	7849287
	7849288
	7849290
	7849659
	7849660
	7849661
	7849663
	7849664
	7849665
	7849674
	7849675
	7849676
	7849683
	7849684
	7849685
	7849687
	7849718
	7849719
	7849720
	7849722
	7849723
	7849724
	7849725
	7849728
	7849729
	7849730
	7849731
	7849732
	7849733
	7849734
	7849735
	7849736
	7849737
	7849738
	7849740
	7849743
	7850086
	7850087
	7850669
	7850722
	7850723
	7850725
	7850726
	7850770
	7850771
	7851055
	7851091
	7851092
	7851093
	7851094
	7872720

	11-MAR-2011
	7279076
	7679686
	7825787
	7845163
	7846141
	7847191
	7847374
	7847898
	7848397
	7851702
	7851703
	7851704
	7851705
	7851706
	7851707
	7851708
	7851709
	7851710
	7851711
	7851712
	7851713
	7851714
	7851715
	7851716
	7851751
	7851836
	7851850
	7851857
	7851858
	7851859
	7851860
	7851866
	7851867
	7851868
	7851962
	7851963
	7851965
	7851966
	7851971
	7851974
	7852016
	7852017
	7852024
	7852026
	7852028
	7852029
	7852292
	7852295
	7852296
	7852297
	7852298
	7852302
	7852303
	7852304
	7852305
	7852306
	7852527
	7852528
	7852529
	7852531
	7852532
	7852534
	7852535
	7852536
	7852537
	7852541
	7852542
	7852543
	7852546
	7852547
	7852549
	7852552
	7852848
	7852849
	7852853
	7853070
	7873262
	7873264
	7873877
	7874151

	14-MAR-2011
	7833096
	7837538
	7846143
	7847701
	7848230
	7848232
	7849677
	7853437
	7853438
	7853439
	7853440
	7853441
	7853442
	7853443
	7853446
	7853447
	7853448
	7853449
	7853450
	7853452
	7853455
	7853456
	7853519
	7853520
	7853521
	7853618
	7853619
	7853620
	7853625
	7853627
	7853673
	7853674
	7853756
	7853886
	7854106
	7854115
	7854116
	7854117
	7854119
	7854120
	7854121
	7854122
	7854123
	7854124
	7854125
	7854126
	7854127
	7854128
	7854132
	7854477
	7854478
	7854480
	7854709
	7854711
	7854712
	7854713
	7854714
	7854715
	7854716
	7854717
	7854718
	7854719
	7854720
	7854721
	7854722
	7854724
	7854725
	7854726
	7854727
	7854989
	7854990

	15-MAR-2011
	7066346
	7795069
	7803317
	7852294
	7855368
	7855369
	7855370
	7855371
	7855372
	7855404
	7855405
	7855406
	7855407
	7855422
	7855423
	7855425
	7855426
	7855427
	7855428
	7855429
	7855430
	7855431
	7855432
	7855433
	7855434
	7855435
	7855436
	7855437
	7855438
	7855439
	7855440
	7855441
	7855442
	7855443
	7855444
	7855445
	7855446
	7855447
	7855463
	7855465
	7855469
	7855472
	7855502
	7855504
	7855509
	7855510
	7855511
	7855519
	7855676
	7855677
	7855678
	7855686
	7855687
	7855688
	7855691
	7855709
	7855710
	7855712
	7855714
	7855716
	7855741
	7855791
	7855805
	7855823
	7855890
	7855913
	7855922
	7855923
	7855924
	7855925
	7856020
	7856023
	7856167
	7856184
	7856187
	7856364
	7856511
	7856512
	7856584
	7856585
	7875257
	7876279

	16-MAR-2011
	7615236
	7672353
	7803313
	7841845
	7842866
	7847669
	7848393
	7853757
	7854129
	7857289
	7857290
	7857291
	7857292
	7857293
	7857294
	7857295
	7857358
	7857359
	7857360
	7857361
	7857362
	7857368
	7857369
	7857392
	7857395
	7857396
	7857397
	7857399
	7857400
	7857403
	7857405
	7857406
	7857407
	7857410
	7857411
	7857421
	7857422
	7857426
	7857427
	7857496
	7857497
	7857498
	7857587
	7857588
	7857601
	7857610
	7857621
	7857622
	7857623
	7857639
	7857652
	7857654
	7857655
	7857656
	7857657
	7858197
	7858198
	7858199
	7858235
	7858314
	7858556
	7858557
	7858564
	7858730
	7858807
	7858808
	7858882
	7858883
	7858884
	7858886
	7858888
	7858889
	7858890
	7858891
	7858892
	7858893
	7858894
	7858895
	7858896
	7858897

	17-MAR-2011
	7757872
	7761807
	7765036
	7803305
	7855808
	7859437
	7859441
	7859468
	7859469
	7859470
	7859471
	7859473
	7859474
	7859476
	7859477
	7859478
	7859479
	7859480
	7859482
	7859486
	7859487
	7859488
	7859645
	7859646
	7859647
	7859654
	7859655
	7859658
	7859659
	7859661
	7859663
	7859664
	7859665
	7859666
	7859669
	7859711
	7859712
	7859713
	7859716
	7859717
	7860050
	7860052
	7860053
	7860054
	7860056
	7860057
	7860058
	7860059
	7860062
	7860064
	7860065
	7860066
	7860068
	7860070
	7860071
	7860072
	7860284
	7860286
	7860287
	7860292
	7860293
	7860680
	7860681
	7860724
	7860729
	7860730
	7860731
	7860732
	7860733
	7860734
	7860735
	7882816
	7886959
	7887639

	18-MAR-2011
	7806867
	7820448
	7825832
	7849662
	7856022
	7856181
	7857658
	7858555
	7861700
	7861701
	7861726
	7861727
	7861728
	7861734
	7861735
	7861737
	7861738
	7861740
	7861741
	7861742
	7861743
	7861744
	7861745
	7861747
	7861748
	7861752
	7861754
	7861755
	7861757
	7861758
	7861759
	7861760
	7861782
	7861786
	7861788
	7861789
	7861790
	7861791
	7861963
	7861965
	7861966
	7861970
	7861971
	7862027
	7862109
	7862110
	7862111
	7862112
	7862113
	7862114
	7862115
	7862133
	7862528
	7862529
	7862530
	7862531
	7862533
	7862534
	7862535
	7862536
	7862538
	7862716
	7862795
	7862796
	7862797

	21-MAR-2011
	7855715
	7856021
	7863560
	7863603
	7863604
	7863606
	7863607
	7863608
	7863610
	7863611
	7863614
	7863616
	7863617
	7863619
	7863620
	7863621
	7863622
	7863629
	7863630
	7863631
	7863636
	7863639
	7863640
	7863643
	7863644
	7863647
	7863649
	7863657
	7863714
	7863744
	7863745
	7863776
	7863785
	7863881
	7863891
	7864059
	7864331
	7864332
	7864333
	7864334
	7864335
	7864336
	7864337
	7864338
	7864339
	7864343
	7864344
	7864468
	7864469
	7864470
	7864471
	7864473
	7864476
	7864696
	7864697
	7864715
	7864742
	7864808
	7864809
	7864810
	7864991

	22-MAR-2011
	7660060
	7744306
	7852027
	7865382
	7865384
	7865386
	7865388
	7865389
	7865390
	7865392
	7865393
	7865394
	7865395
	7865396
	7865397
	7865398
	7865399
	7865402
	7865403
	7865404
	7865430
	7865431
	7865452
	7865454
	7865457
	7865464
	7865655
	7865656
	7865658
	7865659
	7865660
	7865676
	7865677
	7865678
	7865727
	7865728
	7865729
	7865809
	7865845
	7865846
	7865905
	7865906
	7865907
	7865912
	7865913
	7865975
	7865976
	7865977
	7866094
	7866095
	7866096
	7866462
	7866463
	7866464
	7866581
	7866582
	7889415
	8062610

	23-MAR-2011
	7275616
	7797590
	7857659
	7860679
	7862537
	7864642
	7865453
	7867157
	7867158
	7867159
	7867162
	7867349
	7867350
	7867351
	7867352
	7867353
	7867355
	7867356
	7867360
	7867361
	7867362
	7867366
	7867367
	7867369
	7867370
	7867399
	7867400
	7867401
	7867417
	7867454
	7867455
	7867456
	7867457
	7867458
	7867459
	7867510
	7867512
	7867521
	7867542
	7867543
	7867545
	7867546
	7867547
	7867548
	7867861
	7867864
	7867865
	7867866
	7867868
	7868114
	7888861

	24-MAR-2011
	7177973
	7735132
	7757841
	7838436
	7867038
	7868950
	7868951
	7868953
	7868955
	7868960
	7868962
	7868965
	7868967
	7869000
	7869001
	7869074
	7869075
	7869076
	7869092
	7869112
	7869213
	7869214
	7869215
	7869236
	7869238
	7869534
	7869535
	7869625
	7869637
	7869638
	7869639
	7869640
	7869641
	7869646
	7869999
	7870002
	7870003
	7870005
	7870012
	7870021
	7870029
	7870030
	7870033
	7870034
	7870035
	7870149
	7870150
	7870271
	7890831
	7890836
	7891187
	7892460

	25-MAR-2011
	7631686
	7792458
	7825786
	7840000
	7853454
	7855460
	7862881
	7866465
	7867368
	7870686
	7870690
	7870691
	7870699
	7870711
	7870712
	7870713
	7870714
	7870890
	7871009
	7871028
	7871212
	7871213
	7871214
	7871218
	7871219
	7871220
	7871468
	7871636
	7871755
	7871765
	7871766
	7871769
	7871771
	7871772
	7871773
	7871808
	7871809
	7871993
	7871994
	7871995
	7872001
	7872003
	7872004
	7872021
	7872022
	7872024
	7872042
	7872043
	7872100
	7872101
	7872107
	7872126
	7872127
	7872161
	7872162
	7872164
	7872165
	7872166
	7872167
	7872169
	7872172
	7872217
	7872275
	7872276
	7872277
	7872286
	7872287
	7872561
	7872570
	7872701

	28-MAR-2011
	7873399
	7873748
	7873749
	7873756
	7873757
	7873758
	7873759
	7873760
	7873761
	7873762
	7873764
	7894767

	29-MAR-2011
	7803366
	7828953
	7867544
	7869002
	7869216
	7869626
	7869642
	7871756
	7872023
	7875049
	7875050
	7875156
	7875591
	7875592
	7875593
	7875594
	7875595
	7875597
	7875598
	7875623
	7875624
	7875625
	7875708
	7875709
	7875710
	7875711
	7875712
	7875713
	7875746
	7875747
	7875856
	7875930
	7875970
	7875971
	7875972
	7875984
	7875985
	7875986
	7876019
	7876020
	7876021
	7876022
	7876023
	7876024
	7876025
	7876027
	7876028
	7876029
	7876040
	7876041
	7876042
	7876043
	7876044
	7876045
	7876046
	7876053
	7876054
	7876069
	7876070
	7876071
	7876072
	7876073
	7876074
	7876075
	7876076
	7876077
	7876087
	7876088
	7876089
	7876090
	7876091
	7876092
	7876097
	7876109
	7876110
	7876246
	7876247
	7876344
	7876345
	7876415
	7876454
	7876469
	7876495
	7876496
	7876503
	7876542
	7876558
	7876576
	7876920
	7876922
	7876923
	7876939
	7876943
	7876945
	7876978
	7876980
	7876987
	7876989
	7876990
	7876991
	7877006
	7877011
	7877012
	7877015
	7877016
	7895437
	7896288
	7941878

	30-MAR-2011
	7870892
	7877190
	7877191
	7877195
	7877197
	7877199
	7877205
	7877206
	7877208
	7877215
	7877267
	7877268
	7877269
	7877373
	7877375
	7877376
	7877378
	7877591
	7877596
	7877598
	7877601
	7877608
	7877610
	7877803
	7877804
	7877805
	7877806
	7878076
	7878077
	7878079
	7878081
	7878091
	7878092
	7878093
	7878094
	7878095
	7878096
	7878098
	7878099
	7878101
	7878102
	7878110
	7878111
	7878112
	7878113
	7878114
	7878115
	7878116
	7878117
	7878118
	7878119
	7878376
	7878377
	7878378
	7878385
	7878386
	7878726
	7878729
	7878730
	7878731
	7901196

	31-MAR-2011
	7806837
	7820439
	7836410
	7866546
	7879369
	7879374
	7879378
	7879379
	7879385
	7879563
	7879567
	7879750
	7879751
	7880039
	7880040
	7880041
	7880044
	7880045
	7880049
	7880050
	7880074
	7880075
	7880076
	7880077
	7880079
	7880080
	7880081
	7880082
	7880095
	7880104
	7880105
	7880106
	7880224
	7880225
	7880275
	7880277
	7880278
	7880283
	7880649
	7880650
	7901984

	01-APR-2011
	7236149
	7800545
	7808950
	7811119
	7870001
	7870891
	7873763
	7876494
	7880988
	7880989
	7880990
	7880991
	7880993
	7880994
	7880996
	7880997
	7881060
	7881067
	7881068
	7881069
	7881073
	7881074
	7881075
	7881076
	7881077
	7881078
	7881079
	7881108
	7881109
	7881110
	7881308
	7881486
	7881488
	7881489
	7881490
	7881491
	7881493
	7881498
	7881503
	7881504
	7881505
	7881576
	7881662
	7881663
	7882167
	7882365
	7882366
	7882367
	7882368
	7882371
	7882372
	7882373
	7882383
	7882384
	7882386
	7882388
	7882390
	7882391
	7882392
	7882393
	7882395
	7882396
	7882397
	7882398
	7882399
	7882400
	7882403
	7882404
	7882405
	7882406
	7882407
	7882410
	7882411
	7882416
	7882417
	7882418
	7882419
	7882421
	7882422
	7882423
	7882425
	7882426
	7904185

	04-APR-2011
	7836837
	7850729
	7882870
	7882882
	7882890
	7882972
	7883012
	7883076
	7883239
	7883329
	7883331
	7883334
	7883335
	7883336
	7883338
	7883339
	7883343
	7883348
	7883349
	7883351
	7883353
	7883354
	7883359
	7883360
	7883361
	7883368
	7883385
	7883387
	7883388
	7883389
	7883390
	7883392
	7883427
	7883517
	7883566
	7883613
	7883643
	7883665
	7883690
	7883748
	7883874
	7883947
	7883962
	7883963
	7883964
	7883980
	7883981
	7883982
	7883988
	7884008
	7884266
	7905876

	05-APR-2011
	7664003
	7805399
	7839365
	7845140
	7876047
	7880230
	7882412
	7884656
	7884658
	7884659
	7884664
	7884667
	7884671
	7884680
	7884734
	7884775
	7884779
	7884794
	7884807
	7884831
	7884841
	7884907
	7884910
	7884937
	7885186
	7885187
	7885188
	7885267
	7885457
	7885463
	7885486
	7885500
	7885502
	7885513
	7885563
	7885564
	7885574
	7885607
	7885648
	7885649
	7885734
	7885751
	7885759
	7885867
	7886365
	7886368
	7886377
	7907441
	7908251
	7909746

	06-APR-2011
	7677590
	7744369
	7803323
	7808513
	7847190
	7878100
	7886817
	7886862
	7886891
	7886898
	7886902
	7886905
	7886940
	7886941
	7886942
	7886943
	7886944
	7886945
	7886989
	7886990
	7886993
	7886994
	7886995
	7886996
	7886999
	7887106
	7887110
	7887118
	7887119
	7887180
	7887182
	7887193
	7887198
	7887210
	7887221
	7887226
	7887285
	7887327
	7887331
	7887349
	7887368
	7887467
	7887494
	7887496
	7887520
	7887530
	7887610
	7887621
	7887653
	7887657
	7887670
	7887691
	7887696
	7887739
	7887742
	7887743
	7887787
	7887802
	7887952
	7887958
	7887959
	7887971
	7905869

	07-APR-2011
	7612596
	7672352
	7673708
	7888561
	7888588
	7888698
	7888748
	7888773
	7888786
	7888827
	7888828
	7888875
	7888876
	7888892
	7888912
	7888973
	7888988
	7889006
	7889101
	7889105
	7889106
	7889107
	7889108
	7889111
	7889114
	7889115
	7889118
	7889161
	7889168
	7889183
	7889184
	7889191
	7889194
	7889198
	7889225
	7889279
	7889301
	7889337
	7889370
	7889411
	7889492
	7889523
	7889621
	7889672
	7889674
	7889682
	7889694
	7889727
	7889741
	7889822
	7889917
	7889927
	7889937
	7889940
	7889945
	7890014
	7890073
	7906136

	08-APR-2011
	7792887
	7816587
	7821419
	7839946
	7878721
	7880148
	7889100
	7890665
	7890667
	7890699
	7890732
	7890736
	7890760
	7890770
	7890793
	7890821
	7890935
	7890945
	7890987
	7890991
	7891177
	7891264
	7891329
	7891340
	7891381
	7891382
	7891908
	7891977
	7891978
	7891979
	7891980
	7891981
	7891982
	7891984
	7891985
	7891986
	7892090
	7892095
	7892096
	7892097
	7892099
	7892100
	7892124
	7907565

	11-APR-2011
	7883534
	7884758
	7892476
	7892480
	7892500
	7892502
	7892503
	7892504
	7892507
	7892512
	7892517
	7892518
	7892520
	7892521
	7892522
	7892523
	7892540
	7892562
	7892605
	7892683
	7892791
	7892843
	7892849
	7892850
	7892851
	7892855
	7892856
	7892857
	7892866
	7892878
	7892888
	7892936
	7892937
	7893004
	7893005
	7893022
	7893023
	7893061
	7893062
	7893087
	7893125
	7893146
	7893393
	7893394
	7893395
	7893396
	7893437
	7893438
	7893783
	7893974
	7893988
	7912909

	12-APR-2011
	7795611
	7867867
	7883053
	7885615
	7885634
	7887032
	7888613
	7890922
	7892098
	7894422
	7894462
	7894545
	7894786
	7894789
	7894791
	7894792
	7894795
	7894800
	7894802
	7894803
	7894806
	7894807
	7894914
	7894937
	7894938
	7894957
	7894969
	7894978
	7895012
	7895092
	7895136
	7895162
	7895202
	7895207
	7895217
	7895298
	7895333
	7895360
	7895444
	7895465
	7895468
	7895474
	7895477
	7895478
	7895479
	7895480
	7895482
	7895484
	7895490
	7895492
	7895599
	7895683

	13-APR-2011
	7896282
	7896283
	7896289
	7896301
	7896316
	7896328
	7896347
	7896462
	7896463
	7896464
	7896467
	7896486
	7897213
	7897221
	7897240
	7897241
	7897259
	7897279
	7897297
	7897307
	7897308
	7897309
	7897310
	7897311
	7897314
	7897334
	7897337
	7897353
	7897354
	7897386
	7897388
	7897419
	7897458
	7897587
	7897636
	7897637
	7897762
	7897773
	7897779
	7897802
	7897805
	7897841
	7897865
	7897867
	7897908
	7897995
	7898256
	7917983
	7918425
	7919801

	14-APR-2011
	7878097
	7890199
	7892660
	7894409
	7895031
	7898627
	7898640
	7898651
	7898709
	7898737
	7898738
	7898744
	7898746
	7898747
	7898751
	7898752
	7898767
	7898783
	7898795
	7898836
	7898869
	7898873
	7898889
	7898895
	7898896
	7898922
	7898935
	7898939
	7898997
	7899002
	7899028
	7899030
	7899045
	7899078
	7899177
	7899178
	7899386
	7899394
	7899441
	7899535
	7899575
	7899576
	7899698
	7899802
	7899803

	15-APR-2011
	7734848
	7792862
	7805294
	7814024
	7824492
	7876942
	7883684
	7891282
	7900400
	7900401
	7900414
	7900415
	7900417
	7900418
	7900419
	7900420
	7900421
	7900441
	7900459
	7900551
	7900582
	7900610
	7900621
	7900622
	7900639
	7900658
	7900719
	7900784
	7900790
	7900791
	7900793
	7900794
	7900795
	7900825
	7900859
	7900860
	7900861
	7900901
	7901014
	7901049
	7901064
	7901133
	7901236
	7901322
	7901329
	7901331
	7901333
	7901347
	7901359
	7901478
	7901492
	7901513
	7901515
	7901518
	7901524

	18-APR-2011
	7902092
	7902097
	7902247
	7902260
	7902271
	7902284
	7902318
	7902342
	7902378
	7902415
	7902493
	7902606
	7902643
	7902644
	7902645
	7902646
	7902649
	7902662
	7902810
	7902883
	7902888
	7902896
	7902913
	7902921
	7902983
	7903022
	7903076
	7903136
	7903157
	7903180
	7903226
	7903274
	7903279
	7903286
	7903316
	7903387
	7903461
	7924304

	19-APR-2011
	7876907
	7877194
	7878676
	7880073
	7883328
	7894418
	7895082
	7903640
	7903641
	7903642
	7904152
	7904174
	7904247
	7904311
	7904337
	7904355
	7904398
	7904400
	7904409
	7904413
	7904417
	7904425
	7904428
	7904436
	7904437
	7904587
	7904589
	7904597
	7904625
	7904644
	7904660
	7904693
	7904694
	7904877
	7904899
	7904907
	7904912
	7904916
	7905292
	7905298
	7905299
	7905300
	7905301
	7905302
	7905303
	7905305
	7905306
	7905308
	7905309
	7905310
	7905312
	7905313
	7905314
	7905316
	7905317
	7905410
	7905411
	7905412
	7905413
	7905414
	7905415
	7905416
	7905417
	7905418
	7905419
	7905420
	7905421
	7905422
	7905423
	7905424
	7905425
	7905426
	7905427
	7905428
	7905587
	7905588
	7905589
	7905591
	7905592
	7905593
	7905595
	7905596

	20-APR-2011
	7842875
	7882370
	7884819
	7886173
	7895691
	7897196
	7905854
	7906063
	7906111
	7906153
	7906197
	7906218
	7906241
	7906315
	7906346
	7906369
	7906396
	7906431
	7906469
	7906584
	7906623
	7906670
	7906673
	7906674
	7906675
	7906676
	7906677
	7906678
	7906687
	7906690
	7906692
	7906693
	7906694
	7906695
	7906696
	7906697
	7906698
	7906699
	7906700
	7906701
	7906702
	7906703
	7906705
	7906706
	7906707
	7906708
	7906709
	7906710
	7906711
	7906712
	7906713
	7906714
	7906715
	7906716
	7906717
	7906725
	7906766
	7906767
	7906768
	7906769
	7906770
	7906771
	7906772
	7906773
	7906774
	7906778
	7906779
	7906780
	7906781
	7906782
	7906783
	7906784
	7906785
	7906786
	7906797
	7906798
	7906799
	7906800
	7906801
	7906802
	7906803
	7906804
	7906805
	7906806
	7906807
	7906808
	7906809
	7906810
	7906811
	7906812
	7906813
	7906814
	7906815
	7906816
	7906832
	7906866
	7906867
	7906868
	7906917
	7906937
	7906944
	7906950
	7906968
	7906969
	7906978
	7907006
	7907008
	7907031
	7907032
	7907033
	7907034
	7907035
	7907036
	7907037
	7907038
	7907042
	7907043
	7907044
	7907045
	7907046
	7907047
	7907048
	7907049
	7907050
	7907051
	7907053
	7907054
	7907055
	7907056
	7907057
	7907058
	7907059
	7907060
	7907061
	7907062
	7907063
	7907064
	7907065
	7907066
	7907067
	7907068
	7907069
	7907070
	7907071
	7907072
	7907075
	7907095
	7907107
	7907108
	7907109
	7907110
	7907111
	7907112
	7907113
	7907114
	7907115
	7907116
	7907117
	7907118
	7907119
	7907120
	7907121
	7907122
	7907123
	7907124
	7907125
	7907126
	7907127
	7907128
	7907130
	7907131
	7907132
	7907133
	7907134
	7907135
	7907136
	7907137
	7907138
	7907143
	7907144
	7907145
	7907146
	7907147
	7907148
	7907149
	7907167
	7907168
	7907170
	7907187
	7907189
	7907235
	7907323
	7907324
	7907329
	7929746

	21-APR-2011
	7820284
	7878090
	7890792
	7894934
	7897506
	7898963
	7902513
	7904539
	7907593
	7907594
	7907595
	7907651
	7908039
	7908052
	7908069
	7908077
	7908080
	7908095
	7908174
	7908256
	7908263
	7908288
	7908315
	7908334
	7908345
	7908426
	7908430
	7908432
	7908434
	7908442
	7908443
	7908447
	7908466
	7908489
	7908490
	7908491
	7908493
	7908494
	7908495
	7908497
	7908498
	7908499
	7908500
	7908501
	7908502
	7908503
	7908504
	7908505
	7908506
	7908507
	7908517
	7908522
	7908532
	7908534
	7908535
	7908536
	7908537
	7908538
	7908539
	7908540
	7908541
	7908542
	7908543
	7908544
	7908545
	7908546
	7908547
	7908548
	7908549
	7908550
	7908683
	7908684
	7908685
	7908686
	7908687
	7908688
	7908693
	7908694
	7908695
	7908696
	7908698
	7908699
	7908700
	7908701
	7908702
	7908703
	7908704
	7908705
	7908706
	7908707
	7908708
	7908709
	7908711
	7908712
	7908713
	7908714
	7908715
	7908716
	7908717
	7908718
	7908719
	7908720
	7908912
	7908913
	7908934
	7908935
	7908936
	7908937
	7908938
	7908940
	7908941
	7908943
	7908947
	7908948
	7908949
	7908950
	7908951
	7908953
	7908955
	7908956
	7908958
	7908960
	7908962
	7908964
	7908965
	7908967
	7908969
	7908970
	7908972
	7908974
	7908975
	7908976
	7908978
	7908980
	7908982
	7908983
	7908984
	7908985
	7908986
	7908987
	7908988
	7908989
	7908990
	7908991
	7908992
	7908993
	7908995
	7908996
	7908997
	7908998
	7908999
	7909000
	7909001
	7909002
	7909003
	7909620
	7909621
	7909622
	7909623
	7909624
	7909625
	7909626
	7909628
	7909629
	7909630
	7909631
	7909632
	7909633
	7909635
	7909638
	7909639
	7909640
	7909641
	7909642
	7909643
	7909644
	7909645
	7909654
	7909655
	7909656
	7909658
	7909659
	7909661
	7909662
	7909663
	7909664
	7909665
	7909666
	7909667
	7909668
	7909669
	7909670
	7909671
	7910060
	7910061
	7910062
	7910063
	7910064
	7910065
	7910066
	7910067
	7910068
	7910069
	7910070
	7910071
	7910072
	7910073
	7910074
	7910075
	7910076
	7910077
	7910078
	7910079
	7910080
	7910081
	7910082
	7910083
	7910084
	7910085
	7910086
	7910087
	7910088
	7910089
	7910090
	7910091
	7910092
	7910093
	7910094
	7910095
	7910096
	7910097
	7910098
	7910099
	7910100
	7910101
	7910102
	7910103
	7910104
	7910105
	7910106
	7910107
	7910108
	7910109
	7910110
	7910111
	7910112
	7910113
	7910114
	7910115
	7910116
	7910117
	7910118
	7910119
	7910120
	7910121
	7910122
	7910123
	7910124
	7910125
	7910126
	7910127
	7910128
	7910129
	7910130
	7910131
	7910132
	7910133
	7910134
	7910135
	7910136
	7910137
	7910138
	7910139
	7910140
	7910141
	7910142
	7910143
	7910144
	7910145
	7910146
	7910147
	7910148
	7910149
	7910150
	7910151
	7910152
	7910153
	7930344

	22-APR-2011
	7898985
	7910154
	7910155
	7910156
	7910157
	7910158
	7910159
	7910160
	7910161
	7910162
	7910163
	7910164
	7910165
	7910166
	7910167
	7910168
	7910169
	7910170
	7910171
	7910172
	7910173
	7910174
	7910175
	7910176
	7910177
	7910178
	7910179
	7910180
	7910181
	7910182
	7910183
	7910184
	7910185
	7910186
	7910187
	7910188
	7910189
	7910190
	7910191
	7910192
	7910193
	7910194
	7910195
	7910196
	7910197
	7910198
	7910199
	7910200
	7910201
	7910202
	7910203
	7910204
	7910205
	7910206
	7910207
	7910208
	7910209
	7910210
	7910211
	7910212
	7910213
	7910214
	7910215
	7910216
	7910217
	7910218
	7910219
	7910220
	7910221
	7910222
	7910223
	7910224
	7910225
	7910226
	7910227
	7910228
	7910229
	7910230
	7910231
	7910232
	7910233
	7910234
	7910235
	7910236
	7910237
	7910238
	7910239
	7910240
	7910241
	7910242
	7910243
	7910244
	7910245
	7910247
	7910248
	7910249
	7910250
	7910251
	7910252
	7910253
	7910254
	7910255
	7910256
	7910257
	7910258
	7910259
	7910260
	7910261
	7910262
	7910263
	7910264
	7910265
	7910266
	7910267
	7910268
	7910269
	7910270
	7910271
	7910272
	7910273
	7910274
	7910275
	7910276
	7910277
	7910278
	7910279
	7910280
	7910281
	7910282
	7910283
	7910284
	7910285
	7910286
	7910287
	7910288
	7910289
	7910290
	7910291
	7910292
	7910293
	7910294
	7910295
	7910296
	7910297
	7910298
	7910299
	7910300
	7910301
	7910302
	7910303
	7910304
	7910305
	7910306
	7910307
	7910308
	7910309
	7910310
	7910311
	7910312
	7910313
	7910314
	7910315
	7910316
	7910317
	7910318
	7910319
	7910320
	7910321
	7910322
	7910323
	7910324
	7910325
	7910326
	7910327
	7910328
	7910329
	7910330
	7910331
	7910332
	7910333
	7910336
	7910337
	7910338
	7910339
	7910340
	7910341
	7910342
	7910343
	7910344
	7910345
	7910346
	7910347
	7910348
	7910349
	7910350
	7910351
	7910352
	7910353
	7910354
	7910355
	7910356
	7910357
	7910358
	7910359
	7910360
	7910361
	7910362
	7910363
	7910364
	7910365
	7910366
	7910367
	7910368
	7910369
	7910370
	7910371
	7910372
	7910373
	7910374
	7910375
	7910376
	7910377
	7910378
	7910379
	7910380
	7910381
	7910382
	7910383
	7910384
	7910385
	7910386
	7910387
	7910388
	7910389
	7910390
	7910391
	7910392
	7910393
	7910394
	7910395
	7910396
	7910397
	7910398
	7910399
	7910400
	7910401
	7910402
	7910403
	7910404
	7910405
	7910406
	7910407
	7910408
	7910409
	7910410
	7910411
	7910412
	7910413
	7910414
	7910415
	7910416
	7910417
	7910418
	7910419
	7910420
	7910421
	7910422
	7910423
	7910424
	7910425
	7910426
	7910427
	7910428
	7910429
	7910430
	7910431
	7910432
	7910433
	7910434
	7910435
	7910436
	7910437
	7910438
	7910439
	7910440
	7910441
	7910442
	7910443
	7910444
	7910445
	7910446
	7910447
	7910448
	7910449
	7910450
	7910451
	7910452
	7910453
	7910454
	7910455
	7910456
	7910457
	7910458
	7910459
	7910460
	7910462
	7910463
	7910464
	7910465
	7910466
	7910467
	7910468
	7910469
	7910470
	7910471
	7910472
	7910473
	7910474
	7910475
	7910476
	7910477
	7910478
	7910479
	7910848
	7910931
	7911015
	7911053
	7911059
	7911067
	7911120
	7911283
	7911291
	7911467
	7911476
	7911477
	7911479
	7911504
	7911517
	7911522
	7911555
	7911576
	7911802

	25-APR-2011
	7776864
	7892728
	7901106
	7903109
	7904793
	7906982
	7907330
	7912431
	7912446
	7912473
	7912483
	7912489
	7912512
	7912634
	7912842
	7912874
	7912905
	7912914
	7912927
	7912928
	7912978
	7913155
	7913438
	7913815
	7913828
	7913849
	7913860
	7934240

	26-APR-2011
	7071614
	7777558
	7777753
	7820414
	7825158
	7852540
	7855480
	7895469
	7908584
	7908591
	7909007
	7911044
	7911110
	7911140
	7914332
	7914364
	7914415
	7914424
	7914429
	7914430
	7914456
	7914459
	7914466
	7914475
	7914476
	7914676
	7914742
	7914760
	7914993
	7915018
	7915293
	7915314
	7915342
	7915364
	7915366
	7915450
	7915488
	7915570

	27-APR-2011
	7032023
	7757886
	7808478
	7820406
	7836659
	7916037
	7916247
	7916249
	7916250
	7916251
	7916259
	7916477
	7916765
	7916766
	7916769
	7916770
	7916772
	7916841
	7916864
	7916914
	7916959
	7916985
	7916990
	7917123
	7917137
	7917153
	7917168
	7917182
	7917196
	7917209
	7917236
	7917250
	7917252
	7938350
	7941892

	28-APR-2011
	7825834
	7855478
	7913805
	7914310
	7914647
	7917885
	7918189
	7918191
	7918197
	7918286
	7918473
	7918474
	7918475
	7918477
	7918478
	7918483
	7918484
	7918485
	7918487
	7918488
	7918490
	7918492
	7918496
	7918500
	7918507
	7918537
	7918553
	7918599
	7918604
	7918610
	7918611
	7918658
	7918682
	7918739
	7918777
	7918840
	7918877
	7919008
	7919014
	7919028
	7919030
	7919032
	7919123
	7919139
	7919148
	7919149
	7919150
	7919151
	7919152
	7919153
	7919157
	7919272
	7938375
	7942163

	29-APR-2011
	7806864
	7808945
	7825784
	7854130
	7859650
	7919637
	7919639
	7919642
	7919643
	7919646
	7919647
	7919784
	7919811
	7919821
	7919825
	7919827
	7919828
	7919829
	7919830
	7919832
	7919847
	7919849
	7920044
	7920045
	7920079
	7920184
	7920192
	7920197
	7920244
	7920312
	7920336
	7920347
	7920369
	7920429
	7920432
	7920443
	7920518
	7920528
	7920571
	7920585
	7920606
	7920667
	7920682
	7920688
	7920711
	7921478
	7921901
	7921914

	02-MAY-2011
	7814023
	7848070
	7860773
	7876925
	7880042
	7882369
	7906290
	7917046
	7918491
	7918796
	7923760
	7923816
	7923983
	7924026
	7924027
	7924055
	7924062
	7924065
	7924075
	7924082
	7924132
	7924168
	7924169
	7924188
	7924221
	7924232
	7924240
	7924246
	7924249
	7924258
	7924355
	7924432
	7924494
	7924518
	7924525
	7924587
	7924608
	7924610
	7924611
	7924612
	7924614
	7924617
	7924620
	7924622
	7924644
	7924793
	7924798
	7924880
	7924884
	7924886
	7924887
	7924894
	7924909
	7924910
	7924911
	7924916
	7924926
	7925353
	7925384
	7925448
	7925471
	7925512
	7925556
	7925558

	03-MAY-2011
	7805318
	7807208
	7814062
	7881062
	7917034
	7918849
	7920597
	7927422
	7927436
	7927456
	7927457
	7927458
	7927460
	7927461
	7927466
	7927483
	7927523
	7927524
	7927534
	7927539
	7927559
	7927572
	7927590
	7927664
	7927679
	7927803
	7927830
	7927883
	7927885
	7927915
	7927925
	7927929
	7927931
	7927941
	7927942
	7928024
	7928032
	7928045
	7928050
	7928068
	7928071
	7928072
	7928073
	7928074
	7928080
	7928081
	7928085
	7928089
	7928259
	7928316
	7928343
	7928346
	7928350
	7928352
	7928353
	7928363
	7928368
	7928370
	7928374
	7928381
	7928465
	7928910
	7928922
	7928925

	04-MAY-2011
	7890631
	7924114
	7924904
	7929317
	7929336
	7929350
	7929362
	7929372
	7929377
	7929409
	7929513
	7929534
	7929569
	7929717
	7929837
	7929877
	7929879
	7929890
	7929906
	7929965
	7930110
	7930133
	7930188
	7930208
	7930218
	7930264
	7930272
	7930320
	7930432
	7930434
	7930440
	7930450
	7930464
	7930523
	7944596

	05-MAY-2011
	7880043
	7918489
	7924846
	7928199
	7931051
	7931062
	7931086
	7931095
	7931116
	7931252
	7931260
	7931275
	7931298
	7931315
	7931366
	7931417
	7931459
	7931479
	7931530
	7931574
	7931670
	7931722
	7931771
	7949013

	06-MAY-2011
	6556725
	7026560
	7075373
	7673631
	7825835
	7840517
	7852544
	7884784
	7898736
	7907028
	7913327
	7928787
	7930046
	7932711
	7932718
	7932719
	7932724
	7932735
	7932739
	7932756
	7932761
	7932766
	7932775
	7932792
	7932799
	7932830
	7932845
	7932848
	7932850
	7932860
	7932863
	7932873
	7932889
	7932890
	7932895
	7932902
	7932924
	7932928
	7932943
	7932958
	7932972
	7932974
	7932975
	7932976
	7933020
	7933021
	7933023
	7933035
	7933041
	7933069
	7933074
	7933081
	7933092
	7933115
	7933133
	7933156
	7933178
	7933205
	7933258
	7933273
	7933300
	7933303
	7933314
	7933330
	7933331
	7933332
	7933334
	7933335
	7933345
	7933348
	7933349
	7933352
	7933353
	7933369
	7933386
	7933448
	7933463
	7933470
	7933476
	7933478
	7933524
	7933554
	7933567
	7933685
	7933690
	7933819
	7933841
	7933843
	7933844
	7934025
	7934110
	7934111
	7950042

	09-MAY-2011
	7736820
	7857370
	7866556
	7934567
	7934574
	7934585
	7934595
	7934699
	7934797
	7934805
	7934827
	7934852
	7934865
	7934901
	7934930
	7934945
	7934953
	7934977
	7934981
	7934982
	7934988
	7934989
	7934990
	7934991
	7934992
	7934993
	7934994
	7934995
	7934999
	7935002
	7935026
	7935070
	7935071
	7935082
	7935087
	7935093
	7935187
	7935269
	7935342
	7935347
	7935635
	7935977
	7936212
	7936358
	7936401
	7936447
	7936543
	7936816
	7936842
	7937247
	7937256
	7937264
	7937314
	7937332
	7937364
	7937367

	10-MAY-2011
	7855690
	7876938
	7877204
	7916065
	7931822
	7937759
	7937791
	7937859
	7937878
	7937885
	7937887
	7937901
	7938010
	7938013
	7938014
	7938015
	7938016
	7938053
	7938055
	7938089
	7938176
	7938260
	7938263
	7938265
	7938268
	7938277
	7938316
	7938317
	7938321
	7938322
	7938328
	7938353
	7938384
	7938520
	7938521
	7938621
	7938688
	7938689
	7938692
	7938700
	7938783
	7939125
	7939190
	7939210
	7939239
	7947956

	11-MAY-2011
	7511337
	7845602
	7916944
	7936797
	7939492
	7939493
	7939500
	7939509
	7939567
	7940065
	7940086
	7940167
	7940191
	7940192
	7940193
	7940195
	7940271
	7940299
	7940305
	7940335
	7940344
	7940347
	7940386
	7940419
	7940421
	7940445
	7940457
	7940458
	7940459
	7940460
	7940617
	7940711
	7940756
	7940763
	7940857
	7940909
	7940934
	7940943
	7940954
	7941013
	7941014
	7941015
	7941216
	7956992
	7958173

	12-MAY-2011
	7698582
	7754957
	7941532
	7941576
	7941587
	7941600
	7941604
	7941659
	7941809
	7941852
	7941853
	7941854
	7941855
	7941857
	7941858
	7941863
	7941890
	7942017
	7942105
	7942122
	7942126
	7942130
	7942248
	7942271
	7942293
	7942307
	7942434
	7942435
	7942438
	7942454
	7942516
	7942668
	7942700
	7942709
	7942845
	7942846
	7959223
	7961896

	13-MAY-2011
	7771104
	7805331
	7851691
	7852864
	7916992
	7940408
	7940528
	7943355
	7943382
	7943403
	7943422
	7943426
	7943427
	7943429
	7943430
	7943431
	7943432
	7943433
	7943434
	7943513
	7943537
	7943550
	7943551
	7943558
	7943581
	7943592
	7943617
	7943618
	7943625
	7943646
	7943647
	7943657
	7943660
	7943683
	7943688
	7943690
	7943692
	7943713
	7943720
	7943834
	7943952
	7944004
	7944024
	7944096
	7944097
	7944098
	7944099
	7944102
	7944103
	7944104
	7944256
	7944257
	7944258
	7944261
	7944269
	7944359
	7944643
	7944644
	7944715
	7944716
	7959459

	16-MAY-2011
	7867516
	7890775
	7895476
	7919034
	7944260
	7945205
	7945339
	7945356
	7945360
	7945361
	7945363
	7945367
	7945374
	7945375
	7945376
	7945384
	7945387
	7945391
	7945415
	7945466
	7945474
	7945483
	7945493
	7945499
	7945613
	7945614
	7945638
	7945641
	7945650
	7945664
	7945888
	7945949
	7946098
	7946099
	7946100
	7946109
	7946151
	7946184
	7946595
	7946596
	7946597
	7946608
	7946611
	7946616
	7946619
	7946753
	7971618
	7971626

	17-MAY-2011
	6514894
	7056175
	7086501
	7224321
	7295540
	7397096
	7547907
	7554298
	7589138
	7599837
	7602551
	7609744
	7609752
	7615232
	7651699
	7653067
	7663992
	7663998
	7664001
	7664007
	7665475
	7679709
	7714388
	7714407
	7714420
	7734405
	7734796
	7734843
	7734913
	7734995
	7735220
	7735226
	7736020
	7742555
	7742570
	7742579
	7742581
	7742583
	7742670
	7744322
	7744327
	7747400
	7747405
	7747457
	7748043
	7748521
	7748524
	7749317
	7749962
	7751441
	7751459
	7751542
	7754959
	7754960
	7757871
	7757873
	7757874
	7757878
	7759148
	7760695
	7760999
	7762377
	7762378
	7763135
	7763682
	7766669
	7774248
	7777726
	7797592
	7803688
	7825797
	7841958
	7843749
	7863618
	7876928
	7876983
	7932754
	7941691
	7941762
	7942120
	7943586
	7947172
	7947176
	7947177
	7947187
	7947201
	7947202
	7947203
	7947204
	7947244
	7947250
	7947298
	7947306
	7947334
	7947423
	7947450
	7947525
	7947556
	7947557
	7947561
	7947580
	7947612
	7947658
	7947670
	7947686
	7947698
	7947722
	7947741
	7947745
	7947804
	7947882
	7947898
	7948082
	7948094
	7948106
	7948109
	7948127
	7948211
	7948296
	7948315
	7948394
	7948402
	7948431
	7948751
	7948752
	7948753
	7948754
	7948756
	7948757
	7948758
	7948762
	7948763
	7948766
	7948855
	7948922
	7949067
	7949086

	18-MAY-2011
	7626094
	7820452
	7914513
	7915597
	7924589
	7946201
	7949553
	7949576
	7949577
	7949578
	7949579
	7949581
	7949607
	7949867
	7949909
	7949925
	7949934
	7949990
	7950015
	7950049
	7950104
	7950163
	7950177
	7950188
	7950249
	7950281
	7950347
	7950348
	7950349
	7950350
	7950351
	7950352
	7950357
	7950358
	7950359
	7950360
	7950361
	7950362
	7950369
	7950415
	7950493
	7950500
	7950512
	7950534
	7950539
	7950550
	7950599
	7950716
	7966248

	19-MAY-2011
	7774245
	7823911
	7837477
	7858796
	7915427
	7924054
	7932789
	7934908
	7945540
	7947687
	7951214
	7951233
	7951239
	7951259
	7951263
	7951315
	7951317
	7951319
	7951519
	7951527
	7951530
	7951531
	7951557
	7951592
	7951600
	7951640
	7951671
	7951697
	7951708
	7951744
	7951753
	7951769
	7951784
	7951836
	7951881
	7951882
	7951888
	7951912
	7951978
	7952202
	7952266
	7952300
	7952302
	7952303
	7952394
	7952448
	7952691
	7952692
	7952698
	7952699
	7952700
	7952719
	7952725
	7952726

	20-MAY-2011
	7887338
	7940280
	7941514
	7944052
	7945159
	7946042
	7947228
	7953110
	7953205
	7953215
	7953216
	7953217
	7953218
	7953220
	7953221
	7953222
	7953228
	7953264
	7953282
	7953352
	7953353
	7953354
	7953355
	7953429
	7953480
	7953527
	7953541
	7953557
	7953643
	7953665
	7953666
	7953700
	7953720
	7953837
	7953890
	7953956
	7953957
	7953959
	7953987
	7953991
	7953992
	7953993
	7954008
	7954009
	7954010
	7954022
	7954023
	7954144

	23-MAY-2011
	7924958
	7954741
	7954788
	7954884
	7955020
	7955035
	7955050
	7955055
	7955074
	7955079
	7955153
	7955155
	7955199
	7955266
	7955290
	7955343
	7955456
	7955462
	7955668
	7955709
	7974960
	7978211

	24-MAY-2011
	7872713
	7905597
	7919033
	7942656
	7948941
	7949985
	7951208
	7951730
	7956340
	7956341
	7956343
	7956353
	7956354
	7956360
	7956366
	7956368
	7956667
	7956668
	7956673
	7956674
	7956675
	7956676
	7956677
	7956678
	7956681
	7956683
	7956687
	7956692
	7956693
	7956699
	7956700
	7956778
	7956779
	7956780
	7956801
	7956805
	7956806
	7956810
	7956812
	7956813
	7956815
	7956816
	7956837
	7956997
	7957010
	7957040
	7957083
	7957084
	7957085
	7957086
	7957092
	7957093
	7957096
	7957105
	7957203
	7957226
	7957233
	7957242
	7957262
	7957328
	7957330
	7957454
	7957483
	7957488
	7957526
	7957561
	7957609
	7957685
	7957697
	7957921
	7957929
	7958145
	7958146
	7958147
	7958148
	7958149
	7958150
	7958151
	7958160
	7958162
	7958165
	7958166
	7958167
	7958168
	7958169
	7958170
	7958174
	7958309
	7958345
	7958954
	7958961
	7958967
	7958970

	25-MAY-2011
	7532990
	7792473
	7825843
	7951719
	7953091
	7953926
	7954131
	7954136
	7957009
	7959225
	7959227
	7959228
	7959236
	7959502
	7959503
	7959512
	7959516
	7959819
	7959820
	7959830
	7959831
	7959832
	7960596
	7960597
	7960604
	7960605
	7960606
	7960607
	7960608
	7960609
	7960610
	7960611
	7960626
	7960634
	7960635
	7960647
	7960648
	7960651
	7960654
	7960655
	7960657
	7960658
	7960659
	7960662
	7960665
	7960666
	7960668
	7960669
	7960670
	7960671
	7960675
	7960681
	7960685
	7960686
	7960687
	7960691
	7960775
	7960822
	7960842
	7979268

	26-MAY-2011
	7677570
	7862798
	7903349
	7961448
	7961532
	7961535
	7961622
	7961827
	7961856
	7961882
	7961893
	7961931
	7961932
	7961933
	7961935
	7961936
	7961937
	7961938
	7961941
	7961942
	7961953
	7961954
	7961962
	7961981
	7962069
	7962119
	7962120
	7962151
	7962173
	7962179
	7962192
	7962356
	7962365
	7962373
	7962384
	7962430
	7962431
	7962432
	7962433
	7962434
	7962504
	7962840
	7962841
	7962860
	7962861
	7962882
	7962886
	7980340

	27-MAY-2011
	7809602
	7831723
	7847345
	7861787
	7879377
	7905022
	7920123
	7920424
	7938205
	7952712
	7953330
	7957039
	7957076
	7957260
	7963598
	7963599
	7963601
	7963602
	7963616
	7963625
	7963626
	7963682
	7963683
	7963820
	7963838
	7963868
	7964190
	7964229
	7964235
	7964245
	7964260
	7964308
	7964319
	7964348
	7964395
	7964410
	7964425
	7964454
	7964496
	7964659
	7964680
	7964704
	7964821
	7964875
	7964938
	7964949
	7964956
	7965060
	7965069
	7965084

	31-MAY-2011
	7825162
	7879368
	7884662
	7887955
	7916246
	7924180
	7938060
	7957131
	7960653
	7962043
	7962486
	7966027
	7966080
	7966148
	7966164
	7966168
	7966169
	7966170
	7966172
	7966182
	7966191
	7966241
	7966362
	7966411
	7966467
	7966660
	7966741
	7966745
	7966746
	7966747
	7966748
	7966749
	7966751
	7966754
	7966757
	7966758
	7966759
	7966760
	7966761
	7966762
	7966763
	7966857
	7966877
	7966900
	7966938
	7967350
	7967362
	7967366
	7967389
	7967397
	7967398
	7967441
	7967444
	7967445
	7967466
	7967493
	7967504
	7967552
	7967568
	7967589
	7967641
	7978705
	8028759

	01-JUN-2011
	7681596
	7734415
	7734904
	7734917
	7734948
	7735076
	7735116
	7735191
	7740031
	7751541
	7754958
	7843057
	7966147
	7966167
	7968226
	7968231
	7968243
	7968249
	7968262
	7968266
	7968367
	7968378
	7968379
	7968380
	7968381
	7968383
	7968384
	7968385
	7968475
	7969040
	7969231
	7969273
	7969274
	7969275
	7969276
	7969277
	7969281
	7969283
	7969351
	7969352
	7969396
	7969456
	7969500
	7969555
	7969646
	7969647
	7969649
	7969663
	7969664
	7969711
	7969767
	7969796
	7986069
	8034428
	8034440
	8034449
	8034451
	8036791

	02-JUN-2011
	7918281
	7931568
	7934948
	7964408
	7970532
	7970560
	7970601
	7970626
	7970642
	7970696
	7970724
	7970759
	7970783
	7970791
	7970886
	7970888
	7970921
	7971010
	7971182
	7971216
	7971304
	7971402
	7971410
	7971464
	7971489
	7971522
	7971540
	7971541
	7971588
	7971696
	7971788
	7971818
	7971908
	7971927
	7971988
	7972026
	7972053
	7972251
	7989780
	7992695

	03-JUN-2011
	6609456
	7010807
	7151011
	7274965
	7278345
	7387592
	7418100
	7428680
	7455503
	7547925
	7565925
	7568478
	7586701
	7594436
	7599827
	7605220
	7611075
	7613919
	7615234
	7623273
	7633234
	7646639
	7660015
	7660029
	7661441
	7668004
	7673645
	7681538
	7681556
	7690516
	7690533
	7690716
	7690734
	7692035
	7692067
	7692068
	7692081
	7692109
	7692113
	7692115
	7692153
	7692177
	7695898
	7698360
	7702354
	7714382
	7714509
	7734474
	7734662
	7734692
	7734800
	7734932
	7734994
	7735163
	7736026
	7805323
	7867984
	7887880
	7889982
	7952361
	7961821
	7963837
	7964894
	7965059
	7967578
	7972518
	7972521
	7972529
	7972537
	7972560
	7972562
	7972567
	7972620
	7972624
	7972628
	7972648
	7972650
	7972653
	7972654
	7972656
	7972659
	7972699
	7972727
	7972769
	7972787
	7972795
	7972808
	7972809
	7972830
	7972883
	7972912
	7972944
	7972982
	7972983
	7972985
	7972987
	7973041
	7973243
	7973244
	7973259
	7973270
	7973295
	7973298
	7973348
	7973353
	7973363
	7973396
	7973646
	7973823
	7973903
	7973987
	7974002
	7974035
	7974045
	7974093
	7974212
	7974215
	7974280
	7974297
	7974323
	7974404
	7974408

	06-JUN-2011
	7821400
	7897187
	7974816
	7974830
	7974837
	7974838
	7974855
	7974878
	7974914
	7974941
	7974953
	7974996
	7974998
	7975016
	7975033
	7975067
	7975186
	7975206
	7975251
	7975285
	7975306
	7975392
	7975457
	7975460
	7975461
	7975462
	7975465
	7975491
	7975505
	7975551
	7975721
	7975766
	7975785
	7975812
	7975813
	7975969
	7975970
	7976192
	7976223
	7976278
	7976316
	7976355
	7976375
	7976486
	7976505

	07-JUN-2011
	7635883
	7976697
	7976698
	7976786
	7976879
	7976966
	7977018
	7977082
	7977238
	7977260
	7977813
	7978313
	7978488
	7978609
	7978665
	7978689
	7978696
	7978697
	7978698
	7978699
	7978700
	7978702
	7978735
	7978762
	7978774
	7978775
	7978871
	7978900
	7979117
	7979141
	7993808

	08-JUN-2011
	7698356
	7800495
	7930290
	7962497
	7968229
	7970568
	7971955
	7979447
	7979459
	7979464
	7979471
	7979476
	7979497
	7979520
	7979538
	7979540
	7979545
	7979550
	7979552
	7979554
	7979566
	7979604
	7979606
	7979654
	7979846
	7979847
	7979851
	7979853
	7979858
	7979859
	7979860
	7979861
	7979862
	7979863
	7979865
	7979944
	7980015
	7980067
	7980072
	7980080
	7980083
	7980089
	7980102
	7980107
	7980211
	7980365
	7980428
	7980637
	7980703
	7980746
	7980873
	7980878
	7980879
	7980932
	7980934
	7980935
	7995117

	09-JUN-2011
	7285124
	7899493
	7916993
	7943553
	7951514
	7955034
	7964697
	7968287
	7971072
	7971722
	7982881
	7982882
	7982883
	7982884
	7982900
	7982902
	7982919
	7982928
	7982955
	7983106
	7983129
	7983136
	7983137
	7983144
	7983207
	7983226
	7983227
	7983228
	7983233
	7983308
	7983316
	7983356
	7983384
	7983392
	7983393
	7983394
	7983395
	7983396
	7983399
	7983400
	7983413
	7983644
	7983812
	7983908

	10-JUN-2011
	7938018
	7971427
	7971777
	7974798
	7985029
	7985030
	7985037
	7985052
	7985069
	7985070
	7985071
	7985077
	7985087
	7985088
	7985094
	7985102
	7985139
	7985251
	7985269
	7985289
	7985319
	7985396
	7985398
	7985403
	7985500
	7985503
	7985566
	7985567
	7985568
	7985569
	7985570
	7985571
	7985572
	7985573
	7985574
	7985575
	7985608
	7985624
	7985645
	7985659
	7985670
	7985709
	7985732
	7985794
	7985813
	7985855
	7985918
	7985921
	7986498
	7997464

	13-JUN-2011
	7974311
	7975661
	7976327
	7976970
	7978772
	7978846
	7978848
	7979751
	7987386
	7987403
	7987455
	7987610
	7987695
	7987938
	7987956
	7987957
	7987978
	7987994
	7988045
	7988060
	7988377
	7988415
	7988424
	7988426
	7988444
	7998959

	14-JUN-2011
	7845165
	7979995
	7982990
	7983649
	7987562
	7989200
	7989201
	7989206
	7989216
	7989221
	7989236
	7989240
	7989245
	7989251
	7989252
	7989253
	7989261
	7989281
	7989283
	7989287
	7989289
	7989334
	7989335
	7989337
	7989339
	7989348
	7989370
	7989437
	7989468
	7989491
	7989505
	7989560
	7989562
	7989563
	7989564
	7989565
	7989566
	7989567
	7989568
	7989572
	7989631
	7989685
	7989739
	7989766
	7989772
	7990113
	7990118
	7990119
	7990122
	7990123
	7990124
	7990126
	7990127
	7990162
	7990175
	7990176
	7990210
	7990212
	7990219
	7990238
	7990242
	7990249
	7990266
	7990272
	7990283
	7990315
	7990362
	7990533
	7990534
	7990535
	7990537
	7990539
	7990540
	7990544
	7990570
	7990584
	7990606
	7990634
	7990648
	7990672
	7990730
	7990799
	7990802
	7990803
	7990804
	8003901
	8004258

	15-JUN-2011
	7452754
	7924143
	7979821
	7983283
	7991290
	7991295
	7991303
	7991324
	7991353
	7991355
	7991389
	7991469
	7991483
	7991512
	7991537
	7991538
	7991562
	7991563
	7991564
	7991568
	7991587
	7991619
	7991690
	7991715
	7991778
	7991792
	7991812
	7991813
	7991814
	7991819
	7991856
	7992444
	7992446
	7992631
	7992722
	7992788
	7992892
	7992893
	7992894
	8002131

	16-JUN-2011
	7861306
	7982907
	7986487
	7993173
	7993180
	7993186
	7993204
	7993229
	7993292
	7993293
	7993299
	7993332
	7993369
	7993452
	7993453
	7993466
	7993467
	7993518
	7993529
	7993532
	7993586
	7993684
	7993687
	7993756
	7993757
	7993758
	7993759
	7993866
	7993867
	7993868
	7993869
	7993870
	7993871
	7993872
	7993915
	7994014
	7994062
	7994187
	7994243
	7994285
	7994426
	7994586
	7994588
	7994589
	7994596
	7994614
	7994619
	7994639
	7994669
	7994723
	7994728
	7995082
	7995083
	8006095
	8018816

	17-JUN-2011
	7883332
	7995323
	7995332
	7995337
	7995340
	7995341
	7995343
	7995345
	7995347
	7995348
	7995351
	7995352
	7995353
	7995354
	7995356
	7995363
	7995364
	7995365
	7995376
	7995463
	7995464
	7995479
	7995481
	7995587
	7995612
	7995623
	7995704
	7995737
	7995785
	7995849
	7995957
	7995985
	7996541

	18-JUN-2011
	7966673
	7996909
	7996910
	7996911
	7996921
	7996922
	7996923
	7996926
	7996940
	7996943
	7996945
	7996946
	7996947
	7996948
	7996949
	7996950
	7996951
	7996952
	7996953
	7996954

	20-JUN-2011
	7982935
	7997177
	7998286
	7998318
	7998330
	7998394
	7998402
	7998425
	7998466
	7998472
	7998478
	7998505
	7998557
	7998647
	7998651
	7998682
	7998683
	8012402

	21-JUN-2011
	7972931
	7990695
	7991604
	7999539
	7999587
	7999597
	7999684
	7999711
	7999723
	7999784
	7999815
	7999941
	7999962
	8000059
	8000193
	8000279
	8001145
	8001152
	8001155
	8001183
	8001196
	8001203
	8001206
	8001209
	8001211
	8001231
	8001237
	8001240
	8001246
	8014749

	22-JUN-2011
	7964470
	7970860
	7971852
	7983545
	7985824
	7987869
	7988034
	7988160
	7989365
	7991545
	7993404
	7993465
	7998263
	8001603
	8001646
	8001674
	8001682
	8001699
	8001745
	8001804
	8001873
	8001901
	8002163
	8002171
	8002344
	8002345
	8002367
	8002380
	8002386
	8002391
	8002411
	8002435
	8002468

	23-JUN-2011
	7960661
	7994701
	7995455
	8006070
	8006123
	8006164
	8006179
	8006212
	8006225
	8006241
	8006268
	8006300
	8006311
	8006312
	8006319
	8006355
	8006375
	8006381
	8006400
	8006420
	8006493
	8006509
	8006519
	8006532
	8006542
	8006573
	8006606
	8006640
	8006689
	8006719
	8006736
	8006819
	8006833
	8006834
	8006860
	8006871
	8006895
	8006901
	8006919
	8006964
	8006985
	8007003
	8007017

	24-JUN-2011
	7969770
	7990302
	7998632
	7999898
	8007724
	8007767
	8007886
	8007963
	8008190
	8008193
	8008207
	8008212
	8008245
	8008259
	8008307
	8008331
	8008394
	8008551
	8008589
	8008605
	8008615
	8008666
	8008698
	8008718
	8008777
	8020104
	8020805
	8021006

	27-JUN-2011
	7662423
	7969704
	7982916
	7990574
	7991560
	7996589
	7998301
	8001780
	8002126
	8006417
	8006720
	8010590
	8010591
	8010593
	8010626
	8010694
	8010710
	8010711
	8010721
	8010729
	8010747
	8010809
	8010812
	8010814
	8010815
	8010843
	8010846
	8010849
	8010862
	8010887
	8010916
	8010927
	8010929
	8010935
	8010938
	8010941
	8010954
	8010967
	8010969
	8010970
	8010974
	8010975
	8010976
	8010978
	8010988
	8010989
	8010990
	8010991
	8011002
	8011006
	8011010
	8011011
	8011012
	8011022
	8011025
	8011026
	8011027
	8011028
	8011029
	8011032
	8011034
	8011060
	8011062
	8011065
	8011078
	8011081
	8011096
	8011098
	8011112
	8011115
	8011116
	8011121
	8011155
	8011159
	8011185
	8011199
	8011203
	8011245
	8011249
	8011250
	8011251
	8011252
	8011253
	8011254
	8011255
	8011256
	8011257
	8011258
	8011259
	8011260
	8011261
	8011262
	8011263
	8011264
	8011265
	8011266
	8011267
	8011268
	8011269
	8011270
	8011300
	8011301
	8011304
	8011326
	8011339
	8011358
	8011391
	8011415
	8011426

	28-JUN-2011
	7865436
	7876932
	7905586
	7956807
	7979556
	7989296
	7994591
	8006099
	8011068
	8011756
	8011758
	8011759
	8011773
	8011775
	8011777
	8011778
	8011779
	8011781
	8011785
	8011786
	8011788
	8011789
	8011805
	8011808
	8011809
	8011815
	8011816
	8011817
	8011818
	8011829
	8011830
	8011831
	8011832
	8011835
	8011862
	8011907
	8011920
	8011928
	8011930
	8011931
	8011932
	8011933
	8011937
	8011938
	8011944
	8011972
	8011973
	8011974
	8011975
	8011977
	8011985
	8011990
	8011992
	8011997
	8011998
	8012001
	8012002
	8012003
	8012004
	8012005
	8012006
	8012007
	8012008
	8012009
	8012010
	8012011
	8012016
	8012026
	8012027
	8012028
	8012034
	8012035
	8012039
	8012040
	8012041
	8012044
	8012052
	8012053
	8012062
	8012064
	8012069
	8012080
	8012095
	8012098
	8012099
	8012103
	8012116
	8012118
	8012124
	8012137
	8012140
	8012174
	8012189
	8012190
	8012192
	8012193
	8012197
	8012204
	8012206
	8012235
	8012239
	8012240
	8012293
	8012295
	8012296
	8012297
	8012300
	8012310
	8012312
	8012367
	8012378
	8012383
	8012384
	8012392
	8012393
	8012394
	8012395
	8012396
	8012401
	8012410
	8012411
	8012414
	8012417
	8012422
	8012424
	8012450
	8012457
	8012464
	8012469
	8012470
	8012472
	8012476
	8012477
	8012479
	8012480
	8012481
	8012493
	8012499
	8012500
	8012506
	8012508
	8012520
	8012521
	8012522
	8012535
	8012536
	8012537
	8012539
	8012540
	8012541
	8012542
	8012550
	8012552
	8012558
	8012563
	8012574
	8012575
	8012577
	8012585
	8012594
	8012608
	8012626
	8012654
	8012755
	8012756
	8012757
	8012758
	8012759
	8012760
	8012761
	8012762
	8012763
	8012772
	8012773
	8012774
	8012775
	8012822
	8012842
	8012891
	8012961
	8012998
	8013034
	8013146
	8013184
	8013220
	8013255
	8013322
	8013323
	8024553

	29-JUN-2011
	7076669
	7836652
	7852545
	7916242
	7920114
	7920251
	7962505
	7974826
	8014070
	8014081
	8014167
	8014168
	8014169
	8014170
	8014171
	8014172
	8014173
	8014174
	8014176
	8014178
	8014179
	8014180
	8014182
	8014184
	8014185
	8014186
	8014187
	8014188
	8014190
	8014192
	8014193
	8014197
	8014262
	8014340
	8014389
	8014517
	8014518
	8014532
	8014558
	8014693
	8014723
	8014731
	8014732
	8014742
	8014743
	8014772
	8014773
	8014774
	8014775
	8014776
	8014777
	8014782
	8014845
	8014846
	8014847
	8014848
	8014861
	8015010
	8015058
	8015078
	8015111
	8015168
	8015203
	8015233
	8015234
	8015352
	8015361
	8015383
	8015464
	8015475
	8015520
	8015538
	8015566
	8015633
	8015781

	30-JUN-2011
	7777752
	7825159
	7877008
	7879384
	7889942
	7971243
	7973976
	7995355
	8016125
	8016127
	8016142
	8016184
	8016379
	8016407
	8016482
	8016527
	8016675
	8016686
	8016718
	8016733
	8016738
	8016770
	8016784
	8016787
	8016788
	8016792
	8016794
	8016824
	8016835
	8016841
	8016868
	8017043
	8017044
	8017045
	8017046
	8017047
	8017048
	8017049
	8017050
	8017051
	8017052
	8017053
	8017054
	8017055
	8017056
	8017057
	8017060
	8017061
	8017062
	8017064
	8017065
	8017066
	8017067
	8017068
	8017069
	8017070
	8017071
	8017072
	8017073
	8017075
	8017076
	8017077
	8017078
	8017079
	8017080
	8017081
	8017083
	8017086
	8017087
	8017124
	8017148
	8017149
	8017150
	8017151
	8017152
	8017153
	8017156
	8017157
	8017158
	8017163
	8017164
	8017178
	8017244
	8017319
	8017433

	01-JUL-2011
	7617772
	7876988
	7983238
	7990538
	7990546
	8015724
	8017432
	8017979
	8017994
	8017999
	8018008
	8018020
	8018022
	8018023
	8018025
	8018026
	8018028
	8018042
	8018066
	8018079
	8018080
	8018081
	8018082
	8018083
	8018084
	8018085
	8018086
	8018087
	8018088
	8018166
	8018177
	8018213
	8018233
	8018235
	8018237
	8018238
	8018239
	8018240
	8018252
	8018281
	8018284
	8018285
	8018286
	8018287
	8018288
	8018289
	8018290
	8018316
	8018317
	8018318
	8018321
	8018322
	8018323
	8018324
	8018325
	8018326
	8018327
	8018328
	8018338
	8018339
	8018340
	8018341
	8018342
	8018344
	8018345
	8018346
	8018347
	8018348
	8018349
	8018350
	8018360
	8018361
	8018362
	8018363
	8018368
	8018380
	8018390
	8018441
	8018449
	8018450
	8018454
	8018455
	8018458
	8018497
	8018530
	8018535
	8018613
	8018634
	8018655
	8018663
	8018676
	8018685
	8018688
	8018778
	8018825
	8018856
	8018904
	8018927
	8018932
	8019046
	8019047
	8019048
	8019097
	8029587
	8030929
	8034412

	05-JUL-2011
	7900782
	7938695
	7950341
	7989239
	8017063
	8020141
	8020146
	8020147
	8020148
	8020149
	8020150
	8020151
	8020152
	8020153
	8020154
	8020155
	8020156
	8020157
	8020158
	8020159
	8020160
	8020161
	8020162
	8020163
	8020164
	8020165
	8020166
	8020167
	8020168
	8020169
	8020170
	8020171
	8020172
	8020173
	8020174
	8020175
	8020176
	8020177
	8020178
	8020179
	8020180
	8020181
	8020182
	8020183
	8020184
	8020185
	8020186
	8020187
	8020188
	8020189
	8020190
	8020191
	8020192
	8020193
	8020194
	8020195
	8020196
	8020197
	8020198
	8020199
	8020200
	8020201
	8020202
	8020203
	8020204
	8020205
	8020207
	8020208
	8020209
	8020211
	8020212
	8020213
	8020214
	8020215
	8020216
	8020217
	8020218
	8020219
	8020223
	8020224
	8020225
	8020226
	8020227
	8020228
	8020229
	8020230
	8020231
	8020232
	8020233
	8020234
	8020235
	8020236
	8020237
	8020238
	8020239
	8020240
	8020277
	8020668
	8020669
	8020671
	8020673
	8020675
	8020676
	8020677
	8020678
	8020679
	8020680
	8020689
	8020690
	8020709
	8020779
	8020829
	8020851
	8020896
	8020897
	8020898
	8020900
	8020901
	8020902
	8020904
	8020908
	8020910
	8020911
	8020912
	8020913
	8020914
	8020917
	8020918
	8020919
	8020920
	8021047
	8021133
	8021270
	8021271
	8021272
	8021273
	8021275
	8021276
	8021278
	8021280
	8021281
	8021282
	8021284
	8021301
	8021302
	8021304
	8021305
	8021306
	8021307
	8021316
	8021317
	8021319
	8021353
	8021354
	8021356
	8021357
	8021358
	8021360
	8021361
	8021364
	8021365
	8021366
	8021397
	8021399
	8021402
	8021421
	8021448
	8021481
	8021690
	8021845
	8021857
	8021858
	8021859
	8021860
	8021861
	8021864
	8021867
	8021869
	8021884
	8021900
	8021904
	8021905
	8021906
	8021907
	8021908
	8021909
	8021912
	8021963
	8021981
	8021982
	8032635
	8033319

	06-JUL-2011
	7542549
	7752757
	7946605
	7955708
	8022491
	8022497
	8022508
	8022509
	8022510
	8022511
	8022516
	8022517
	8022518
	8022519
	8022520
	8022522
	8022523
	8022524
	8022525
	8022526
	8022527
	8022528
	8022530
	8022531
	8022532
	8022538
	8022539
	8022546
	8022599
	8022600
	8022618
	8022630
	8022647
	8022661
	8022662
	8022663
	8022664
	8022665
	8022666
	8022667
	8022668
	8022672
	8022674
	8022675
	8022676
	8022679
	8022686
	8022732
	8022733
	8022736
	8022738
	8022739
	8022755
	8022809
	8022810
	8022812
	8022831
	8022832
	8022833
	8022834
	8022835
	8022836
	8022838
	8022936
	8022958
	8022963
	8022967
	8022980
	8023000
	8023057
	8023093
	8023252
	8023343
	8023451
	8023546
	8023599
	8023606
	8023607
	8023608
	8023609
	8023610
	8023611
	8023612
	8023613
	8023615
	8023616
	8023617
	8023623
	8023624
	8023625
	8023626
	8023627
	8023628
	8023629
	8023637
	8023638
	8023791
	8023821
	8023831
	8024059
	8034553
	8056874
	8056879

	07-JUL-2011
	8015504
	8020681
	8024455
	8024464
	8024475
	8024481
	8024492
	8024520
	8024559
	8024564
	8024587
	8024619
	8024630
	8024650
	8024681
	8024697
	8024711
	8024762
	8024769
	8024825
	8024845
	8024856
	8024862
	8024885
	8024897
	8024906
	8024929
	8025006
	8025104
	8025213
	8025236
	8025250
	8025255
	8025257
	8025277
	8025305
	8025387
	8025391
	8025403
	8025493
	8025519
	8025542

	08-JUL-2011
	8001228
	8008385
	8018093
	8022789
	8023143
	8025792
	8025793
	8025797
	8025806
	8025853
	8025873
	8025882
	8025941
	8025972
	8026075
	8026093
	8026099
	8026109
	8026149
	8026404
	8026749
	8026805
	8026819
	8026875
	8026877
	8026885
	8026890
	8026914
	8026941
	8026986
	8027022
	8027028
	8027031
	8027032

	11-JUL-2011
	7657371
	7663995
	7778187
	7792856
	7820473
	7855744
	7883357
	7889921
	7916253
	7918666
	7920120
	7934919
	7937849
	7945388
	7956367
	7957240
	7983074
	7985091
	8001224
	8010542
	8012821
	8014442
	8014542
	8014580
	8014677
	8016698
	8018464
	8018472
	8021287
	8022611
	8022953
	8023665
	8023836
	8027574
	8027576
	8027577
	8027578
	8027579
	8027580
	8027582
	8027588
	8027594
	8027595
	8027596
	8027597
	8027599
	8027600
	8027605
	8027607
	8027608
	8027610
	8027612
	8027614
	8027615
	8027616
	8027617
	8027618
	8027619
	8027620
	8027621
	8027622
	8027623
	8027624
	8027628
	8027629
	8027631
	8027640
	8027642
	8027643
	8027645
	8027649
	8027650
	8027651
	8027653
	8027654
	8027661
	8027662
	8027665
	8027667
	8027668
	8027670
	8027673
	8027674
	8027680
	8027681
	8027683
	8027694
	8027695
	8027696
	8027698
	8027699
	8027702
	8027704
	8027706
	8027707
	8027708
	8027710
	8027720
	8027721
	8027722
	8027727
	8027730
	8027731
	8027733
	8027739
	8027740
	8027741
	8027743
	8027751
	8027752
	8027753
	8027754
	8027755
	8027756
	8027758
	8027759
	8027763
	8027770
	8027771
	8027773
	8027775
	8027777
	8027778
	8027779
	8027780
	8027781
	8027784
	8027785
	8027787
	8027790
	8027791
	8027792
	8027794
	8027796
	8027797
	8027799
	8027800
	8027801
	8027802
	8027803
	8027804
	8027805
	8027806
	8027807
	8027808
	8027809
	8027811
	8027814
	8027815
	8027817
	8027818
	8027819
	8027821
	8027822
	8027823
	8027824
	8027825
	8027826
	8027827
	8027828
	8027829
	8027830
	8027832
	8027833
	8027837
	8027839
	8027841
	8027842
	8027845
	8027846
	8027847
	8027848
	8027849
	8027853
	8027911
	8027943
	8027952
	8028003
	8028020
	8028034
	8028036
	8028037
	8028040
	8028041
	8028044
	8028052
	8028053
	8028054
	8028055
	8028056
	8028057
	8028058
	8028059
	8028060
	8028079
	8028259
	8028309
	8028354
	8028355
	8028394
	8028451
	8028492
	8028756
	8029207
	8029215
	8029270
	8029299
	8029300
	8029385
	8029386
	8029387
	8029388
	8029390
	8029397
	8029402
	8029403
	8029414
	8029435
	8029436
	8029437
	8029440
	8029441
	8029442
	8029443
	8029444
	8029445
	8029446

	12-JUL-2011
	7991958
	8020672
	8024713
	8026129
	8026873
	8026935
	8030019
	8030025
	8030034
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	8170919
	8170920
	8170921
	8170922
	8170923
	8170924
	8170943
	8170945
	8170946
	8170947
	8170948
	8170949
	8170950
	8170951
	8170952
	8170953
	8170954
	8170955
	8170956
	8170957
	8170958
	8170959
	8170960
	8170962
	8170969
	8170990
	8171006
	8171011
	8171070
	8171081
	8171165
	8171218
	8171398
	8171435
	8171555
	8750366

	07-OCT-2011
	7855462
	7944262
	8108042
	8132698
	8132699
	8136198
	8146855
	8156387
	8167040
	8167193
	8167585
	8167957
	8172014
	8172015
	8172019
	8172395
	8172618
	8172643
	8172656
	8172670
	8172692
	8173000
	8173004
	8173037
	8173038
	8173137
	8173177
	8173193
	8173275
	8173284
	8173287
	8173291
	8173296

	10-OCT-2011
	7657487
	8066545
	8066648
	8097634
	8129163
	8135089
	8173002
	8173003
	8173954
	8173955
	8174066
	8174067
	8174071
	8174072
	8174074
	8174102
	8174103
	8174104

	11-OCT-2011
	8098944
	8108043
	8108241
	8174039
	8175119
	8175486
	8175560
	8175591
	8175656
	8175688
	8175746
	8175847
	8175871
	8175931
	8175932
	8176021
	8176052
	8176121
	8176132
	8176142
	8176149
	8176170
	8176180

	12-OCT-2011
	8021363
	8100594
	8167112
	8176899
	8176971
	8176990
	8176997
	8176999
	8177002
	8177003
	8177004
	8177012
	8177050
	8177051
	8177097
	8177101
	8177102
	8177103
	8177112
	8177174
	8177199
	8177244
	8177274
	8177309
	8177389
	8177457
	8177497
	8177594
	8177670
	8177848
	8177895
	8177973
	8178013
	8178052

	13-OCT-2011
	6464514
	8128272
	8160924
	8178474
	8178475
	8178476
	8178477
	8178478
	8178511
	8178527
	8178640
	8178643
	8178651
	8178674
	8178677
	8178705
	8178790
	8178812
	8178817
	8178820
	8178831
	8178834
	8178837
	8178840
	8178849
	8178851
	8178862
	8178905
	8178972
	8179004
	8179018
	8179066
	8179161
	8179224
	8179251
	8179275
	8179501
	8179554
	8179555
	8179571
	8179592
	8179604
	8179632
	8179717
	8179728
	8179730
	8179731
	8179776
	8179810
	8179811
	8179813
	8179862
	8179868
	8179980
	8180358
	8180362

	14-OCT-2011
	8017161
	8032034
	8167274
	8180630
	8180631
	8180637
	8180645
	8180657
	8180660
	8180663
	8180665
	8180667
	8180668
	8180714
	8180716
	8180733
	8180734
	8180735
	8180751
	8180795
	8180796
	8180802
	8180882
	8181002
	8181064
	8181103
	8181119
	8181121
	8181125
	8181129
	8181157
	8181172
	8181201
	8181291
	8181320
	8181333
	8181344
	8181360
	8181371
	8181372
	8181375
	8181377
	8181384
	8181385
	8181387
	8181388
	8181392
	8181411
	8181546
	8181695
	8181815
	8181817
	8181840
	8181842
	8181850
	8181853
	8182006

	16-OCT-2011
	8182513

	17-OCT-2011
	7328312
	8067321
	8097633
	8161811
	8167985
	8168913
	8172708
	8177428
	8179136
	8179192
	8182811
	8182814
	8183032
	8183033
	8183034
	8183035
	8183058
	8183062
	8183084
	8183110
	8183244
	8183288
	8183368
	8183620
	8183658
	8183697
	8183698
	8183702
	8183717
	8183718
	8183719
	8183720
	8183721
	8183723
	8183724
	8183725
	8183726
	8183727
	8183728
	8183763
	8183765
	8183766
	8183767
	8183768
	8183824
	8183837
	8183838
	8183839
	8183840
	8183841
	8183842
	8183843
	8184009
	8184145

	18-OCT-2011
	7920115
	8104914
	8134136
	8142585
	8184695
	8184710
	8184723
	8184740
	8184788
	8184862
	8184904
	8185003
	8185315
	8185401
	8185425
	8185739
	8185771
	8185773
	8185822
	8185863
	8185899
	8185920
	8185925
	8185934
	8185960
	8185961
	8185962
	8185963
	8185964
	8185965
	8185971
	8185980
	8185981
	8185983
	8185984
	8185985
	8185986
	8185988
	8185989
	8186011
	8186019
	8186043
	8186214
	8186306
	8186479
	8186519
	8186575
	8749766

	19-OCT-2011
	7416666
	7531385
	8120942
	8123617
	8170513
	8171411
	8188423
	8188428
	8188437
	8188454
	8188468
	8188556
	8188804
	8188845
	8188870
	8188925
	8188974
	8188976
	8188988
	8189015
	8189160
	8189167
	8189253
	8189286
	8189298
	8189310
	8189706
	8189756
	8189961
	8189998

	20-OCT-2011
	7883355
	7883358
	7893436
	7924354
	8042374
	8046761
	8096972
	8098905
	8113515
	8121075
	8128493
	8131479
	8142587
	8168242
	8168867
	8178693
	8190621
	8190644
	8190679
	8190761
	8190779
	8190805
	8190873
	8190926
	8190928
	8190929
	8190931
	8190932
	8190934
	8190935
	8191000
	8191134
	8191135
	8191137
	8191138
	8191375
	8191887
	8192020
	8192028
	8192131
	8192132
	8192133
	8192134
	8192141
	8192142
	8192145
	8192146
	8192148
	8192149
	8192157
	8192193
	8192299
	8192408
	8745469

	21-OCT-2011
	8155848
	8157267
	8157270
	8163864
	8171351
	8176900
	8177176
	8179107
	8181843
	8188984
	8191376
	8192603
	8192623
	8192654
	8192694
	8192713
	8192733
	8192734
	8192752
	8192753
	8192754
	8192795
	8192899
	8192924
	8192988
	8193244
	8193709
	8193711
	8193712
	8193726
	8193767
	8193784
	8193915
	8749834

	22-OCT-2011
	8102012
	8118927
	8168915
	8185982
	8192751
	8194200
	8194201
	8194210
	8194211
	8194217
	8194220
	8194227
	8194228
	8194229
	8194235
	8194244
	8194245
	8194249
	8194255
	8194259
	8194263
	8194275
	8194279
	8194282
	8194286
	8194294
	8194300
	8194301
	8194303
	8194305
	8194307
	8194310
	8194312
	8194313
	8194314
	8194327
	8194328
	8194335
	8194341
	8194342
	8194350
	8194358
	8194359
	8194372
	8194375
	8194376
	8194380
	8194381
	8194382
	8194383

	24-OCT-2011
	8112759
	8115609
	8145502
	8169583
	8182812
	8194346
	8195235
	8195272
	8195284
	8195298
	8195327
	8195358
	8195381
	8195532
	8195648
	8195796
	8195860
	8195922
	8196043
	8196090
	8196126
	8196268
	8196322
	8196334
	8196469
	8196672
	8202421

	25-OCT-2011
	7904558
	8145442
	8192755
	8197969
	8198118
	8198159
	8198186
	8198205
	8198754
	8198756
	8198757
	8198758
	8198759
	8198761
	8198762
	8198763
	8198765
	8198767
	8198770
	8198771
	8198912
	8198913
	8198922
	8198923
	8198925
	8198948
	8198950
	8198952
	8199083
	8199087
	8199090
	8199091
	8199101
	8199272
	8199275
	8199278
	8199280
	8199283
	8199284
	8199285
	8199286
	8199287
	8199290
	8199296
	8199297
	8199298
	8199299
	8199300
	8199305
	8199308
	8199503
	8199533
	8199536

	26-OCT-2011
	8113258
	8115067
	8118923
	8125951
	8133889
	8161256
	8161257
	8186262
	8192150
	8199742
	8199934
	8199936
	8199937
	8199997
	8199998
	8199999
	8200000
	8200001
	8200003
	8200004
	8200005
	8200006
	8200007
	8200008
	8200019
	8200020
	8200021
	8200023
	8200024
	8200025
	8200026
	8200030
	8200035
	8200037
	8200039
	8200040
	8200041
	8200043
	8200044
	8200045
	8200047
	8200051
	8200053
	8200054
	8200071
	8200075
	8200076
	8200078
	8200079
	8200116
	8200219
	8200246
	8200488
	8200519
	8200630
	8200690
	8200753
	8200754
	8200859
	8200882
	8201141
	8201187
	8201196
	8201209
	8201279
	8201286
	8201297

	27-OCT-2011
	7773829
	7828923
	8028035
	8061087
	8083976
	8086101
	8101321
	8131673
	8161771
	8178835
	8192139
	8195576
	8196361
	8198152
	8201715
	8201722
	8201733
	8201734
	8201735
	8201736
	8201759
	8201775
	8201808
	8201821
	8201862
	8201889
	8201950
	8202008
	8202009
	8202011
	8202012
	8202025
	8202047
	8202077
	8202081
	8202084
	8202085
	8202107
	8202125
	8202128
	8202485
	8202505
	8202509
	8202561
	8202563
	8202582
	8202596
	8202599
	8202600
	8202602
	8202603
	8202604
	8202605
	8202628
	8202631
	8202801
	8202802
	8202804
	8202805
	8202806
	8202807
	8202817
	8202830
	8202883
	8202913
	8202941
	8203105
	8203160
	8203170
	8203172

	28-OCT-2011
	7778208
	8058273
	8122010
	8129160
	8205437
	8205438
	8205567
	8205580
	8205583
	8205584
	8205637
	8205722
	8205876
	8205899
	8206149
	8206315
	8208059
	8208090
	8208096
	8208110
	8208111
	8208113
	8208114
	8208157
	8208159
	8208161
	8208311
	8208312
	8208313
	8208315
	8208397
	8208427
	8208443
	8208444
	8208445
	8208446
	8208447
	8208462
	8208707

	31-OCT-2011
	8098951
	8130655
	8168311
	8168921
	8192140
	8198142
	8198764
	8199271
	8199279
	8200848
	8215140
	8215142
	8215197
	8215301
	8215366
	8215381
	8215425
	8215458
	8215573
	8215574
	8215583
	8215854
	8215927
	8215937
	8215947
	8216163
	8216184
	8216242
	8216247
	8216271
	8216276
	8216307
	8216355
	8216357
	8216472
	8216476
	8216477
	8216587
	8216596
	8216688

	01-NOV-2011
	7681947
	7803318
	8112253
	8113244
	8114959
	8121403
	8156380
	8165571
	8174073
	8174128
	8181358
	8189173
	8189201
	8195486
	8198119
	8199289
	8200073
	8200907
	8208459
	8216930
	8216945
	8216996
	8217065
	8217066
	8217103
	8217104
	8217105
	8217106
	8217107
	8217108
	8217109
	8217135
	8217149
	8217153
	8217175
	8217279
	8217321
	8217322
	8217325
	8217326
	8217332
	8217333
	8217334
	8217335
	8217336
	8217338
	8217339
	8217340
	8217342
	8217343
	8217344
	8217345
	8217347
	8217349
	8217350
	8217351
	8217352
	8217357
	8217397
	8217446
	8217478
	8217479
	8217491
	8217492
	8217493
	8217494
	8217495
	8217497
	8217498
	8217499
	8217501
	8217543
	8217569
	8217576
	8217577
	8217578
	8217579
	8217811
	8217812
	8217813
	8217814
	8217815
	8217816
	8217818
	8217820
	8217822
	8217824
	8217825
	8217827
	8217828
	8217942
	8218039
	8218047
	8218073
	8218082
	8218111
	8218243
	8218368
	8218419

	02-NOV-2011
	7868947
	8090585
	8113724
	8194256
	8200027
	8216359
	8218240
	8220799
	8220841
	8220842
	8220843
	8220844
	8220845
	8220846
	8220904
	8220939
	8220940
	8220941
	8220942
	8220944
	8220945
	8220946
	8220947
	8220948
	8221022
	8221073
	8221077
	8221139
	8221214
	8221222
	8221263
	8221281
	8221345
	8221351
	8221356
	8221362
	8221389
	8221531
	8221632
	8221662
	8221670
	8221686
	8221712
	8221730
	8221748
	8221893
	8221894
	8221895
	8221896
	8221897
	8221898
	8221899
	8221955
	8222249

	03-NOV-2011
	8166422
	8201731
	8202024
	8221287
	8224621
	8224716
	8224749
	8224847
	8224883
	8224889
	8224891
	8224905
	8224915
	8224916
	8224920
	8224926
	8224945
	8224976
	8224977
	8224992
	8225173
	8225174
	8225175
	8225176
	8225177
	8225178
	8225179
	8225195
	8225212
	8225214
	8225216
	8225218
	8225245
	8225307
	8225308
	8225310
	8225345
	8225365
	8225384
	8225447
	8225492
	8225541
	8225542
	8225559
	8225560
	8225591
	8225592
	8225694
	8225789
	8226013

	04-NOV-2011
	7547919
	7805319
	8018078
	8132874
	8146377
	8181120
	8199293
	8203071
	8205436
	8228525
	8228526
	8228527
	8228545
	8228564
	8228590
	8228591
	8228789
	8228792
	8228798
	8228804
	8228810
	8228826
	8228828
	8228829
	8228842
	8228854
	8228886
	8228887
	8228890
	8228918
	8228941
	8228960
	8228978
	8229066
	8229101
	8229136
	8229279
	8229291
	8229293
	8229299
	8229396
	8229408
	8229454
	8229481

	07-NOV-2011
	7803365
	7875596
	7900403
	7900416
	7947200
	8014195
	8017159
	8018319
	8020206
	8020210
	8064457
	8066656
	8067081
	8067083
	8068200
	8068222
	8081538
	8081978
	8082164
	8100667
	8101224
	8115476
	8131473
	8232187
	8232190
	8232192
	8232193
	8232194
	8232215
	8232219
	8232220
	8232401
	8232421
	8232426
	8232472
	8232847
	8232848
	8232893
	8232894
	8232895
	8232896
	8232897
	8232899
	8232900
	8233010
	8233023
	8233024
	8233025
	8233026
	8233027
	8233028
	8234739
	8240851

	08-NOV-2011
	8033072
	8048618
	8113256
	8126561
	8158324
	8189202
	8189999
	8202080
	8202619
	8202710
	8208134
	8208163
	8217030
	8217209
	8220909
	8234828
	8235042
	8235044
	8235068
	8235069
	8235358
	8235364
	8235370
	8235371
	8235393
	8235417
	8235419
	8235422
	8235423
	8235452
	8235453
	8235454
	8235485
	8235513
	8235646
	8235656
	8235725
	8235732
	8235761
	8235797
	8235798
	8235804
	8235805
	8235806
	8235812
	8235817
	8235819
	8235828
	8235831
	8236010
	8236026
	8236032
	8236033
	8236038
	8236039
	8236040
	8236046
	8236065
	8236066
	8236075
	8236086
	8236087
	8236095
	8236096
	8236100
	8236153
	8236157
	8236166
	8236168
	8236170
	8236172
	8236173
	8236178
	8236180
	8236184
	8236198
	8236200
	8236201
	8236204
	8236210
	8236212
	8236213
	8236214
	8236215
	8236216
	8236218
	8236219
	8236220
	8236221
	8236222
	8236223
	8236232
	8236233
	8236240
	8236248
	8236250
	8236457
	8236478
	8236543
	8236545
	8236547
	8236556

	09-NOV-2011
	7959230
	8066792
	8144334
	8146251
	8157787
	8186075
	8200081
	8235741
	8236789
	8236802
	8236805
	8236815
	8236816
	8236825
	8236826
	8236827
	8236828
	8236853
	8236854
	8236856
	8236859
	8236860
	8236902
	8236935
	8236948
	8236969
	8237070
	8237126
	8237139
	8237143
	8237398
	8237588
	8237592
	8237593
	8237594
	8237599
	8237606
	8237611
	8237617
	8237618
	8237619
	8237620
	8237621
	8237635
	8237636
	8237638
	8237667
	8237668
	8237669
	8237670
	8237675
	8237717
	8237719
	8237720
	8237723
	8237724
	8237725
	8237726
	8237727
	8237728
	8237729
	8237730
	8237731
	8237732
	8237801
	8237802
	8237809
	8237826
	8237836
	8237839
	8237862
	8237869
	8238236
	8238329
	8238335
	8238337
	8238339
	8238341
	8238483
	8238488
	8238489

	10-NOV-2011
	7086488
	8155770
	8165200
	8183554
	8200049
	8224969
	8238706
	8238720
	8238967
	8238974
	8239043
	8239071
	8239073
	8239079
	8239099
	8239106
	8239128
	8239129
	8239130
	8239131
	8239133
	8239134
	8239138
	8239139
	8239182
	8239188
	8239190
	8239201
	8239202
	8239203
	8239204
	8239206
	8239207
	8239208
	8239209
	8239210
	8239211
	8239212
	8239213
	8239214
	8239215
	8239217
	8239218
	8239219
	8239236
	8239247
	8239248
	8239284
	8239300
	8239374
	8239616
	8239781
	8239854
	8240081
	8240188
	8240190
	8240230

	11-NOV-2011
	7465271
	8139272
	8156654
	8198248
	8202538
	8229186
	8236076
	8236177
	8240588
	8240640
	8240643
	8240644
	8240664
	8240665
	8240666
	8240667
	8240668
	8240669
	8240670
	8240671
	8240672
	8240674
	8240675
	8240676
	8240781
	8240786
	8240787
	8240840
	8240841
	8240848
	8240849
	8240850
	8240852
	8240854
	8240856
	8240870
	8240887
	8240891
	8240892
	8240893
	8240894
	8240931
	8240956
	8240981
	8240985
	8240990
	8240999
	8241139
	8241141
	8241147
	8241167
	8241169
	8241171
	8241172
	8241200
	8241219
	8241263
	8241273
	8241288
	8241291
	8241317
	8241441
	8241753
	8241775

	14-NOV-2011
	8079742
	8188968
	8192246
	8202924
	8240733
	8242435
	8242459
	8242544
	8242562
	8242642
	8242647
	8242680
	8242936
	8242963
	8242999
	8243021
	8243127
	8243176
	8243177
	8243178
	8243180
	8243379
	8243390
	8243391
	8243393
	8243395
	8243396
	8243397
	8243398
	8243399
	8243400
	8243451
	8243467
	8243650
	8243659
	8243760
	8243765
	8243784
	8243798
	8243819
	8243826
	8243836
	8243840
	8243841
	8243842
	8243848
	8243866
	8243873
	8243891
	8243893
	8243897
	8243906

	15-NOV-2011
	7545001
	8225850
	8236873
	8244261
	8244262
	8244264
	8244266
	8244267
	8244268
	8244269
	8244270
	8244278
	8244279
	8244281
	8244297
	8244366
	8244509
	8244543
	8244544
	8244545
	8244546
	8244547
	8244548
	8244549
	8244551
	8244556
	8244559
	8244615
	8244710
	8244792
	8244816
	8244821
	8245001
	8245013
	8245038
	8245039
	8245053
	8245059
	8245123
	8245132
	8245164
	8245203
	8245225
	8245239
	8245416
	8245434
	8245470
	8245543

	16-NOV-2011
	8083356
	8083365
	8117074
	8117780
	8117782
	8117784
	8245988
	8246248
	8246250
	8246252
	8246262
	8246370
	8246371
	8246372
	8246373
	8246374
	8246375
	8246376
	8246380
	8246393
	8246395
	8246396
	8246406
	8246564
	8246578
	8246596
	8246627
	8246701
	8246706
	8247044
	8247073
	8247107
	8247338
	8247399
	8247482
	8247490
	8247529
	8247530
	8247531
	8247532
	8247533
	8247534
	8247535
	8247536
	8247537
	8247562
	8247563

	17-NOV-2011
	8009101
	8141792
	8228592
	8238976
	8248234
	8248235
	8248237
	8248238
	8248239
	8248262
	8248263
	8248265
	8248267
	8248269
	8248270
	8248271
	8248273
	8248274
	8248275
	8248276
	8248277
	8248278
	8248279
	8248280
	8248281
	8248282
	8248283
	8248284
	8248285
	8248286
	8248287
	8248346
	8248355
	8248409
	8248415
	8248466
	8248479
	8248534
	8248551
	8248561
	8248577
	8248615
	8248642
	8248645
	8248646
	8248647
	8248648
	8248649
	8248897
	8248906
	8248915
	8248921
	8248934
	8248935
	8248944
	8249221
	8249264
	8249265
	8249267
	8249268
	8249350
	8249357
	8249358
	8249359
	8249399
	8249400
	8249401
	8249402
	8249403

	18-NOV-2011
	7910461
	8035387
	8199935
	8254351
	8254353
	8254356
	8254357
	8254358
	8254367
	8254606
	8254614
	8254621
	8254625
	8254627
	8254641
	8254642
	8254643
	8254644
	8254645
	8254650
	8254660
	8254714
	8254746
	8254851
	8254879
	8254911
	8255022
	8255026
	8255075
	8255213
	8255233
	8255247
	8255280
	8255292
	8255294
	8255296
	8255297
	8255302
	8255325
	8255327

	21-NOV-2011
	8082264
	8139856
	8167281
	8200772
	8239693
	8240866
	8256166
	8256167
	8256168
	8256169
	8256170
	8256171
	8256172
	8256405
	8256406
	8256407
	8256408
	8256409
	8256410
	8256411
	8256414
	8256441
	8256451
	8256453
	8256454
	8256457
	8256459
	8256461
	8256462
	8256464
	8256465
	8256466
	8256468
	8256469
	8256471
	8256480
	8256481
	8256528
	8256657
	8256995
	8257018
	8257054
	8257084
	8257115
	8257229
	8257231
	8257233
	8257234
	8257235
	8257236
	8257237
	8257243
	8257245
	8257246
	8257247
	8257248
	8257249
	8257250
	8257251
	8257252
	8257255
	8257256
	8257257
	8257258
	8257259
	8257261
	8257268
	8257324
	8257375
	8257376
	8257377
	8257378
	8257380
	8257381
	8257400
	8257402
	8257408
	8257411
	8257412
	8257413
	8257470
	8257490
	8257491
	8257493
	8257496
	8257498
	8257499
	8257500
	8257525
	8257540
	8257701
	8257702
	8257703

	22-NOV-2011
	8067094
	8096839
	8140309
	8159715
	8178652
	8198032
	8217490
	8236169
	8244781
	8258304
	8258305
	8258306
	8258307
	8258331
	8258352
	8258367
	8258371
	8258372
	8258389
	8258414
	8258479
	8258558
	8258582
	8258601
	8258605
	8258713
	8258771
	8258808
	8258834
	8258869
	8258878
	8258884
	8258986
	8259147
	8259148
	8259149
	8259151
	8259152
	8259326
	8259350
	8259370
	8259397
	8259451
	8259487
	8259695
	8259706
	8259739
	8259741
	8259742
	8259744
	8259746
	8259747
	8259823
	8259836
	8259867
	8260025
	8260149
	8260150
	8260152
	8260154
	8260156
	8260157
	8260158
	8260159
	8260174
	8260175
	8260176
	8260177
	8260178
	8260179

	23-NOV-2011
	7912485
	8157857
	8167369
	8202079
	8221782
	8260479
	8260481
	8260482
	8260483
	8260484
	8260485
	8260486
	8260534
	8260535
	8260581
	8260582
	8260583
	8260587
	8260590
	8260592
	8260602
	8260604
	8260680
	8260838
	8260839
	8260841
	8260843
	8260844
	8260866
	8260874
	8260902
	8260936
	8260945
	8261071
	8261088
	8261128
	8261182
	8261268
	8261275
	8261333
	8261341
	8261416
	8261450
	8261451
	8261452
	8261453
	8261454
	8261455
	8261457
	8261527
	8261564
	8261605
	8261617
	8261619
	8261620
	8261621
	8261622
	8261624
	8261626
	8261629
	8261639
	8261649
	8261655
	8261662
	8261728
	8261766
	8261772
	8271983

	24-NOV-2011
	8120508

	25-NOV-2011
	8104532
	8125507
	8157781
	8200050
	8243835
	8262867
	8262887
	8262889
	8262894
	8262895
	8262896
	8262897
	8262903
	8262904
	8262932
	8262934
	8262935
	8262936
	8262942
	8262943
	8262946
	8262975
	8262976
	8262977
	8262979
	8263320

	28-NOV-2011
	7511740
	8020907
	8096769
	8106222
	8124927
	8166328
	8167372
	8194347
	8263847
	8263924
	8263981
	8264036
	8264045
	8264057
	8264058
	8264060
	8264065
	8264088
	8264107
	8264109
	8264110
	8264111
	8264114
	8264115
	8264116
	8264122
	8264124
	8264152
	8264155
	8264156
	8264157
	8264182
	8264201
	8264280
	8264286
	8264343
	8264345
	8264346
	8264347
	8264348
	8264349
	8264350
	8264351
	8264352
	8264353
	8264381
	8264383
	8264384
	8264385
	8264396
	8264397
	8264403
	8264405
	8264406
	8264407
	8264430
	8264445
	8264446
	8264447
	8264449
	8264450
	8264451
	8264452
	8264453
	8264454
	8264455
	8264462
	8264463
	8264464
	8264465
	8264466
	8264467
	8264468
	8264482
	8265173
	8265248
	8265257
	8265263
	8265266
	8265274
	8265278
	8265280
	8265284
	8265285
	8265355
	8265459

	29-NOV-2011
	8104711
	8115121
	8130376
	8198859
	8217158
	8235723
	8237589
	8237595
	8260155
	8265987
	8266008
	8266014
	8266028
	8266048
	8266337
	8266347
	8266398
	8266414
	8266421
	8266500
	8266683
	8266690
	8266691
	8266907
	8266926
	8266964
	8267027
	8267034
	8267038
	8267039
	8267259
	8267515
	8267516
	8267542
	8267546
	8267547
	8267548
	8267549
	8267552
	8267553
	8267554
	8267555
	8267556
	8267557
	8267568
	8267570
	8267571
	8267574
	8267815
	8267894

	30-NOV-2011
	7855476
	7855742
	8028039
	8050057
	8050838
	8096997
	8097001
	8100633
	8130654
	8156405
	8156653
	8168918
	8178675
	8178676
	8181370
	8183844
	8194203
	8200052
	8254622
	8255451
	8257497
	8260603
	8264354
	8268130
	8268144
	8268236
	8268268
	8268271
	8268273
	8268274
	8268291
	8268292
	8268319
	8268375
	8268391
	8268408
	8268409
	8268410
	8268411
	8268412
	8268413
	8268414
	8268415
	8268416
	8268417
	8268418
	8268419
	8268420
	8268421
	8268422
	8268423
	8268424
	8268426
	8268427
	8268428
	8268429
	8268456
	8268459
	8268509
	8268599
	8268671
	8268740
	8268753
	8268819
	8268824
	8268943
	8269095
	8269129
	8269133
	8269137
	8269156
	8269157
	8269158
	8269198
	8269199
	8269200
	8269202
	8269203
	8269206
	8269283
	8269303
	8269326
	8269354
	8269355
	8269356
	8269357
	8269361
	8269363
	8269374
	8269376
	8269377
	8269378
	8269380
	8269383
	8269389
	8269393
	8269394
	8269395
	8269398
	8269400
	8269403
	8269404
	8269408
	8269410
	8269412
	8269413
	8269436
	8269438
	8269439
	8269440
	8269441
	8269443
	8269445
	8269455
	8269457
	8269468
	8269469
	8269470
	8269471
	8269472
	8269487
	8269492
	8269493
	8269494
	8269496
	8269498
	8269499
	8269500
	8269502
	8269503
	8269504
	8269505
	8269507
	8269509
	8269510
	8269511
	8269512
	8269513
	8269514
	8269515
	8269531
	8269532
	8269555
	8269621
	8269656
	8272637

	01-DEC-2011
	7974836
	8113632
	8123618
	8123677
	8178691
	8194370
	8260153
	8261188
	8269812
	8269893
	8269905
	8270124
	8270126
	8270151
	8270157
	8270181
	8270183
	8270185
	8270186
	8270187
	8270188
	8270189
	8270248
	8270249
	8270250
	8270251
	8270256
	8270259
	8270263
	8270264
	8270265
	8270266
	8270267
	8270268
	8270269
	8270299
	8270303
	8270386
	8270436
	8270474
	8270520
	8270522
	8270523
	8270536
	8270580
	8270608
	8270649
	8270842
	8271344
	8271349
	8271351
	8271353
	8271358
	8271359
	8271403
	8271405
	8271406
	8271415
	8271426
	8271430
	8271591
	8271607

	02-DEC-2011
	8215948
	8242411
	8243166
	8244599
	8271564
	8271841
	8271842
	8271843
	8271844
	8271845
	8271846
	8271924
	8271981
	8272084
	8272085
	8272086
	8272132
	8272167
	8272168
	8272169
	8272170
	8272299
	8272306
	8272307
	8272308
	8272309
	8272310
	8272311
	8272313
	8272314
	8272331
	8272367
	8272395
	8272412
	8272413
	8272414
	8272416
	8272420
	8272421
	8272422
	8272423
	8272424
	8272426
	8272438
	8272466
	8272501
	8272566
	8272567
	8272591
	8272608
	8272684
	8273094
	8273164
	8273165
	8273339
	8273341
	8273342

	05-DEC-2011
	6907802
	8109187
	8200048
	8267572
	8267573
	8274267
	8274276
	8274462
	8274478
	8274488
	8274489
	8274490
	8274491
	8274492
	8274510
	8274512
	8274521
	8274538
	8274591
	8274609
	8274610
	8274611
	8274612
	8274613
	8274614
	8274617
	8274618
	8274628
	8274649
	8274815
	8274816
	8274817
	8274819
	8274820
	8274821
	8274830
	8274897
	8274899
	8275000
	8275003
	8275004
	8275005
	8275007
	8275036
	8275037
	8275532
	8275535
	8275538

	06-DEC-2011
	8156560
	8217068
	8236589
	8237639
	8244552
	8244947
	8246662
	8249355
	8266415
	8269088
	8269164
	8269460
	8275892
	8275894
	8275895
	8275897
	8275898
	8275913
	8275918
	8275919
	8275963
	8275973
	8275974
	8275975
	8275977
	8275978
	8275980
	8275981
	8275982
	8275983
	8275987
	8275988
	8275989
	8275990
	8275991
	8275992
	8275993
	8275994
	8275995
	8275996
	8275997
	8275998
	8275999
	8276000
	8276001
	8276002
	8276003
	8276004
	8276005
	8276006
	8276007
	8276008
	8276009
	8276126
	8276144
	8276156
	8276287
	8276301
	8276437
	8276548
	8276575
	8276578
	8276588
	8276600
	8276608
	8276614
	8276721
	8276801
	8276975
	8277048
	8277062
	8277073
	8277077
	8277087
	8277099
	8277112
	8277151
	8277152

	07-DEC-2011
	8277468
	8277469
	8277470
	8277518
	8277547
	8277565
	8277646
	8277673
	8277706
	8277752
	8277787
	8277874
	8277886
	8278423
	8278578

	08-DEC-2011
	7551336
	8018459
	8108018
	8115569
	8120977
	8143707
	8156810
	8177010
	8181122
	8183722
	8185958
	8194254
	8194344
	8198753
	8198769
	8225217
	8228888
	8262891
	8278975
	8278993
	8278997
	8278998
	8279002
	8279004
	8279005
	8279007
	8279019
	8279030
	8279050
	8279068
	8279075
	8279076
	8279090
	8279114
	8279116
	8279123
	8279131
	8279132
	8279137
	8279156
	8279167
	8279168
	8279171
	8279179
	8279181
	8279203
	8279207
	8279218
	8279225
	8279234
	8279236
	8279245
	8279280
	8279324
	8279334
	8279379
	8279434
	8279437
	8279440
	8279445
	8279454
	8279456
	8279487
	8279576
	8279577
	8279578
	8279579
	8279580
	8279581
	8279582
	8279583
	8279602
	8279666
	8279671
	8279731
	8279830
	8279845
	8279852
	8279908
	8279909
	8279911
	8279914
	8279918
	8279940
	8280007
	8280025
	8280069
	8280071
	8280090
	8280092
	8280096
	8280097
	8280098
	8280099
	8280110
	8280115
	8280128
	8280130
	8280134
	8280156
	8280159
	8280190
	8280272
	8280277
	8280285
	8280286
	8280287
	8280288
	8280289
	8280291
	8280292
	8280298
	8280299
	8280301
	8280302
	8280340
	8280348
	8280368
	8280386
	8280398
	8280443
	8280450
	8280470
	8280476
	8280478
	8280503
	8280599
	8280600
	8280642
	8280752
	8280836
	8280968
	8280970

	09-DEC-2011
	7547136
	8123815
	8124964
	8137585
	8138526
	8145510
	8180360
	8225248
	8269362
	8269456
	8281437
	8281451
	8281461
	8281486
	8281507
	8281538
	8281870
	8281871
	8281910
	8281914
	8282203
	8282204
	8282205
	8282208
	8282217
	8282218
	8282219
	8282222
	8282223
	8282224
	8282225
	8282226
	8282227
	8282228
	8282230
	8282231
	8282232
	8282250
	8282251
	8282252
	8282253
	8282255
	8282256
	8282257
	8282258
	8282259
	8282260
	8282261
	8282262
	8282263
	8282264
	8282265
	8282266
	8282267
	8282268
	8282287
	8282290
	8282291
	8282292
	8282293
	8282294
	8282295
	8282299
	8282300
	8282301
	8282302
	8282303
	8282304
	8282305
	8282306
	8282307
	8282308
	8282309
	8282310
	8282311
	8282312
	8282313
	8282341
	8282342
	8282343
	8282346
	8282349
	8282351
	8282354
	8282425
	8282652
	8282654
	8282656

	12-DEC-2011
	7554296
	8048615
	8115940
	8123624
	8133751
	8138270
	8145498
	8156536
	8157238
	8160907
	8170893
	8257238
	8258311
	8267569
	8270629
	8271407
	8272243
	8276388
	8283513
	8283541
	8283563
	8283612
	8283635
	8283672
	8283722
	8283838
	8283862
	8283883
	8283947
	8283948
	8283949
	8283950
	8283952
	8283953
	8283955
	8283956
	8283957
	8283958
	8283959
	8283960
	8283970
	8284001
	8284035
	8284043
	8284083
	8284092
	8284099
	8284221
	8284284
	8284285
	8284300
	8284325
	8284383
	8284420
	8284430
	8284431
	8284460
	8284578
	8284592
	8284598
	8284642
	8284687
	8284764
	8284824
	8284852
	8284865

	13-DEC-2011
	8102334
	8115406
	8130261
	8131276
	8156782
	8175848
	8194338
	8269375
	8276273
	8285409
	8285410
	8285428
	8285430
	8285446
	8285556
	8285559
	8285561
	8285585
	8285586
	8285603
	8285756
	8285786
	8285848
	8285875
	8285966
	8285971
	8286002
	8286007
	8286011
	8286064
	8286073
	8286390
	8286431
	8286444
	8286449
	8286466
	8286467
	8286548
	8286619
	8286620
	8286623
	8286624
	8286690
	8286792
	8286794
	8286795
	8286796
	8286798
	8286800
	8286801
	8286802
	8286803
	8286804
	8286806
	8286810

	14-DEC-2011
	8080475
	8090792
	8097555
	8113257
	8115278
	8124298
	8163644
	8169310
	8178816
	8179814
	8180629
	8208314
	8216358
	8217823
	8225183
	8232186
	8262937
	8278283
	8289949
	8289995
	8290037
	8290139
	8290204
	8290217
	8290242
	8290247
	8290248
	8290276
	8290289
	8290291
	8290313
	8290364
	8290369
	8290374
	8290501
	8290525
	8290559
	8290626
	8290628
	8290629
	8290630
	8290636
	8290642
	8290644
	8290645
	8290646
	8290647
	8290648
	8290677
	8290679
	8290702
	8290751
	8290752
	8290786
	8290787
	8290788
	8290789
	8290993
	8291053
	8291109
	8291346
	8291382
	8291419
	8291421

	15-DEC-2011
	7734552
	7958960
	8099431
	8123802
	8123806
	8146261
	8156367
	8156804
	8236202
	8244280
	8257253
	8268425
	8270128
	8275395
	8280303
	8283494
	8283565
	8292043
	8292093
	8292118
	8292119
	8292120
	8292122
	8292123
	8292124
	8292125
	8292126
	8292127
	8292129
	8292130
	8292140
	8292142
	8292143
	8292144
	8292145
	8292146
	8292147
	8292148
	8292149
	8292150
	8292290
	8292292
	8292293
	8292294
	8292295
	8292296
	8292359
	8292388
	8292417
	8292433
	8292446
	8292447
	8292448
	8292449
	8292455
	8292456
	8292459
	8292460
	8292461
	8292462
	8292463
	8292464
	8292466
	8292474
	8292476
	8292491
	8292657
	8292680
	8292704
	8292903
	8293012
	8293027
	8293028
	8293029
	8293031
	8293032
	8293033
	8293034
	8293035
	8293036
	8293037
	8293038
	8293093
	8293094
	8293095
	8293096
	8293097
	8293117
	8293118
	8293119
	8293121
	8293122
	8293123
	8293124
	8293125
	8293126
	8293127
	8293128
	8293130
	8293208
	8293280
	8293360

	16-DEC-2011
	8048745
	8130368
	8133316
	8137726
	8142612
	8148096
	8156781
	8165518
	8181171
	8264408
	8264428
	8268454
	8270519
	8293881
	8293882
	8293886
	8293890
	8293891
	8293892
	8293893
	8293894
	8293895
	8293896
	8293897
	8293966
	8293967
	8293968
	8293970
	8293977
	8293978
	8293980
	8293981
	8293999
	8294000
	8294025
	8294103
	8294128
	8294160
	8294216
	8294237
	8294255
	8294652
	8294818
	8294985
	8295047
	8295075
	8295079
	8295107
	8295222
	8295223
	8295224
	8295225
	8295237
	8295238
	8295300
	8295608
	8295814
	8296139
	8296268
	8296391
	8296757
	8296966

	19-DEC-2011
	8098917
	8135169
	8136397
	8180664
	8191133
	8194236
	8240673
	8248289
	8249266
	8258621
	8270222
	8270821
	8271409
	8272357
	8272427
	8273021
	8274399
	8276429
	8276898
	8282649
	8284026
	8285386
	8286047
	8297730
	8297731
	8297732
	8297735
	8297736
	8299090
	8299112
	8299176
	8299177
	8299178
	8299180
	8299181
	8299449
	8299546
	8299588
	8299609
	8299610
	8299611
	8299613
	8299635
	8299636
	8299637
	8299638
	8299640
	8299641
	8299642
	8299644
	8299647
	8299649
	8299650
	8299651
	8299652
	8299670
	8299710
	8299752
	8853689

	20-DEC-2011
	8079577
	8145573
	8217826
	8262945
	8272166
	8279115
	8280117
	8281580
	8286014
	8286790
	8290955
	8301683
	8301685
	8301688
	8301689
	8301690
	8301691
	8301692
	8301694
	8301699
	8301715
	8301732
	8301743
	8301745
	8301746
	8301747
	8301748
	8301780
	8301781
	8301782
	8301783
	8301784
	8301785
	8301786
	8301787
	8301788
	8301789
	8301790
	8301791
	8301793
	8301855
	8302297
	8302302
	8302337
	8302365
	8302404
	8302431
	8302569
	8302570
	8302825
	8302937
	8302983
	8302998
	8303022
	8303023
	8303056
	8303151
	8303152
	8303166
	8303170
	8303212
	8303269
	8303287
	8303320
	8303376
	8303398
	8303432
	8303568
	8303577
	8303583

	21-DEC-2011
	8042084
	8109193
	8116438
	8129082
	8238336
	8239205
	8272312
	8273000
	8282348
	8283940
	8291437
	8292117
	8292458
	8293991
	8299910
	8303868
	8303871
	8303872
	8303897
	8303904
	8303919
	8303946
	8303947
	8303949
	8304064
	8304094
	8304202
	8304203
	8304204
	8304205
	8304219
	8304220
	8304225
	8304250
	8304258
	8304259
	8304261
	8304262
	8304263
	8304362
	8304401
	8304441
	8304443
	8304444
	8304448
	8304474
	8304475
	8304476
	8304482
	8304651
	8304683
	8304687
	8304714
	8304723
	8304725
	8304731
	8304732
	8304734
	8304735
	8304736
	8304737
	8304738
	8304740
	8304741
	8304756
	8304916
	8305421
	8305450
	8305498
	8305504
	8305562
	8305563
	8305573
	8305597
	8305623
	8305634
	8305640
	8305657
	8305809
	8305826
	8305842
	8305871
	8305905
	8312735

	22-DEC-2011
	7930166
	8170926
	8192225
	8273102
	8291156
	8301897
	8302835
	8306579
	8306586
	8306589
	8306595
	8306615
	8306620
	8306751
	8306760
	8306805
	8306837
	8306838
	8306839
	8306842
	8306843
	8307020
	8307024
	8307025
	8307026
	8307027
	8307028
	8307029
	8307030
	8307031
	8307175
	8307193
	8307194
	8307195
	8307196
	8307198
	8307260
	8307261
	8307262
	8307263
	8307265
	8307266
	8307267
	8307294
	8307297
	8307299
	8307300
	8307307
	8307356
	8307482
	8307484
	8307605
	8307614
	8307727
	8307730
	8307731
	8307733
	8307789
	8307792
	8308084
	8308127
	8308222
	8308547
	8308592
	8308756
	8308842
	8308860
	8309027
	8309069
	8309070
	8309089
	8315364

	26-DEC-2011
	8282206
	8310838
	8310840

	27-DEC-2011
	8112258
	8118939
	8136386
	8217817
	8240855
	8248644
	8275038
	8279844
	8290934
	8292128
	8299639
	8304722
	8311115
	8311362
	8311363
	8311365
	8311367
	8311368
	8311369
	8311372
	8311374
	8311376
	8311391
	8311553
	8311575
	8311581
	8311583
	8311584
	8311585
	8311586
	8311587
	8311588
	8311589
	8311606
	8311608
	8311672
	8311674
	8311676
	8311677
	8311678
	8311679
	8311680
	8311693
	8311694
	8311696
	8311698
	8311699
	8311700
	8311701
	8311741
	8311742
	8311743
	8311744
	8311746
	8311747
	8311750
	8311751
	8311766
	8311768
	8311769
	8311770
	8311771
	8311772
	8311775
	8311778
	8311781
	8311820
	8311996
	8312150
	8312187
	8312300
	8312338
	8312341
	8312369
	8312400

	28-DEC-2011
	8012257
	8254626
	8264121
	8269409
	8274818
	8291128
	8310841
	8312994
	8312997
	8313007
	8313008
	8313009
	8313010
	8313011
	8313012
	8313013
	8313014
	8313015
	8313017
	8313018
	8313020
	8313021
	8313023
	8313024
	8313025
	8313026
	8313027
	8313028
	8313029
	8313048
	8313157
	8313346
	8313354
	8313475
	8313483
	8313503
	8313517
	8313549
	8313597
	8313605
	8313606
	8313621
	8313683
	8313711
	8313736
	8313768
	8313928
	8313929
	8313979
	8314042
	8314060
	8314070
	8314116
	8314119
	8314137
	8314145
	8314146
	8314178
	8314321
	8314377
	8314389
	8314390
	8314399
	8314417
	8314432
	8320797

	29-DEC-2011
	7924031
	8093192
	8095303
	8156531
	8157277
	8162895
	8173001
	8177052
	8200077
	8236249
	8238327
	8240888
	8268455
	8295008
	8311692
	8314773
	8314774
	8314775
	8314777
	8314791
	8314793
	8314795
	8314796
	8314823
	8314824
	8314825
	8314826
	8315010
	8315033
	8315036
	8315046
	8315086
	8315099
	8315208
	8315278
	8315295
	8315339
	8315392
	8315466
	8315572
	8315602
	8315668
	8315700
	8315736
	8315866
	8315894
	8315991
	8315998
	8316011
	8316020
	8316054
	8316071

	30-DEC-2011
	8133756
	8156708
	8156811
	8171485
	8270296
	8272417
	8290791
	8305496
	8316566
	8316735
	8316768
	8316769
	8316770
	8316775
	8316781
	8316788
	8316806
	8316808
	8316809
	8316810
	8316811
	8316815
	8316816
	8316817
	8316818
	8316819
	8316821
	8316822
	8316843
	8316845
	8316846
	8316847
	8316848
	8316849
	8316852
	8316865
	8316866
	8316947
	8316948
	8316975
	8317002
	8317122
	8317155
	8317177
	8317233
	8317267

	02-JAN-2012
	7989203

	03-JAN-2012
	7605014
	8041897
	8041904
	8060037
	8140623
	8157319
	8165520
	8180628
	8194212
	8194234
	8194291
	8200042
	8224917
	8236048
	8236203
	8236855
	8237893
	8239216
	8240839
	8243837
	8248569
	8269442
	8269497
	8275035
	8275979
	8282298
	8290277
	8294992
	8299179
	8307601
	8318051
	8318061
	8318075
	8318127
	8318128
	8318256
	8318263
	8318364
	8318365
	8318495
	8318523
	8318533
	8318653
	8318816
	8318928
	8318998
	8319281
	8319302
	8319498
	8319660
	8319688
	8319858
	8319886

	04-JAN-2012
	6962118
	7407984
	7938057
	8130337
	8138381
	8143344
	8156664
	8174070
	8178692
	8180715
	8181366
	8202803
	8217159
	8246394
	8269396
	8271348
	8293979
	8311487
	8320410
	8320423
	8320424
	8320458
	8320518
	8320527
	8320542
	8320544
	8320549
	8320564
	8320583
	8320649
	8320656
	8320657
	8320658
	8320678
	8320686
	8320687
	8320688
	8320738
	8320756
	8320757
	8320758
	8320760
	8320762
	8320771
	8320830
	8320888
	8320894
	8320902
	8320913
	8320916
	8320917
	8320919
	8320920
	8320921
	8320922
	8320923
	8320925
	8320927
	8320930
	8320932
	8320939
	8320940
	8320941
	8320943
	8320955
	8320956
	8320959
	8320982
	8320987
	8320994
	8321033
	8321045
	8321046
	8321049
	8321052
	8321053
	8321054
	8321055
	8321064
	8321126
	8321155
	8321156
	8321157
	8321158
	8321159
	8321161
	8321162
	8321163
	8321164
	8321178
	8321186
	8321314
	8321508
	8321588
	8321610
	8321661
	8321672
	8321729
	8321751
	8321766
	8321787

	05-JAN-2012
	8235347
	8248960
	8286793
	8290533
	8303874
	8313134
	8322143
	8322145
	8322146
	8322149
	8322150
	8322152
	8322153
	8322157
	8322158
	8322162
	8322163
	8322243
	8322245
	8322313
	8322380
	8322383
	8322415
	8322502
	8322523
	8322668
	8322676
	8322679
	8322700
	8322710
	8322830
	8323194
	8323236
	8323237
	8323283
	8323284
	8323285
	8323290
	8323334
	8323375
	8323376
	8323426
	8323438
	8324148

	06-JAN-2012
	6362991
	8022811
	8080138
	8129358
	8192023
	8200082
	8216473
	8216478
	8264039
	8269399
	8279848
	8292092
	8294596
	8295060
	8301806
	8303213
	8303301
	8311695
	8316850
	8318582
	8320924
	8321643
	8322783
	8324543
	8324546
	8324547
	8324593
	8324634
	8324694
	8324729
	8324803
	8324858
	8324908
	8324909
	8324915
	8324969
	8324975
	8324978
	8324979
	8324981
	8324987
	8325036
	8325052
	8325095
	8325262
	8325263
	8325264
	8325326
	8325372
	8325394
	8325395
	8325396
	8325398
	8325427
	8325492
	8325518
	8325531
	8325532
	8325533
	8325536
	8325537
	8325538
	8325539
	8325540
	8325559
	8325563
	8325564
	8325565
	8325568
	8325597
	8325748
	8325866
	8325872
	8325879
	8325922
	8325977

	09-JAN-2012
	8127036
	8228827
	8243392
	8248268
	8290641
	8305788
	8312286
	8313031
	8314359
	8314370
	8314790
	8315117
	8316807
	8319714
	8320993
	8321323
	8322160
	8323231
	8324579
	8326453
	8326454
	8326463
	8326481
	8326482
	8326483
	8326484
	8326485
	8326487
	8326488
	8326490
	8326491
	8326492
	8326494
	8326497
	8326505
	8326506
	8326507
	8326508
	8326509
	8326510
	8326511
	8326512
	8326513
	8326514
	8326515
	8326516
	8326517
	8326702
	8326703
	8326704
	8326720
	8326748
	8326772
	8326777
	8326891
	8326906
	8326935
	8326995
	8326997
	8327002
	8327112
	8327491
	8327502
	8327503
	8327578
	8327662
	8327691
	8327712
	8327714
	8327715
	8327717
	8327718
	8327719
	8327720
	8327721
	8327743
	8327766
	8327781
	8327935

	10-JAN-2012
	7882317
	8123672
	8206167
	8238232
	8262309
	8272415
	8321673
	8328478
	8328480
	8328483
	8328484
	8328485
	8328486
	8328487
	8328488
	8328490
	8328491
	8328493
	8328504
	8328505
	8328506
	8328507
	8328509
	8328554
	8328596
	8328642
	8328698
	8328720
	8328803
	8328839
	8328840
	8328841
	8328842
	8328850
	8328864
	8328868
	8328935
	8329039
	8329045
	8329133
	8329282
	8329283
	8329284
	8329306
	8329320
	8329336
	8329416
	8329438
	8329516
	8329518
	8329560
	8329562
	8329644
	8329646
	8329647
	8329718

	11-JAN-2012
	8062243
	8170963
	8235737
	8238330
	8314788
	8320918
	8322151
	8324974
	8330000
	8330010
	8330011
	8330012
	8330040
	8330043
	8330044
	8330045
	8330046
	8330060
	8330147
	8330148
	8330149
	8330222
	8330237
	8330287
	8330303
	8330314
	8330341
	8330342
	8330371
	8330433
	8330526
	8330565
	8330598
	8330614
	8330619
	8330668
	8330691
	8330940
	8330998
	8330999
	8331001
	8331008
	8331013
	8331015
	8331019
	8331020
	8331021
	8331054
	8331055
	8331061
	8331065
	8331073
	8331147
	8331157
	8331158
	8331175
	8331188
	8331288
	8331289
	8331294
	8331298
	8331299
	8331321
	8331362
	8331404
	8331420
	8331453
	8331540
	8331554
	8331560
	8331566
	8341838
	8341865

	12-JAN-2012
	7876977
	8108028
	8260139
	8280974
	8282297
	8282345
	8311375
	8314794
	8314797
	8315726
	8316664
	8320887
	8333369
	8333382
	8333383
	8333384
	8333385
	8333386
	8333398
	8333399
	8333400
	8333402
	8333403
	8333405
	8333406
	8333407
	8333416
	8333455
	8333545
	8333564
	8333600
	8333621
	8333670
	8333677
	8333725
	8333763
	8333916
	8333935
	8333936
	8333984
	8334029
	8334030
	8334031
	8334032
	8334033
	8334034
	8334035
	8334100
	8334136
	8334291
	8334562
	8334565

	13-JAN-2012
	7776909
	7847897
	7891589
	8200002
	8249367
	8286392
	8286408
	8311113
	8324523
	8325230
	8327408
	8329083
	8329281
	8335484
	8335507
	8335531
	8335533
	8335534
	8335535
	8335536
	8335537
	8335538
	8335540
	8335541
	8335542
	8335543
	8335544
	8335545
	8335547
	8335548
	8335549
	8335550
	8335551
	8335552
	8335553
	8335554
	8335555
	8335556
	8335558
	8335564
	8335589
	8335612
	8335614
	8335616
	8335617
	8335618
	8335788
	8335789
	8335791
	8335792
	8335794
	8335795
	8335796
	8335808
	8335834
	8335837
	8335838
	8335852
	8335865
	8335866
	8335867
	8335876
	8335902
	8335923
	8335946
	8335947
	8336077
	8336095
	8336139
	8336249
	8336475
	8336476
	8336477
	8336552
	8336553
	8336554
	8336555
	8336556
	8336558
	8336576
	8336614
	8336615
	8336663
	8336671
	8337052

	16-JAN-2012
	7776902
	7989284
	8108044
	8115307
	8126260
	8256482
	8260148
	8269381
	8269401
	8274998
	8279130
	8280290
	8282350
	8308143
	8311942
	8313049
	8315297
	8315766
	8316820
	8322155
	8322183
	8323381
	8324990
	8325771
	8329050
	8330530
	8330573
	8334758
	8337506
	8337508
	8337516
	8337518
	8337519
	8337531
	8337545
	8337549
	8337551
	8337552
	8337553
	8337555
	8337556
	8337558
	8337565
	8337566
	8337567
	8337568
	8337569
	8337570
	8337571
	8337572
	8337573
	8337574
	8337588
	8337589
	8337590
	8337592
	8337595
	8337611
	8337631
	8337637
	8337642
	8337685
	8337695
	8337712
	8337761
	8337793
	8337805
	8337808
	8337809
	8337825
	8337830
	8337832
	8337841
	8337863
	8337875
	8337888
	8337910
	8337911
	8337945
	8338012
	8338018
	8338019
	8338020
	8338041
	8338059
	8338080

	17-JAN-2012
	7747175
	8172018
	8194224
	8283562
	8286570
	8290280
	8321674
	8327716
	8338403
	8338436
	8338767
	8338769
	8338778
	8338779
	8338780
	8338781
	8338782
	8338783
	8338784
	8338786
	8338787
	8338788
	8338789
	8338791
	8338848
	8338851
	8338852
	8338853
	8338854
	8338859
	8338861
	8338864
	8338865
	8338869
	8338870
	8338871
	8338872
	8338873
	8338876
	8338891
	8338892
	8338893
	8338906
	8338953
	8338956
	8338965
	8339013
	8339023
	8339065
	8339070
	8339124
	8339136
	8339137
	8339212
	8339214
	8339219
	8339259
	8339350
	8339383
	8339411
	8339588
	8339634
	8339635
	8339636
	8339637
	8339642
	8339643
	8339673
	8339677
	8339679
	8339683
	8339698
	8339769
	8339848
	8339862
	8339871
	8339880
	8339913
	8340023
	8340143
	8340307
	8340437

	18-JAN-2012
	8044188
	8066553
	8173956
	8236246
	8261651
	8295080
	8320915
	8329648
	8333917
	8338000
	8340863
	8340873
	8340874
	8340883
	8340884
	8340885
	8340890
	8340914
	8340923
	8340924
	8340944
	8340954
	8340986
	8341130
	8341131
	8341133
	8341134
	8341135
	8341136
	8341137
	8341138
	8341183
	8341350
	8341389
	8341476
	8341508
	8341669
	8341688
	8341795
	8341810
	8341860
	8341886
	8341911
	8341912
	8341914
	8341965
	8341987
	8341989
	8341990
	8342027
	8342084
	8342232
	8342242
	8342252
	8342278
	8342298
	8342306
	8342319
	8342320
	8342353
	8342414

	19-JAN-2012
	7895489
	8084525
	8097637
	8278989
	8334036
	8335656
	8336577
	8336677
	8337085
	8337576
	8337591
	8338409
	8338897
	8338898
	8339682
	8342912
	8342948
	8342973
	8343088
	8343089
	8343090
	8343091
	8343094
	8343095
	8343096
	8343097
	8343098
	8343099
	8343100
	8343113
	8343143
	8343226
	8343275
	8343288
	8343306
	8343308
	8343310
	8343318
	8343322
	8343323
	8343324
	8343344
	8343364
	8343370
	8343371
	8343372
	8343381
	8343395
	8343423
	8343426
	8343436
	8343448
	8343465
	8343484
	8343526
	8343709
	8343876
	8343877
	8343878
	8343879

	20-JAN-2012
	8260151
	8280300
	8303554
	8313019
	8327072
	8335809
	8339712
	8344927
	8344928
	8344929
	8344935
	8344936
	8344937
	8344939
	8344946
	8344947
	8344962
	8344969
	8345014
	8345073
	8345074
	8345075
	8345076
	8345077
	8345078
	8345079
	8345080
	8345081
	8345082
	8345083
	8345085
	8345086
	8345094
	8345190
	8345199
	8345200
	8345214
	8345275
	8345362
	8345365
	8345369
	8345370
	8345652
	8345704
	8345811
	8345909
	8346022
	8346379
	8346401
	8346432
	8346446
	8346494
	8346526
	8346558
	8346559
	8346614
	8346692
	8346779
	8346871

	23-JAN-2012
	8098196
	8120448
	8156545
	8164781
	8290243
	8304038
	8304063
	8304733
	8307032
	8311774
	8311777
	8313022
	8316772
	8322891
	8324793
	8324933
	8327600
	8333401
	8335613
	8338890
	8348013
	8348054
	8348063
	8348125
	8348142
	8348152
	8348153
	8348155
	8348205
	8348208
	8348209
	8348210
	8348211
	8348212
	8348213
	8348214
	8348215
	8348216
	8348217
	8348218
	8348219
	8348220
	8348221
	8348223
	8348225
	8348226
	8348249
	8348304
	8348306
	8348307
	8348308
	8348355
	8348357
	8348358
	8348359
	8348360
	8348436
	8348445
	8348446
	8348510
	8348511
	8348548
	8348587
	8348652
	8348671
	8348679
	8348978
	8349053
	8349271
	8349274
	8349288
	8349731
	8349741
	8349753
	8349781
	8349782
	8349831
	8349868
	8349883
	8349885

	24-JAN-2012
	7967486
	8068248
	8239189
	8292071
	8311749
	8319313
	8324976
	8330588
	8335588
	8337636
	8339633
	8342396
	8348224
	8350380
	8350517
	8350541
	8350587
	8350590
	8350591
	8350592
	8350593
	8350594
	8350595
	8350596
	8350597
	8350598
	8350599
	8350600
	8350602
	8350603
	8350604
	8350605
	8350606
	8350607
	8350675
	8350703
	8350735
	8350843
	8350845
	8350872
	8350880
	8350881
	8350882
	8350886
	8350945
	8350947
	8350948
	8350976
	8350982
	8350983
	8350984
	8350993
	8351016
	8351058
	8351111
	8351121
	8351158
	8351451
	8351452
	8351472
	8351506
	8351983
	8351986
	8352005
	8352021

	25-JAN-2012
	8314010
	8320764
	8350601
	8353123
	8353124
	8353125
	8353126
	8353129
	8353135
	8353276
	8353317
	8353408
	8353468
	8353469
	8353472
	8353473
	8353474
	8353475
	8353476
	8353485
	8353486
	8353586
	8353622
	8353694
	8353838
	8353884
	8353963
	8354004
	8354249
	8354307
	8354429
	8354551

	26-JAN-2012
	8175846
	8185987
	8307199
	8320606
	8324879
	8337932
	8338785
	8339678
	8341859
	8343101
	8355182
	8355218
	8355229
	8355261
	8355262
	8355263
	8355279
	8355280
	8355301
	8355302
	8355303
	8355304
	8355305
	8355387
	8355389
	8355400
	8355426
	8355447
	8355457
	8355458
	8355459
	8355460
	8355461
	8355462
	8355520
	8355576
	8355577
	8355581
	8355620
	8355646
	8355650
	8355717
	8355720
	8355763
	8355811
	8355828
	8355837
	8355845
	8355994
	8355999
	8356092
	8356135
	8356173
	8356202
	8356300
	8356301
	8356302
	8356349
	8356359
	8356453
	8356508
	8356540
	8356579

	27-JAN-2012
	8269446
	8279846
	8290246
	8311580
	8329511
	8330938
	8331119
	8333690
	8336733
	8338895
	8341308
	8343832
	8345057
	8346525
	8354517
	8354590
	8357311
	8357338
	8357342
	8357383
	8357384
	8357387
	8357388
	8357390
	8357391
	8357413
	8357445
	8357579
	8357666
	8357710
	8358046
	8358059
	8358061
	8358066
	8358087
	8358115
	8358141
	8358153
	8358218
	8358302
	8358400
	8358439
	8358480
	8358747
	8358962
	8358963
	8359039

	30-JAN-2012
	8156616
	8181287
	8192720
	8208158
	8293969
	8348237
	8349770
	8350842
	8351941
	8361569
	8361571
	8361574
	8361575
	8361583
	8361586
	8361587
	8361701
	8361730
	8361758
	8361826
	8361856
	8361890
	8361947
	8361953
	8361979
	8362049
	8362176
	8362181
	8362301
	8362302
	8362343
	8362365
	8362403
	8362601
	8362844
	8362845
	8362846
	8362847
	8362848
	8374608
	8374609
	8374611
	8374615
	8382982
	8383544
	8383547

	31-JAN-2012
	8216356
	8336413
	8355260
	8371404
	8371448
	8371449
	8372085
	8372210
	8372212
	8372213
	8372214
	8372215
	8372216
	8372217
	8373101
	8373777
	8373782
	8374348
	8374715
	8375143
	8375339
	8375351
	8375370
	8376257
	8376388
	8376938
	8376952
	8378189
	8378218
	8378562
	8378802
	8379072
	8379612
	8380671
	8380672
	8380673
	8381440
	8381444
	8381523

	01-FEB-2012
	8269508
	8320761
	8338952
	8355227
	8355267
	8356495
	8357476
	8381946
	8381947
	8381948
	8381949
	8381950
	8381951
	8381952
	8381960
	8381961
	8381962
	8381963
	8381964
	8381965
	8381966
	8381967
	8381968
	8381969
	8381970
	8381971
	8381975
	8381976
	8381977
	8381978
	8381979
	8381980
	8381981
	8381982
	8381983
	8382092
	8382112
	8382191
	8382279
	8382307
	8382308
	8382309
	8382319
	8382788
	8382789
	8382898
	8382949
	8382962
	8382963
	8382966
	8383050
	8383113
	8383163
	8383209
	8383267
	8383513
	8383577
	8383595
	8383602
	8383639
	8383741
	8383749
	8383803

	02-FEB-2012
	8121409
	8267550
	8318489
	8339283
	8361581
	8384296
	8384297
	8384308
	8384309
	8384348
	8384377
	8384450
	8384462
	8384463
	8384464
	8384465
	8384466
	8384467
	8384468
	8384469
	8384471
	8384472
	8384473
	8384474
	8384475
	8384476
	8384477
	8384478
	8384479
	8384480
	8384481
	8384482
	8384483
	8384488
	8384567
	8384572
	8384582
	8384603
	8384604
	8384605
	8384666
	8384668
	8384680
	8384763
	8384768
	8384777
	8384865
	8384878
	8384916
	8384922
	8384956
	8384959
	8385012
	8385117
	8385442
	8385468
	8385510
	8385677
	8385681
	8385755
	8386512
	8386731

	03-FEB-2012
	7582697
	8254713
	8286547
	8304440
	8309104
	8345084
	8361572
	8383726
	8387777
	8387778
	8387779
	8387780
	8387781
	8387782
	8387783
	8387823
	8387949
	8388533
	8388543
	8388544
	8388545
	8388548
	8388551
	8388552
	8388553
	8388555
	8388557
	8388559
	8388560
	8388561
	8388563
	8388564
	8388569
	8388570
	8388572
	8388573
	8388575
	8388595
	8388613
	8388614
	8388615
	8388616
	8388617
	8388618
	8388627
	8388796
	8388798
	8388799
	8388800
	8388927
	8388937
	8388960
	8388984
	8389005
	8389032
	8389112
	8389124
	8389127
	8389128
	8389203
	8389284
	8389351
	8389355
	8389414
	8389460
	8389493
	8389502
	8390238

	04-FEB-2012
	7876612

	06-FEB-2012
	7864123
	8099406
	8139711
	8161477
	8269358
	8269411
	8269501
	8320929
	8338030
	8340900
	8362282
	8377402
	8382971
	8390905
	8390910
	8391083
	8391178
	8391179
	8391180
	8391181
	8391196
	8391197
	8391198
	8391201
	8391202
	8391203
	8391204
	8391205
	8391206
	8391207
	8391215
	8391216
	8391217
	8391218
	8391219
	8391220
	8391221
	8391222
	8391223
	8391224
	8391236
	8391242
	8391245
	8391284
	8391404
	8391413
	8391571
	8391573
	8391601
	8391646
	8391717
	8391831
	8391842
	8391858
	8391859
	8391870
	8391953
	8391955
	8391956
	8391957
	8391985
	8391988
	8391990
	8391991
	8392013
	8392045
	8392153
	8392165
	8392206
	8392214

	07-FEB-2012
	7675856
	7889938
	8280477
	8341149
	8348157
	8376389
	8392965
	8392975
	8392979
	8393014
	8393046
	8393048
	8393049
	8393051
	8393052
	8393054
	8393101
	8393172
	8393187
	8393203
	8393205
	8393206
	8393207
	8393208
	8393209
	8393210
	8393212
	8393224
	8393242
	8393279
	8393374
	8393392
	8393445
	8393473
	8393597
	8393650
	8393658
	8393659
	8393834
	8393879
	8393911
	8394006
	8394015
	8394241
	8394247
	8394338
	8394365
	8394401
	8394435
	8394452
	8394513

	08-FEB-2012
	7819474
	8261625
	8269359
	8269397
	8290278
	8334412
	8353772
	8357386
	8374614
	8382763
	8383548
	8385422
	8394947
	8394966
	8394996
	8394998
	8394999
	8395001
	8395002
	8395003
	8395004
	8395007
	8395040
	8395095
	8395153
	8395282
	8395371
	8395508
	8395509
	8395510
	8395511
	8395512
	8395513
	8395514
	8395515
	8395516
	8395517
	8395518
	8395519
	8395520
	8395581
	8395623
	8395677
	8395706
	8395772
	8395775
	8395776
	8395780
	8396122
	8396133
	8396159
	8396191
	8396198
	8396220
	8396224
	8396226
	8396239
	8396246
	8396247
	8396249
	8396251
	8396252
	8396253

	09-FEB-2012
	8138383
	8293090
	8309103
	8320928
	8324977
	8333939
	8350862
	8355998
	8358748
	8361648
	8389021
	8396914
	8396925
	8396927
	8396936
	8396962
	8397039
	8397080
	8397107
	8397108
	8397109
	8397110
	8397111
	8397112
	8397113
	8397114
	8397115
	8397116
	8397117
	8397152
	8397163
	8397250
	8397268
	8397282
	8397283
	8397285
	8397286
	8397290
	8397295
	8397297
	8397335
	8397350
	8397352
	8397387
	8397398
	8397399
	8397416
	8397419
	8397421
	8397422
	8397424
	8397425
	8397473
	8397483
	8397504
	8397595
	8397833
	8397834
	8397835
	8397875
	8397878
	8397896
	8397929
	8397937
	8397954
	8398058
	8398111
	8398235
	8398236
	8404970

	10-FEB-2012
	6617192
	8156551
	8334037
	8381439
	8394235
	8394296
	8399092
	8399099
	8399118
	8399119
	8399121
	8399122
	8399123
	8399124
	8399137
	8399139
	8399140
	8399142
	8399143
	8399145
	8399163
	8399169
	8399287
	8399348
	8399349
	8399351
	8399355
	8399356
	8399357
	8399358
	8399359
	8399438
	8399445
	8399472
	8399485
	8399486
	8399503
	8399634
	8399644
	8399686
	8399797
	8399916
	8399937
	8399940
	8399956
	8399958
	8401037
	8401220

	13-FEB-2012
	6994166
	7811114
	7870698
	7966664
	8292452
	8304062
	8304201
	8316842
	8340886
	8341831
	8381849
	8392215
	8395000
	8395008
	8401994
	8402005
	8402006
	8402007
	8402008
	8402009
	8402016
	8402017
	8402027
	8402028
	8402029
	8402041
	8402044
	8402046
	8402065
	8402066
	8402071
	8402146
	8402234
	8402267
	8402288
	8402290
	8402558
	8402561
	8402596
	8402624
	8402627
	8402642
	8402643
	8402644
	8402645
	8402669
	8402670
	8402680
	8402767
	8402953
	8402954
	8403045
	8403127
	8403216
	8403430
	8403528
	8403735
	8403754

	14-FEB-2012
	8113698
	8174038
	8182195
	8217148
	8247613
	8316851
	8333919
	8335532
	8344933
	8344940
	8353477
	8357389
	8395942
	8399375
	8402676
	8403975
	8404213
	8404219
	8404225
	8404230
	8404245
	8404249
	8404261
	8404264
	8404265
	8404301
	8404302
	8404344
	8404355
	8404374
	8404376
	8404416
	8404420
	8404421
	8404461
	8404467
	8404472
	8404474
	8404492
	8404511
	8404542
	8404550
	8404560
	8404568
	8404588
	8404591
	8404607
	8404612
	8404613
	8404645
	8404648
	8404754
	8404758
	8404794
	8404832
	8404912
	8404939
	8405012
	8405046
	8405054
	8405151
	8405155
	8405156
	8405157
	8405158
	8405159
	8405161
	8405162
	8405163
	8405164
	8405165
	8405191
	8405207
	8405210
	8405211
	8405280
	8405382
	8405397
	8405417
	8405475

	15-FEB-2012
	8279077
	8343317
	8348637
	8395015
	8405978
	8405986
	8405996
	8406014
	8406028
	8406038
	8406064
	8406065
	8406068
	8406105
	8406166
	8406199
	8406201
	8406202
	8406203
	8406204
	8406205
	8406206
	8406207
	8406208
	8406209
	8406210
	8406212
	8406214
	8406215
	8406216
	8406217
	8406219
	8406220
	8406222
	8406245
	8406264
	8406319
	8406332
	8406356
	8406357
	8406358
	8406359
	8406360
	8406361
	8406374
	8406477
	8406543
	8406601
	8406602
	8406697
	8406699
	8406700
	8406715
	8406738
	8406747
	8406761
	8406791
	8406811
	8406812
	8406833
	8406835
	8406882
	8407112
	8407113
	8407139
	8407147
	8407224
	8407301
	8407322
	8407327
	8407353
	8407427
	8407834

	16-FEB-2012
	7742546
	7886998
	7917025
	8313030
	8350883
	8382968
	8408263
	8408264
	8408266
	8408267
	8408268
	8408269
	8408274
	8408275
	8408354
	8408555
	8408614
	8408651
	8408724
	8408726
	8408727
	8408798
	8408806
	8408818
	8408819
	8408867
	8408898
	8408899
	8409019
	8409089
	8409109
	8409188
	8409220
	8409251
	8409311
	8409440
	8409475
	8409496
	8409529
	8409548
	8409579
	8409592

	17-FEB-2012
	7426045
	8321050
	8326493
	8397653
	8398144
	8399239
	8403063
	8404458
	8404589
	8405196
	8408277
	8410394
	8410395
	8410396
	8410397
	8410398
	8410399
	8410400
	8410401
	8410509
	8410570
	8410634
	8410635
	8410637
	8410714
	8410743
	8410797
	8410837
	8410870
	8410871
	8410935
	8410999
	8411016
	8411038
	8411151
	8411212
	8411322
	8411390
	8411391
	8421296

	20-FEB-2012
	7834353
	7840513
	7958962
	8200046
	8279408
	8282229
	8374612
	8408276
	8416582
	8416583
	8416584
	8416585
	8416586
	8416589
	8416590
	8416591
	8416594
	8416595
	8416596
	8416597
	8416599
	8416675
	8416676
	8416678
	8416710
	8416711
	8416712
	8416715
	8416758
	8416760
	8416879
	8416880
	8416881
	8416883
	8416884
	8416886
	8416942
	8416988

	21-FEB-2012
	8131845
	8311767
	8399943
	8402043
	8402646
	8417807
	8417828
	8417829
	8417830
	8417832
	8417835
	8417836
	8417837
	8417842
	8417843
	8417910
	8417912
	8417915
	8417916
	8417919
	8417935
	8418004
	8418069
	8418071
	8418072
	8418199
	8418209
	8418217
	8418251
	8418253
	8418254
	8418255
	8418303
	8418318
	8418334
	8418342
	8418381
	8418441
	8418465
	8418474
	8418476
	8418477
	8418497
	8418511
	8418562
	8418624
	8418633
	8418635
	8418646
	8418751
	8418752
	8418788
	8418804
	8418810
	8418862
	8418895
	8418896
	8418968
	8419117
	8419177
	8419189
	8419197
	8419229
	8419230
	8419247
	8427937

	22-FEB-2012
	7855689
	8293030
	8297733
	8302400
	8325037
	8327713
	8341706
	8382238
	8404303
	8406626
	8419776
	8419777
	8419778
	8419779
	8419802
	8419803
	8419807
	8419912
	8419958
	8419960
	8419972
	8419974
	8419975
	8419976
	8419977
	8419978
	8419979
	8419980
	8419981
	8419982
	8419984
	8419989
	8419998
	8420026
	8420028
	8420057
	8420071
	8420093
	8420166
	8420195
	8420221
	8420232
	8420234
	8420243
	8420269
	8420288
	8420368
	8420371
	8420372
	8420381
	8420388
	8420389
	8420390
	8420391
	8420392
	8420393
	8420394
	8420395
	8420409
	8420445
	8420473
	8420481
	8420513
	8420554
	8420592
	8420621
	8420722
	8420726
	8420727
	8420898
	8420952
	8421002
	8421074
	8421240

	23-FEB-2012
	8133098
	8337575
	8391266
	8405160
	8406213
	8421679
	8421687
	8421688
	8421691
	8421847
	8421863
	8422057
	8422058
	8422059
	8422060
	8422061
	8422062
	8422063
	8422064
	8422065
	8422066
	8422067
	8422069
	8422070
	8422071
	8422072
	8422073
	8422074
	8422084
	8422137
	8422140
	8422141
	8422160
	8422171
	8422196
	8422215
	8422260
	8422261
	8422336
	8422338
	8422362
	8422383
	8422401
	8422405
	8422408
	8422409
	8422410
	8422411
	8422424
	8422425
	8422450
	8422451
	8422452
	8422453
	8422454
	8422459
	8422460
	8422541
	8422585
	8422591
	8422670
	8422702
	8422703
	8422933
	8423058
	8423090
	8423104
	8434004
	8434011
	8434055

	24-FEB-2012
	7620508
	8067281
	8138535
	8344938
	8390918
	8397218
	8405438
	8409441
	8418645
	8418744
	8419030
	8423878
	8423879
	8423880
	8423881
	8423882
	8423883
	8423884
	8423885
	8423887
	8423888
	8423889
	8423890
	8423891
	8423892
	8423893
	8423894
	8423895
	8423896
	8423897
	8424012
	8424273
	8424274
	8424276
	8424517
	8424549
	8424570
	8424577
	8424578
	8424579
	8424581
	8424591
	8424627
	8424720
	8424721
	8424722
	8424723
	8424724
	8424725
	8424728
	8424729
	8424780
	8424793
	8424826
	8424835
	8424856
	8424875
	8424891
	8424909
	8425025
	8425331
	8425332
	8425333
	8425334
	8425504
	8425594

	27-FEB-2012
	7619819
	8280112
	8308083
	8322136
	8329563
	8410392
	8418368
	8422068
	8426836
	8426854
	8426887
	8427014
	8427015
	8427016
	8427033
	8427925
	8428070
	8428084
	8428097
	8428098
	8428099
	8428100
	8428119
	8428146
	8428166
	8428236
	8428257
	8428269
	8428413
	8428415
	8428556
	8428633
	8428694
	8428729
	8429185
	8429230
	8429271
	8429277
	8429279
	8429281
	8429288
	8429367
	8429460

	28-FEB-2012
	7547134
	8032899
	8261657
	8270300
	8311530
	8311776
	8319159
	8321870
	8331014
	8343443
	8361847
	8399487
	8419004
	8429763
	8429765
	8429767
	8429768
	8429769
	8429770
	8429827
	8429853
	8429854
	8429855
	8429856
	8429859
	8429860
	8429988
	8429989
	8430021
	8430049
	8430067
	8430068
	8430071
	8430114
	8430244
	8430245
	8430249
	8430288
	8430354
	8430432
	8430445
	8430470
	8430483
	8430508
	8430550
	8430555
	8430604
	8430642
	8430695
	8430743
	8430759
	8430761
	8430762
	8430763
	8430765
	8430766
	8430767
	8430868
	8430889
	8431165
	8431196
	8431241
	8431255
	8431261
	8431305

	29-FEB-2012
	8156559
	8342171
	8404611
	8405976
	8417831
	8422075
	8422214
	8424827
	8427092
	8431902
	8431903
	8431904
	8432050
	8432051
	8432052
	8432053
	8432054
	8432055
	8432056
	8432093
	8432099
	8432112
	8432321
	8432322
	8432330
	8432502
	8432503
	8432530
	8432532
	8432626
	8432627
	8432651
	8432674
	8432675
	8432677
	8432678
	8432685
	8432699
	8432721
	8432752
	8432754
	8432755
	8432756
	8432757
	8432758
	8432759
	8432764
	8432769
	8432803
	8432821
	8433040
	8433142
	8433284
	8433317
	8433318
	8433320
	8433321
	8433322
	8433323
	8433324
	8433325
	8433342
	8433509
	8433971

	01-MAR-2012
	8021781
	8343309
	8382111
	8416592
	8434293
	8434295
	8434296
	8434297
	8434298
	8434332
	8434553
	8434554
	8434558
	8434559
	8434560
	8434561
	8434562
	8434563
	8434564
	8434565
	8434566
	8434567
	8434568
	8434569
	8434570
	8434571
	8434688
	8434715
	8434722
	8434733
	8434734
	8434736
	8434738
	8434739
	8434911
	8434985
	8434986
	8434988
	8435000
	8435093
	8435170
	8435186
	8435190
	8435203
	8435258
	8435442
	8435538
	8435602
	8435635
	8435740
	8435919
	8435992
	8435996
	8436038
	8436058
	8436105
	8436330
	8436631

	02-MAR-2012
	8235718
	8396140
	8397527
	8402479
	8418323
	8422159
	8422442
	8425340
	8429452
	8436883
	8436886
	8436952
	8437133
	8437161
	8437167
	8437168
	8437169
	8437170
	8437171
	8437172
	8437173
	8437174
	8437175
	8437176
	8437177
	8437178
	8437180
	8437181
	8437184
	8437340
	8437381
	8437408
	8437409
	8437410
	8437421
	8437427
	8437428
	8437429
	8437431
	8437432
	8437592
	8437678
	8437728
	8437854
	8438101
	8438102
	8438124
	8438129
	8438392
	8438405
	8446810

	05-MAR-2012
	8355726
	8384470
	8429963
	8432637
	8439680
	8439681
	8439689
	8439824
	8439871
	8439906
	8439914
	8439916
	8439917
	8439918
	8439919
	8439920
	8439921
	8439929
	8440033
	8440072
	8440078
	8440079
	8440081
	8440083
	8440084
	8440085
	8440087
	8440088
	8440090
	8440091
	8440115
	8440119
	8440164
	8440192
	8440277
	8440289
	8440297
	8440328
	8440339
	8440348
	8440349
	8440350
	8440356
	8440359
	8440362
	8440363
	8440370
	8440392
	8440422
	8440447
	8440448
	8440449
	8440470
	8440569
	8440588
	8440651
	8440656
	8440686
	8440842
	8440924
	8441002
	8441036
	8441101
	8441104
	8441116
	8441209
	8441219
	8441220
	8441221
	8441222
	8441223
	8441224
	8441225
	8441243
	8441331
	8441333
	8441484
	8441497
	8441555
	8441597

	06-MAR-2012
	7272719
	7542565
	8133888
	8322154
	8324932
	8343880
	8348461
	8406069
	8432712
	8436074
	8436297
	8442358
	8442359
	8442360
	8442380
	8442383
	8442393
	8442433
	8442438
	8442443
	8442454
	8442466
	8442467
	8442468
	8442469
	8442470
	8442471
	8442472
	8442473
	8442474
	8442552
	8442598
	8442677
	8442694
	8442720
	8442721
	8442722
	8442723
	8442742
	8442780
	8442817
	8442818
	8442819
	8442820
	8442888
	8442901
	8442953
	8443014
	8443126
	8443179
	8443187
	8443276
	8443277
	8443544
	8443571
	8443838
	8443850
	8443863
	8443883
	8443893
	8443894
	8443907
	8443913
	8443942
	8443972
	8443987
	8443990

	07-MAR-2012
	7322293
	8186044
	8289948
	8311765
	8338770
	8402671
	8424640
	8429766
	8431901
	8432720
	8436882
	8437888
	8444282
	8444283
	8444284
	8444285
	8444287
	8444293
	8444325
	8444333
	8444522
	8444565
	8444604
	8444609
	8444631
	8444632
	8444636
	8444738
	8444739
	8444740
	8444741
	8444742
	8444743
	8444744
	8444745
	8444768
	8444890
	8444926
	8445023
	8445061
	8445062
	8445063
	8445064
	8445094
	8445113
	8445145
	8445196
	8445204
	8445246
	8445356
	8445409
	8445526
	8445552

	08-MAR-2012
	6595166
	7186961
	7969834
	8002573
	8446726
	8446728
	8446729
	8446730
	8446731
	8446733
	8446738
	8446746
	8446747
	8446748
	8446764
	8446974
	8446975
	8446976
	8446977
	8446978
	8446979
	8446986
	8446987
	8446990
	8446991
	8446992
	8446993
	8446994
	8446995
	8447035
	8447059
	8447060
	8447065
	8447072
	8447188
	8447226
	8447233
	8447241
	8447242
	8447243
	8447351
	8447385
	8447394
	8447407
	8447409
	8447428
	8447461
	8447469
	8447504
	8447545
	8447724
	8447733
	8447977
	8447978
	8447979
	8447980
	8447981
	8447982
	8447983
	8447984
	8447988
	8447989
	8447990
	8448028
	8448053
	8448054
	8448055
	8448063
	8449375

	09-MAR-2012
	7419444
	8109372
	8123068
	8318370
	8391954
	8400389
	8441070
	8443138
	8449751
	8449775
	8449777
	8449778
	8449779
	8449780
	8449781
	8449782
	8449785
	8449786
	8449787
	8449788
	8449874
	8449883
	8449890
	8449891
	8449954
	8450006
	8450059
	8450206
	8450207
	8450211
	8450332
	8450372
	8450375
	8450376
	8450377
	8450378
	8450379
	8450381
	8450382
	8450383
	8450384
	8450385
	8450386
	8450388
	8450389
	8450390
	8450391
	8450392
	8450393
	8450394
	8450395
	8450396
	8450397
	8450398
	8450399
	8450400
	8450401
	8450402
	8450403
	8450405
	8450406
	8450407
	8450408
	8450409
	8450410
	8450411
	8450412
	8450413
	8450414
	8450415
	8450416
	8450443
	8450459
	8450461
	8450462
	8450464
	8450467
	8450503
	8450535
	8450538
	8450541
	8450628
	8450665
	8450684
	8450685
	8450750
	8450809
	8450875
	8450876
	8451554
	8451894
	8451900

	12-MAR-2012
	7344360
	7417404
	7435988
	7518978
	7531383
	7542517
	7543642
	7543650
	7567513
	7813986
	8232204
	8263318
	8308136
	8338857
	8384298
	8384799
	8393204
	8397300
	8402042
	8422476
	8434785
	8452476
	8452477
	8452478
	8452480
	8452482
	8452696
	8452708
	8452730
	8452959
	8452990
	8453019
	8453054
	8453062
	8453243
	8453361
	8453469
	8453582
	8453619
	8453652
	8453694
	8453695
	8453790
	8453797
	8453798
	8453807
	8453815
	8453816
	8453818
	8453819
	8453820
	8453821
	8453823
	8453825
	8453826
	8453827
	8453835
	8453836
	8453837
	8453838
	8453839
	8453840
	8453841
	8453842
	8453843
	8453844
	8453880
	8453966
	8453972
	8453973
	8454054
	8454337
	8454505
	8454566
	8454569
	8454591
	8454610
	8454620

	13-MAR-2012
	7531382
	7547124
	8129087
	8325562
	8337640
	8338001
	8362110
	8391987
	8400619
	8403068
	8406211
	8418634
	8422975
	8437297
	8439915
	8450536
	8455163
	8455164
	8455165
	8455166
	8455167
	8455168
	8455169
	8455170
	8455172
	8455173
	8455214
	8455216
	8455220
	8455221
	8455229
	8455262
	8455367
	8455389
	8455402
	8455631
	8455648
	8455732
	8455752
	8455772
	8455810
	8455811
	8455813
	8455814
	8455815
	8455816
	8455817
	8455819
	8455820
	8455852
	8455860
	8455878
	8455983
	8455996
	8456009
	8456141
	8456297
	8456324
	8456337
	8456346
	8456364
	8456365
	8456408
	8456475
	8456483
	8456590
	8456614
	8456655
	8456691
	8456700
	8456705
	8456738
	8456825

	14-MAR-2012
	7389342
	7415250
	7415251
	7453794
	7519297
	7633388
	7665460
	8240101
	8320763
	8334028
	8338856
	8387796
	8396196
	8419959
	8425330
	8429865
	8444308
	8447232
	8453696
	8454639
	8457323
	8457325
	8457330
	8457335
	8457349
	8457443
	8457479
	8457492
	8457704
	8457710
	8457715
	8457717
	8457725
	8457783
	8457833
	8457834
	8457835
	8457836
	8457837
	8457838
	8457841
	8457842
	8457843
	8457844
	8457845
	8457846
	8457852
	8457854
	8457904
	8457973
	8458006
	8458025
	8458044
	8458077
	8458084
	8458117
	8458124
	8458126
	8458127
	8458128
	8458172
	8458396
	8458397
	8458735
	8458797
	8458879
	8458892
	8458900
	8458906
	8458913
	8458918
	8458922
	8458988
	8458996
	8459002
	8459022
	8459026
	8459027
	8459029
	8459036
	8459037
	8459038
	8459044
	8459045
	8459053
	8459176
	8459177
	8459178
	8459182
	8459185
	8459197
	8459198
	8459200
	8459201
	8459202
	8459204
	8459205
	8459206
	8459207
	8459208
	8486406
	8486412

	15-MAR-2012
	8070710
	8108019
	8130491
	8174068
	8310839
	8314776
	8406221
	8422455
	8423886
	8446971
	8460138
	8460139
	8460163
	8460201
	8460345
	8460360
	8460361
	8460362
	8460363
	8460364
	8460365
	8460366
	8460367
	8460368
	8460369
	8460371
	8460372
	8460373
	8460374
	8460375
	8460376
	8460377
	8460378
	8460380
	8460381
	8460382
	8460383
	8460500
	8460569
	8460688
	8460700
	8460711
	8460732
	8460745
	8460766
	8460825
	8460839
	8460981
	8461033
	8461186
	8461239
	8461240
	8461241
	8461242
	8461243
	8461265
	8461352
	8461371
	8461374
	8461809

	16-MAR-2012
	7864721
	8334027
	8402045
	8405204
	8405977
	8408265
	8416885
	8420165
	8428101
	8432057
	8454081
	8454624
	8462405
	8462406
	8462407
	8462409
	8462410
	8462456
	8462496
	8462672
	8462680
	8462723
	8462776
	8462778
	8462779
	8462780
	8462781
	8462782
	8462783
	8462784
	8462785
	8462838
	8462903
	8462971
	8462983
	8462988
	8463137
	8463224
	8463249
	8463268
	8463287
	8463293
	8463315
	8463434
	8463460
	8463525
	8463607
	8463657
	8470173
	8470311

	19-MAR-2012
	7632415
	7672339
	7964814
	8396245
	8447477
	8452663
	8453296
	8455723
	8455783
	8464646
	8464977
	8465063
	8465110
	8465193
	8465316
	8465605
	8465670
	8465866
	8465867
	8465868
	8465869
	8466110
	8466136
	8466262
	8466414
	8466447
	8466602
	8467262

	20-MAR-2012
	8396924
	8420163
	8436918
	8466779
	8466780
	8466782
	8466783
	8466784
	8466798
	8466884
	8466908
	8466999
	8467005
	8467044
	8467120
	8467121
	8467122
	8467123
	8467124
	8467125
	8467126
	8467129
	8467130
	8467131
	8467137
	8467240
	8467294
	8467307
	8467410
	8467445
	8467543
	8467582
	8467597
	8467598
	8467600
	8467601
	8467615
	8467631
	8467667
	8467702
	8467870
	8467890
	8467936
	8467956
	8468060
	8468065
	8468121
	8468208
	8468209
	8468216
	8468217
	8468286
	8468385
	8468466
	8468581

	21-MAR-2012
	8418475
	8442485
	8458171
	8463169
	8469012
	8469013
	8469014
	8469019
	8469036
	8469048
	8469137
	8469164
	8469169
	8469259
	8469262
	8469390
	8469392
	8469502
	8469547
	8469576
	8469580
	8469581
	8469628
	8469652
	8469673
	8469719
	8469736
	8469742
	8469743
	8469745
	8469952

	22-MAR-2012
	8100829
	8194213
	8337641
	8404371
	8418256
	8439691
	8440080
	8471037
	8471060
	8471099
	8471124
	8471134
	8471152
	8471156
	8471176
	8471177
	8471190
	8471298
	8471299
	8471300
	8471301
	8471302
	8471332
	8471334
	8471335
	8471351
	8471459
	8471503
	8471526
	8471571
	8471574
	8471588
	8471595
	8471653
	8471655
	8471660
	8471741
	8472005
	8472593
	8472602
	8472645
	8472675
	8472704
	8472719
	8472860
	8472870
	8472878
	8472888
	8472917
	8472936
	8472942
	8472943
	8472963
	8473904
	8476774

	23-MAR-2012
	7377053
	7455501
	8185959
	8235745
	8272418
	8319875
	8350946
	8402068
	8407292
	8418257
	8419983
	8426794
	8436885
	8439692
	8447882
	8447932
	8452466
	8462671
	8463699
	8466590
	8468362
	8468363
	8468364
	8468378
	8468386
	8473362
	8473371
	8473375
	8473400
	8473401
	8473403
	8473419
	8473420
	8473425
	8473426
	8473427
	8473428
	8473429
	8473431
	8473433
	8473435
	8473436
	8473437
	8473440
	8473453
	8473455
	8473456
	8473461
	8473479
	8473501
	8473598
	8473679
	8473710
	8473731
	8473764
	8473765
	8473783
	8473843
	8474032
	8474079
	8474084
	8474120
	8474191
	8474438
	8474439
	8474441
	8474442
	8474527
	8474528
	8474530
	8474531
	8474668
	8474699
	8474711
	8474758

	26-MAR-2012
	8269904
	8424639
	8431888
	8434526
	8445314
	8456713
	8458007
	8463873
	8465626
	8475430
	8475439
	8475440
	8475441
	8475444
	8475446
	8475447
	8475448
	8475465
	8475509
	8475517
	8475519
	8475520
	8475521
	8475522
	8475523
	8475552
	8475609
	8475627
	8475637
	8475675
	8475676
	8475678
	8475773
	8475774
	8475775
	8475776
	8475868
	8475869
	8475967
	8476022
	8476169
	8476281
	8476459
	8476460
	8476461
	8476462
	8476464
	8476465
	8476467
	8476468
	8476490
	8476495
	8476496
	8476497
	8476519
	8476542
	8476569
	8476654
	8476702
	8476733

	27-MAR-2012
	8018457
	8043173
	8092497
	8125928
	8286386
	8396248
	8397298
	8399091
	8402069
	8404375
	8404473
	8438172
	8444746
	8445093
	8447393
	8450540
	8460734
	8463433
	8467360
	8468436
	8474532
	8477348
	8477349
	8477356
	8477361
	8477362
	8477363
	8477364
	8477389
	8477473
	8477493
	8477503
	8477526
	8477633
	8477635
	8477636
	8477637
	8477638
	8477639
	8477640
	8477645
	8477646
	8477647
	8477652
	8477660
	8477709
	8477735
	8477736
	8477835
	8477837
	8477883
	8477897
	8477898
	8477899
	8477901
	8477944
	8478028
	8478066
	8478067
	8478068
	8478069
	8478144
	8478145
	8478146
	8478147
	8478188
	8478215
	8478222
	8478260
	8478319
	8478320
	8478537
	8478593
	8478656
	8478723
	8478824
	8478867
	8478911
	8478940
	8478955
	8479018

	28-MAR-2012
	7535124
	8064159
	8311409
	8324914
	8419973
	8422426
	8432262
	8442899
	8450404
	8452481
	8457724
	8479382
	8479383
	8479385
	8479387
	8479388
	8479389
	8479390
	8479403
	8479424
	8479538
	8479539
	8479540
	8479570
	8479574
	8479626
	8479674
	8479675
	8479769
	8479777
	8479778
	8479789
	8479856
	8479863
	8479873
	8479912
	8479913
	8479967
	8480073
	8480075
	8480121
	8480164
	8480165
	8480234
	8480273
	8480288
	8480289
	8480291
	8480313
	8480315
	8480321
	8480338
	8480352
	8480363
	8480373
	8480391
	8480407
	8480461
	8480470
	8480491
	8480635
	8480662
	8480818
	8480834
	8486408

	29-MAR-2012
	7547129
	8320684
	8344934
	8382983
	8432774
	8466198
	8466890
	8469031
	8471175
	8481336
	8481337
	8481338
	8481339
	8481346
	8481348
	8481349
	8481357
	8481367
	8481438
	8481439
	8481440
	8481441
	8481442
	8481443
	8481444
	8481445
	8481446
	8481447
	8481448
	8481449
	8481450
	8481451
	8481452
	8481453
	8481454
	8481455
	8481456
	8481459
	8481460
	8481461
	8481463
	8481464
	8481465
	8481466
	8481467
	8481468
	8481469
	8481470
	8481471
	8481493
	8481498
	8481526
	8481527
	8481546
	8481607
	8481664
	8481996
	8482035
	8482075
	8482100
	8482101
	8482102
	8482104
	8482105
	8482106
	8482107
	8482109
	8482110
	8482114
	8482119
	8482139
	8482217
	8482245
	8482265
	8482329
	8482337
	8482342
	8482347
	8482369
	8482386
	8482698
	8482699
	8482700
	8482701
	8482703
	8482704
	8482705
	8482714
	8482846
	8482897
	8482898
	8482899
	8483047
	8483459
	8483460
	8483575

	30-MAR-2012
	7586734
	7675527
	7845577
	8018629
	8056214
	8263319
	8440360
	8458096
	8462777
	8463715
	8472464
	8476458
	8484088
	8484089
	8484090
	8484091
	8484093
	8484305
	8484306
	8484307
	8484310
	8484311
	8484312
	8484313
	8484314
	8484317
	8484333
	8484378
	8484404
	8484413
	8484415
	8484416
	8484432
	8484465
	8484558
	8484559
	8484568
	8484606
	8484607
	8484609
	8484610
	8484611
	8484612
	8484635
	8484637
	8484688
	8484728
	8484759
	8484785
	8484795
	8484807
	8485023
	8485084
	8485160
	8485187
	8485214
	8485371
	8485569
	8485572

	02-APR-2012
	7979867
	8335836
	8374610
	8467238
	8471314
	8471696
	8475537
	8475891
	8477853
	8478641
	8478839
	8486241
	8486243
	8486247
	8486248
	8486274
	8486277
	8486300
	8486348
	8486349
	8486351
	8486352
	8486353
	8486399
	8486400
	8486405
	8486506
	8486654
	8486655
	8486731
	8486733
	8486840
	8486936
	8487337
	8487429
	8487435
	8487448
	8487459
	8487472
	8487486
	8487500
	8487547
	8487548
	8487551
	8487646
	8487682
	8487698
	8487703
	8487706
	8487844
	8488030

	03-APR-2012
	8297734
	8318366
	8338847
	8393202
	8436884
	8445380
	8455809
	8471762
	8477378
	8477838
	8477943
	8490646
	8490658
	8490735
	8490827
	8490875
	8490876
	8490877
	8490878
	8490892
	8490893
	8490926
	8490959
	8491006
	8491041
	8491079
	8491083
	8491114
	8491127
	8491130
	8491159
	8491161
	8491162
	8491519
	8491573
	8491626
	8491653
	8491659
	8491767
	8491781
	8491921
	8491961
	8491995
	8492042
	8492059
	8492063
	8492123
	8492194
	8492199
	8492214
	8492451
	8492471
	8492518
	8492675
	8492683
	8495173
	8495353

	04-APR-2012
	8279850
	8348090
	8353130
	8396134
	8396225
	8434737
	8447227
	8450475
	8480404
	8492904
	8492905
	8492906
	8492910
	8493080
	8493081
	8493082
	8493084
	8493085
	8493099
	8493133
	8493154
	8493180
	8493215
	8493229
	8493248
	8493269
	8493270
	8493292
	8493467
	8493490
	8493492
	8493493
	8493494
	8493496
	8493503
	8493600
	8493601
	8493602
	8493742
	8493749
	8493872
	8493904
	8494087
	8494114
	8494115
	8494214
	8494244
	8494264
	8494292
	8494555

	05-APR-2012
	7606812
	7994587
	8157782
	8217821
	8319857
	8402641
	8441612
	8444286
	8444294
	8446727
	8449876
	8453828
	8463430
	8463432
	8480682
	8481621
	8484456
	8484585
	8485220
	8491536
	8493795
	8494195
	8494923
	8494924
	8494927
	8495086
	8495087
	8495091
	8495092
	8495128
	8495129
	8495155
	8495229
	8495324
	8495355
	8495364
	8495366
	8495425
	8495474
	8495478
	8495493
	8495504
	8495505
	8495506
	8495535
	8495538
	8495550
	8495551
	8495553
	8495554
	8495563
	8495583
	8495585
	8495606
	8495850
	8495874
	8495995
	8496033
	8496071
	8496111
	8496146
	8496352
	8496392
	8496424
	8496495
	8496496
	8496499
	8496501
	8496530

	06-APR-2012
	8487424
	8490624
	8493637
	8497278
	8497341
	8497501
	8497544
	8497582
	8497634
	8497648
	8497737
	8497756
	8497757
	8497915
	8498055
	8498211
	8498286

	09-APR-2012
	8043820
	8070401
	8118932
	8463175
	8479690
	8486311
	8487717
	8498922
	8498941
	8498955
	8499053
	8499083
	8499084
	8499394
	8499411
	8499414
	8499444
	8499459
	8499472
	8499485
	8499513
	8499515
	8499555
	8499558
	8499600
	8499891
	8499906
	8499982
	8500023
	8500083
	8500087
	8500142
	8500178
	8500205
	8500251
	8500300
	8500327
	8500337
	8500465
	8500481
	8500490
	8500512
	8500521
	8500535
	8506399
	8506547

	10-APR-2012
	7003281
	8340875
	8449759
	8471164
	8479015
	8482017
	8486841
	8500803
	8500812
	8500817
	8500819
	8500820
	8500821
	8500852
	8500853
	8500999
	8501089
	8501091
	8501104
	8501118
	8501172
	8501260
	8501325
	8501362
	8501395
	8501409
	8501543
	8501613
	8501626
	8501864
	8501889
	8501903
	8502026
	8502034
	8502052
	8502213
	8502232
	8502319
	8502322
	8502323
	8502324
	8502355
	8502401
	8502564
	8502565
	8502574
	8502575
	8502713
	8502714

	11-APR-2012
	8407467
	8444524
	8460359
	8468101
	8468379
	8473438
	8479881
	8503007
	8503015
	8503035
	8503055
	8503126
	8503167
	8503169
	8503170
	8503171
	8503173
	8503223
	8503321
	8503358
	8503387
	8503408
	8503409
	8503411
	8503598
	8503722
	8503723
	8503725
	8503809
	8503818
	8503956
	8504003
	8504078
	8504132
	8504171
	8504195
	8504196
	8504197
	8504212
	8504250
	8504264
	8504595
	8504641
	8504648
	8504672
	8504673
	8504674
	8504676
	8504677
	8504678
	8504681
	8504690
	8504692
	8504729
	8504789
	8504819
	8504864

	12-APR-2012
	7924060
	8320938
	8334561
	8337633
	8399120
	8401998
	8402015
	8406062
	8406073
	8416882
	8416943
	8426853
	8429764
	8453967
	8473628
	8476527
	8480213
	8481496
	8492401
	8493733
	8499244
	8500354
	8505129
	8505252
	8505254
	8505259
	8505469
	8505508
	8505532
	8505543
	8505588
	8505617
	8505621
	8505644
	8505675
	8505691
	8505762
	8505771
	8505920
	8505922
	8505923
	8506064
	8506116
	8506117
	8506130
	8506234
	8506259
	8506307
	8506316
	8506350
	8506351
	8506445
	8506492
	8506531
	8506592
	8506600
	8506601
	8506602
	8506622
	8506671
	8506723
	8506724
	8507254
	8507255
	8507256
	8507257
	8695595
	8697056

	13-APR-2012
	8299643
	8321021
	8403069
	8434299
	8447225
	8449784
	8452479
	8471695
	8481995
	8482108
	8491537
	8499975
	8500005
	8500410
	8501408
	8506233
	8509679
	8509681
	8509734
	8509767
	8509768
	8509942
	8509944
	8509987
	8509988
	8510008
	8510015
	8510036
	8510051
	8510065
	8510074
	8510134
	8510135
	8510136
	8510225
	8510247
	8510254
	8510295
	8510415
	8510428
	8510767
	8510887
	8510891
	8510892
	8510893
	8510915
	8510917
	8510918
	8510919
	8510920
	8510921
	8510922
	8510924
	8510925
	8510926
	8511097

	16-APR-2012
	8122007
	8335793
	8337807
	8430243
	8449875
	8480406
	8484308
	8501827
	8513470
	8513472
	8513583
	8513584
	8513585
	8513586
	8513587
	8513588
	8513675
	8513714
	8513715
	8513716
	8513719
	8513721
	8513722
	8513723
	8513742
	8513761
	8513763
	8513764
	8513765
	8513767
	8513848
	8513874
	8513920
	8513923
	8513939
	8513990
	8513993
	8514004
	8514079
	8514106
	8514113
	8514141
	8514156
	8514178
	8514196
	8514337
	8514366
	8514370
	8514412
	8514416
	8514421
	8514422
	8514425
	8514428
	8514431
	8514432
	8514434
	8514437
	8514457
	8514459
	8514599
	8514611
	8514668
	8514678
	8514696
	8514697
	8514699
	8532561

	17-APR-2012
	8155772
	8269495
	8321179
	8393211
	8396250
	8458125
	8479386
	8481525
	8501386
	8501401
	8515170
	8515171
	8515172
	8515173
	8515174
	8515181
	8515319
	8515320
	8515321
	8515325
	8515326
	8515327
	8515328
	8515329
	8515330
	8515331
	8515332
	8515333
	8515334
	8515335
	8515336
	8515337
	8515460
	8515467
	8515611
	8515634
	8515637
	8515660
	8515663
	8515859
	8515884
	8515921
	8515933
	8515966
	8516026
	8516053
	8516059
	8516087
	8516097
	8516409
	8516761
	8516789
	8516955
	8516997
	8517004
	8517006
	8517043
	8517071
	8517076
	8517274
	8517432
	8517438
	8517439
	8517453
	8517628
	8517688
	8517691
	8517729
	8518107

	18-APR-2012
	7672311
	8229451
	8466778
	8473430
	8515461
	8518882
	8518883
	8518884
	8518885
	8519162
	8519342
	8519343
	8519344
	8519361
	8519378
	8519386
	8519486
	8519488
	8519492
	8519493
	8519494
	8519495
	8519496
	8519497
	8519498
	8519499
	8519504
	8519536
	8519573
	8519574
	8519575
	8519576
	8519577
	8519578
	8519579
	8519580
	8519581
	8519583
	8519584
	8519585
	8519586
	8519587
	8519588
	8519589
	8519590
	8519591
	8519592
	8519593
	8519594
	8519595
	8519596
	8519597
	8519598
	8519599
	8519601
	8519606
	8519614
	8519626
	8519670
	8519811
	8519907
	8519968
	8520005
	8520127
	8520182
	8520192
	8520201
	8520219
	8520222
	8520227
	8520255
	8520386
	8520438
	8520439
	8520441
	8520442
	8520453
	8520527
	8520659
	8520664
	8520689
	8520694

	19-APR-2012
	8402067
	8416714
	8463431
	8466907
	8484290
	8502318
	8513971
	8520969
	8521106
	8521107
	8521108
	8521109
	8521110
	8521111
	8521112
	8521114
	8521115
	8521116
	8521117
	8521118
	8521119
	8521120
	8521121
	8521122
	8521123
	8521124
	8521125
	8521126
	8521127
	8521131
	8521132
	8521133
	8521134
	8521144
	8521377
	8521378
	8521405
	8521419
	8521480
	8521482
	8521485
	8521487
	8521489
	8521499
	8521504
	8521514
	8521515
	8521850
	8521953
	8521955
	8521969
	8522016
	8522087
	8522112
	8522155
	8522157
	8522158
	8522160
	8522164
	8522281
	8522283
	8522284
	8522302
	8522303
	8522452
	8522491
	8522511
	8522512
	8522513
	8522516
	8522524
	8522587

	20-APR-2012
	8391989
	8397291
	8408811
	8425335
	8430772
	8446996
	8466805
	8471501
	8475445
	8477365
	8479891
	8481462
	8493604
	8493636
	8505953
	8510890
	8523026
	8523030
	8523206
	8523207
	8523208
	8523209
	8523210
	8523212
	8523213
	8523215
	8523217
	8523219
	8523245
	8523302
	8523303
	8523304
	8523305
	8523306
	8523307
	8523323
	8523423
	8523427
	8523428
	8523429
	8523430
	8523437
	8523441
	8523460
	8523462
	8523469
	8523484
	8523498
	8523501
	8523570
	8523609
	8523619
	8523620
	8523622
	8523623
	8523625
	8523626
	8523632
	8523682
	8523695
	8523763
	8523834
	8523951
	8523965
	8524041
	8524081
	8524115
	8524140
	8524141
	8524142
	8524143
	8524144
	8524145
	8524146
	8524148
	8524149
	8524334
	8524364
	8524373
	8524377
	8524379
	8524385
	8524402
	8524410
	8524426
	8524452

	23-APR-2012
	8085436
	8339644
	8434552
	8434595
	8434740
	8453822
	8455261
	8487704
	8513766
	8514477
	8514659
	8514704
	8520126
	8524995
	8525106
	8525139
	8525141
	8525142
	8525143
	8525306
	8525308
	8525309
	8525310
	8525311
	8525312
	8525314
	8525317
	8525318
	8525319
	8525320
	8525321
	8525322
	8525335
	8525406
	8525407
	8525408
	8525436
	8525471
	8525553
	8525628
	8525827
	8525899
	8525920
	8525998
	8526015
	8526025
	8526045
	8526061
	8526076
	8526084
	8526106
	8526108
	8526109
	8526112
	8526114
	8526115
	8526116
	8526117
	8526118
	8526120
	8526121
	8526146
	8526234
	8526235
	8526238
	8526426
	8526427
	8526429
	8526460
	8526485
	8526509
	8526535
	8526567
	8526568
	8526570
	8526572
	8526590
	8526615
	8526663
	8526681
	8526685
	8526694
	8526700
	8526707

	24-APR-2012
	8103339
	8269473
	8337634
	8385248
	8473766
	8475443
	8477900
	8482960
	8494922
	8495089
	8503027
	8514427
	8515959
	8519420
	8520148
	8525313
	8526928
	8526929
	8526930
	8526931
	8526932
	8526935
	8526936
	8526941
	8527156
	8527157
	8527275
	8527276
	8527277
	8527278
	8527279
	8527280
	8527281
	8527282
	8527283
	8527284
	8527285
	8527286
	8527310
	8527311
	8527333
	8527334
	8527338
	8527519
	8527524
	8527562
	8527581
	8527593
	8527648
	8527664
	8527679
	8527680
	8527852
	8527875
	8527885
	8527898
	8527899
	8527900
	8528096
	8528253
	8528275
	8528401
	8528437
	8528479
	8528484
	8528486

	25-APR-2012
	8345201
	8416759
	8450504
	8453697
	8525316
	8528867
	8528868
	8528875
	8528882
	8528931
	8528948
	8529016
	8529027
	8529029
	8529030
	8529031
	8529032
	8529033
	8529034
	8529035
	8529036
	8529046
	8529047
	8529048
	8529049
	8529051
	8529052
	8529053
	8529054
	8529055
	8529058
	8529135
	8529177
	8529229
	8529233
	8529237
	8529253
	8529289
	8529290
	8529291
	8529293
	8529294
	8529308
	8529309
	8529310
	8529311
	8529312
	8529313
	8529315
	8529430
	8529512
	8529553
	8529576
	8529577
	8529606
	8529632
	8529645
	8529704
	8529984
	8530000
	8530146
	8530237
	8530250
	8530265
	8530268
	8530269
	8530275
	8530328
	8530538
	8530539
	8530731

	26-APR-2012
	8137793
	8416713
	8450417
	8490594
	8499417
	8504827
	8519917
	8523218
	8530898
	8530899
	8530900
	8530988
	8530991
	8531125
	8531182
	8531338
	8531445
	8531489
	8531527
	8531546
	8531548
	8531549
	8531550
	8531551
	8531553
	8531554
	8531555
	8531556
	8531557
	8531559
	8531561
	8531563
	8531564
	8531565
	8531566
	8531620
	8531650
	8531654
	8531655
	8531670
	8531707
	8531708
	8531756
	8531832
	8532014
	8532030
	8532113
	8532114
	8532115
	8532116
	8532118
	8532241
	8532510
	8532568
	8532608
	8532610
	8532611
	8532612
	8532614
	8532615
	8532616
	8532645

	27-APR-2012
	8122672
	8450380
	8472607
	8522273
	8524274
	8525791
	8526552
	8527876
	8533078
	8533079
	8533174
	8533280
	8533300
	8533360
	8533404
	8533405
	8533406
	8533407
	8533408
	8533409
	8533410
	8533411
	8533413
	8533418
	8533419
	8533420
	8533421
	8533422
	8533423
	8533424
	8533425
	8533426
	8533427
	8533428
	8533429
	8533431
	8533432
	8533433
	8533434
	8533435
	8533436
	8533449
	8533451
	8533453
	8533454
	8533455
	8533470
	8533642
	8533643
	8533654
	8533656
	8533657
	8533693
	8533705
	8533738
	8533774
	8533778
	8533801
	8533834
	8533862
	8534044
	8534102
	8534229
	8534291
	8534292
	8534293
	8534294
	8534295
	8534296
	8534655
	8534724
	8534826
	8534951
	8534955
	8534956
	8534957
	8534958
	8534959
	8534960
	8535005
	8535501
	8535529

	30-APR-2012
	8236150
	8456287
	8480191
	8522438
	8534949
	8535381
	8535382
	8535458
	8535584
	8535642
	8535858
	8535983
	8535989
	8535994
	8535995
	8535997
	8535998
	8535999
	8536000
	8536001
	8536003
	8536004
	8536005
	8536025
	8536091
	8536093
	8536094
	8536097
	8536145
	8536159
	8536237
	8536240
	8536267
	8536299
	8536305
	8536306
	8536354
	8536360
	8536365
	8536491
	8536499
	8536560
	8536715
	8536759
	8536774
	8536784
	8536795
	8536804
	8536896
	8536901
	8536902
	8536903
	8536904
	8537074
	8537143
	8537491
	8537492

	01-MAY-2012
	8537605
	8537642
	8537688
	8537711
	8537769
	8537797
	8537832
	8537896
	8538034
	8538041
	8538076
	8538077
	8538226
	8538295
	8538610
	8538837
	8538878
	8538911
	8538932
	8538939
	8538959
	8539220
	8539240
	8539269

	02-MAY-2012
	6785732
	7669946
	8014194
	8021283
	8100476
	8109184
	8141578
	8146858
	8337651
	8383033
	8444288
	8494926
	8500301
	8504268
	8528881
	8539693
	8539705
	8539718
	8539723
	8539727
	8539735
	8539784
	8539796
	8539825
	8539954
	8539979
	8539996
	8540007
	8540130
	8540261
	8540398
	8540402
	8540424
	8540469
	8540471
	8540507
	8540588
	8540589
	8540615
	8540618
	8540620
	8540621
	8540718
	8540772
	8540806
	8540860
	8540909
	8540943
	8540974
	8541123
	8541181
	8541185
	8541275
	8541293
	8541380
	8541407
	8541408
	8541476
	8541658

	03-MAY-2012
	8113566
	8145511
	8181376
	8422402
	8437183
	8445065
	8446732
	8453693
	8457709
	8457840
	8458995
	8475772
	8479384
	8482771
	8494929
	8504679
	8505131
	8523216
	8523621
	8543506
	8543507
	8543515
	8543517
	8543520
	8543522
	8543523
	8543528
	8543587
	8543705
	8543773
	8543775
	8543776
	8543777
	8543779
	8543781
	8543782
	8543783
	8543784
	8543785
	8543787
	8543788
	8543789
	8543790
	8543791
	8543792
	8543793
	8543794
	8543795
	8543796
	8543797
	8543798
	8543799
	8543800
	8543801
	8543802
	8543803
	8543804
	8543805
	8543806
	8543807
	8543808
	8543809
	8543810
	8543811
	8543812
	8543813
	8543814
	8543815
	8543816
	8543848
	8543908
	8543969
	8543970
	8543972
	8543973
	8543974
	8543975
	8543976
	8543977
	8543978
	8543979
	8543980
	8544045
	8544049
	8544097
	8544099
	8544100
	8544101
	8544102
	8544103
	8544104
	8544105
	8544106
	8544107
	8544153
	8544177
	8544178
	8544180
	8544181
	8544182
	8544183
	8544306
	8544317
	8544318
	8544322
	8544341
	8544360
	8544418
	8544424
	8544491
	8544526
	8544536
	8544590
	8544618
	8544633
	8544634
	8544703
	8544725
	8544789
	8544799
	8544842
	8544944
	8544947
	8544948
	8544958
	8545102
	8545104
	8545175
	8545243

	04-MAY-2012
	8417909
	8514458
	8525800
	8526691
	8530153
	8531645
	8533893
	8534075
	8535954
	8536406
	8536413
	8546099
	8546112
	8546136
	8546152
	8546253
	8546254
	8546255
	8546256
	8546257
	8546288
	8546289
	8546290
	8546291
	8546292
	8546342
	8546407
	8546496
	8546512
	8546522
	8546525
	8546643
	8546783
	8546892
	8546979
	8546992
	8547050
	8547075
	8547124
	8547174
	8547204
	8547220
	8547535
	8547579
	8547595
	8547713
	8547736
	8547764
	8547768

	07-MAY-2012
	7878161
	7887122
	8201685
	8335790
	8434294
	8468059
	8500656
	8519161
	8520169
	8525140
	8529056
	8529057
	8531161
	8531212
	8532613
	8536639
	8539203
	8548091
	8548093
	8548104
	8548115
	8548126
	8548129
	8548163
	8548313
	8548314
	8548572
	8548573
	8548576
	8548577
	8548578
	8548579
	8548580
	8548581
	8548582
	8548583
	8548584
	8548585
	8548613
	8548620
	8548828
	8548829
	8548830
	8548832
	8548833
	8548842
	8548843
	8548924
	8548927
	8548985
	8548986
	8548987
	8549002
	8549160
	8549162
	8549178
	8549181
	8549281
	8549657
	8549658
	8549659
	8549660
	8549661
	8549662
	8549694
	8549778
	8549911
	8549937
	8549941
	8550003
	8550102
	8550163
	8550201
	8550214
	8550315
	8550333
	8550339
	8550349
	8550355

	08-MAY-2012
	8331016
	8473434
	8482103
	8500818
	8501355
	8503721
	8518898
	8521286
	8550917
	8550918
	8550919
	8550920
	8550921
	8550922
	8550923
	8550924
	8550925
	8550926
	8550927
	8550928
	8550930
	8550931
	8550932
	8550933
	8550934
	8550960
	8551052
	8551059
	8551060
	8551061
	8551063
	8551064
	8551066
	8551067
	8551178
	8551235
	8551274
	8551275
	8551292
	8551326
	8551348
	8551364
	8551389
	8551408
	8551414
	8551434
	8551471
	8551596
	8551607
	8551617
	8551618
	8551620
	8551622
	8551625
	8551626
	8551653
	8551655
	8551745
	8551750
	8551773
	8551774
	8551775
	8551788
	8551807
	8551814
	8551859
	8551958
	8551972
	8551996
	8552074
	8552136
	8552231
	8552305
	8552360
	8552420
	8552425
	8552502
	8552526
	8552572
	8552574
	8552592
	8552608
	8552611
	8552614
	8552640
	8552646
	8552663
	8552666
	8552674
	8552679
	8552685

	09-MAY-2012
	6962162
	8087926
	8348437
	8411261
	8416580
	8514700
	8522280
	8534725
	8540298
	8540779
	8547507
	8553077
	8553122
	8553191
	8553234
	8553237
	8553238
	8553239
	8553257
	8553258
	8553260
	8553261
	8553325
	8553373
	8553383
	8553408
	8553442
	8553468
	8553490
	8553491
	8553494
	8553495
	8553496
	8553517
	8553522
	8553523
	8553524
	8553546
	8553547
	8553683
	8553749
	8553750
	8553751
	8553760
	8553802
	8553812
	8553878
	8553888
	8553907
	8553994
	8554035
	8554036
	8554042
	8554083
	8554129
	8554225
	8554497
	8554498
	8554499
	8554500
	8554502
	8554503
	8554553
	8561687
	8561698

	10-MAY-2012
	7958963
	8115411
	8361573
	8382961
	8442465
	8509769
	8521113
	8523461
	8529028
	8538200
	8554906
	8554917
	8554919
	8554920
	8554924
	8554941
	8554950
	8554978
	8555002
	8555004
	8555005
	8555006
	8555026
	8555056
	8555057
	8555058
	8555060
	8555061
	8555062
	8555072
	8555080
	8555091
	8555099
	8555100
	8555101
	8555209
	8555364
	8555374
	8555376
	8555377
	8555438
	8555474
	8555496
	8555576
	8555577
	8555578
	8555581
	8555599
	8555606
	8555687
	8555841
	8555879
	8555946
	8555947
	8555948
	8555952
	8555978
	8556102
	8556246
	8556265
	8556266
	8556267
	8556268
	8556269
	8556274
	8556275
	8556330
	8556331
	8556333
	8556334
	8556406
	8556407
	8556679
	8556716

	11-MAY-2012
	8170944
	8432713
	8442357
	8517642
	8531560
	8540691
	8557103
	8557136
	8557180
	8557247
	8557248
	8557419
	8557420
	8557421
	8557424
	8557426
	8557427
	8557519
	8557559
	8557562
	8557603
	8557643
	8557685
	8557720
	8557756
	8557784
	8557854
	8557911
	8558930
	8558953
	8558986

	14-MAY-2012
	8484309
	8499517
	8504514
	8515318
	8523032
	8523301
	8526110
	8532028
	8540702
	8546518
	8549689
	8559604
	8559605
	8559606
	8559607
	8559613
	8559614
	8559615
	8559616
	8559617
	8559618
	8559624
	8559631
	8559641
	8559648
	8559683
	8559742
	8559750
	8559751
	8559752
	8559754
	8559755
	8559779
	8559783
	8559883
	8559962
	8559963
	8559964
	8559965
	8559966
	8559968
	8559969
	8559970
	8559973
	8559974
	8559975
	8559976
	8559977
	8560007
	8560096
	8560118
	8560132
	8560137
	8560181
	8560275
	8560276
	8560277
	8560278
	8560281
	8560315
	8560326
	8560530
	8560544
	8560545
	8560546
	8560547
	8560548
	8560668
	8560748
	8560749
	8560810
	8560818
	8560819
	8560820
	8560821
	8560826
	8564630

	15-MAY-2012
	8382110
	8402647
	8424727
	8466906
	8476463
	8477346
	8515169
	8524988
	8529295
	8546645
	8561697
	8561699
	8561700
	8561701
	8561703
	8561704
	8561708
	8561799
	8561818
	8561844
	8561869
	8561892
	8561893
	8561894
	8561895
	8561896
	8561897
	8561898
	8561899
	8561900
	8561902
	8561903
	8561905
	8561906
	8561907
	8561908
	8561934
	8562327
	8562442
	8562461
	8562462
	8562463
	8562465
	8562467
	8562468
	8562470
	8562471
	8562473
	8562517
	8562641
	8562645
	8562651
	8562688
	8562740
	8562889
	8562950
	8563009
	8563086
	8563191
	8563288
	8563354
	8563355
	8563356
	8563357
	8563358
	8563360
	8563361
	8563362
	8563363
	8563369
	8563401
	8563490
	8563621
	8563643
	8563674
	8563686
	8563698

	16-MAY-2012
	7876986
	8466088
	8475442
	8480123
	8484092
	8502065
	8525315
	8537634
	8543778
	8543981
	8550335
	8552121
	8552517
	8564115
	8564116
	8564117
	8564118
	8564120
	8564121
	8564122
	8564125
	8564126
	8564127
	8564228
	8564289
	8564370
	8564381
	8564556
	8564631
	8564634
	8564649
	8564654
	8564703
	8564710
	8564712
	8564713
	8564717
	8564718
	8564720
	8564755
	8564769
	8564772
	8564775
	8564776
	8564794
	8564809
	8564869
	8564889
	8564953
	8565379
	8565439
	8565471
	8565472
	8565473
	8565474
	8565475
	8565477
	8565500
	8565725
	8565907
	8575190

	17-MAY-2012
	8536092
	8553368
	8555059
	8564777
	8566163
	8566262
	8566293
	8566294
	8566295
	8566296
	8566297
	8566326
	8566592
	8566607
	8566632
	8566648
	8566654
	8566670
	8566926
	8566945
	8566951
	8566954
	8566968
	8566969
	8566999
	8567016
	8567089
	8567218
	8567231
	8567319
	8567357
	8567403
	8567452
	8567453
	8567454
	8567457
	8567458
	8567495
	8567496

	18-MAY-2012
	8492529
	8513720
	8529050
	8534798
	8553236
	8553592
	8557575
	8568144
	8568185
	8568283
	8568288
	8568294
	8568295
	8568297
	8568298
	8568299
	8568301
	8568302
	8568305
	8568306
	8568307
	8568309
	8568310
	8568311
	8568330
	8568331
	8568623
	8568641
	8568681
	8568699
	8568700
	8568701
	8568702
	8568703
	8568704
	8568705
	8568707
	8568708
	8568709
	8568740
	8568794
	8568800
	8568807
	8568843
	8568845
	8568846
	8568848
	8569071
	8569150
	8569151
	8569152
	8569212
	8569213
	8569228
	8569229
	8569230
	8569231
	8569518
	8569524
	8569525
	8569526
	8569528
	8569538
	8569553
	8569617
	8569636
	8569646
	8569662
	8569687
	8569705

	21-MAY-2012
	8133312
	8183762
	8200083
	8268453
	8330151
	8337639
	8505130
	8517003
	8527155
	8532131
	8536898
	8548831
	8558866
	8559049
	8570318
	8570360
	8570527
	8570529
	8570530
	8570532
	8570610
	8570665
	8570666
	8570675
	8570800
	8570823
	8570850
	8570853
	8570886
	8570894
	8571061
	8571062
	8571064
	8571065
	8571066
	8571246
	8571247
	8571248
	8571250
	8571271
	8571273
	8571287
	8571288
	8571310
	8571430
	8571445
	8571446
	8571496
	8571534
	8571547
	8571568
	8571717
	8571732
	8571733
	8571734
	8571744
	8571769
	8571785
	8571912
	8571913
	8571934
	8571943
	8571944
	8572150
	8572166

	22-MAY-2012
	7236117
	8157234
	8382964
	8397426
	8418070
	8421689
	8450500
	8455818
	8519582
	8523500
	8525886
	8526942
	8546134
	8546287
	8548127
	8559765
	8560142
	8564123
	8572676
	8572679
	8572680
	8572681
	8572682
	8572684
	8572685
	8572686
	8572687
	8572763
	8572783
	8572825
	8572827
	8572829
	8572830
	8572831
	8572832
	8572833
	8572835
	8572944
	8573003
	8573008
	8573031
	8573041
	8573077
	8573087
	8573089
	8573090
	8573091
	8573093
	8573094
	8573101
	8573116
	8573119
	8573162
	8573204
	8573223
	8573229
	8573290
	8573295
	8573388
	8573556
	8573557
	8573568
	8573570
	8573661
	8573673
	8573896
	8573931
	8573935
	8573968
	8574067
	8574069
	8574070
	8574108
	8574121
	8574128
	8574143
	8574172
	8574199
	8574200
	8574201
	8574202
	8574317
	8574318
	8574635
	8580344

	23-MAY-2012
	7843062
	8125767
	8417833
	8471572
	8523324
	8523354
	8528338
	8531089
	8535479
	8546514
	8553407
	8556264
	8564438
	8566292
	8574994
	8574996
	8574997
	8574998
	8574999
	8575000
	8575002
	8575003
	8575004
	8575012
	8575016
	8575017
	8575043
	8575044
	8575064
	8575085
	8575086
	8575087
	8575088
	8575090
	8575092
	8575093
	8575094
	8575095
	8575096
	8575097
	8575099
	8575100
	8575171
	8575236
	8575276
	8575328
	8575423
	8575442
	8575476
	8575555
	8575597
	8575604
	8575605
	8575606
	8575611
	8575622
	8575623
	8575624
	8575626
	8575627
	8575628
	8575644
	8575646
	8575648
	8575650
	8575677
	8575727
	8575762
	8575791
	8575852
	8575853
	8575868
	8576099
	8576101
	8576102
	8576149
	8576175
	8576309
	8576327
	8576358
	8576359
	8576362
	8576364
	8576430
	8576466
	8576467
	8576528
	8576534
	8576563

	24-MAY-2012
	8473761
	8544098
	8546524
	8548841
	8552315
	8553493
	8556154
	8572824
	8576952
	8576953
	8576956
	8576957
	8576958
	8577038
	8577039
	8577041
	8577042
	8577043
	8577044
	8577046
	8577047
	8577048
	8577145
	8577146
	8577147
	8577149
	8577151
	8577152
	8577242
	8577293
	8577358
	8577453
	8577551
	8577663
	8577664
	8577845
	8577850
	8577853
	8577855
	8577858
	8577862
	8577869
	8577919
	8578016
	8578026
	8578074
	8578092
	8578103
	8578131
	8578147
	8578155
	8578156
	8578227
	8578230
	8578256
	8578340
	8578391
	8578421
	8578504
	8578522
	8578545
	8578554
	8578683
	8578723
	8578755
	8578811
	8590255
	8590285

	25-MAY-2012
	8560406
	8561910
	8564702
	8579659
	8579661
	8579662
	8579664
	8579665
	8579666
	8579667
	8579818
	8579858
	8579860
	8579864
	8579899
	8579900
	8579901
	8579902
	8579919
	8579920
	8579921
	8579922
	8579923
	8579924
	8579925
	8579926
	8579927
	8579928
	8579929
	8579931
	8579932
	8579988
	8580059
	8580171
	8580178
	8580179
	8580323
	8580347
	8580359
	8580367
	8580368
	8580377
	8580487
	8580532
	8580557
	8580559
	8580570
	8580591
	8580592
	8580593
	8580594
	8580682
	8580785
	8581072
	8581134
	8581135
	8581170
	8581209
	8581284
	8581285
	8581454
	8581483
	8581495
	8593997
	8599708
	8602295

	29-MAY-2012
	8420164
	8531545
	8572815
	8573952
	8575089
	8577037
	8582417
	8582459
	8582460
	8582461
	8582462
	8582463
	8582467
	8582468
	8582469
	8582477
	8582492
	8582552
	8582594
	8582595
	8582597
	8582747
	8582748
	8582749
	8582750
	8582751
	8582752
	8582754
	8582755
	8582756
	8582757
	8582760
	8582761
	8582762
	8582763
	8582764
	8582765
	8582766
	8582964
	8582965
	8582966
	8582967
	8582968
	8582969
	8582971
	8582972
	8582973
	8582974
	8582975
	8582976
	8582997
	8582998
	8582999
	8583129
	8583191
	8583197
	8583300
	8583457
	8583531
	8583537
	8583607
	8583627
	8583628
	8583629
	8583630
	8583631
	8583632
	8583669
	8583672
	8583673
	8583763
	8583863
	8583916
	8583957
	8583972
	8583999
	8584147
	8584148
	8584149
	8584150
	8584151
	8584169
	8584217
	8584264
	8584277
	8584350
	8584378
	8600233
	8600554

	30-MAY-2012
	8404543
	8526113
	8536095
	8546517
	8582470
	8585086
	8585102
	8585107
	8585108
	8585109
	8585110
	8585111
	8585112
	8585113
	8585114
	8585115
	8585116
	8585117
	8585118
	8585212
	8585255
	8585256
	8585257
	8585258
	8585260
	8585261
	8585262
	8585263
	8585264
	8585265
	8585267
	8585402
	8585476
	8585477
	8585478
	8585497
	8585533
	8585544
	8585733
	8585734
	8585772
	8585777
	8585821
	8585874
	8585886
	8585897
	8585910
	8586243
	8586278
	8586289
	8586291
	8586309
	8586314
	8586376
	8586378
	8586380
	8586381
	8586391
	8586392
	8586539
	8586630
	8586691
	8586692
	8586714
	8586740
	8586747
	8586748
	8586750
	8586751
	8586753
	8586788
	8586797
	8586816
	8586855
	8586894
	8586915
	8586971
	8586996
	8587001
	8587041
	8587049

	31-MAY-2012
	7098259
	8416677
	8531547
	8543516
	8561901
	8572158
	8577849
	8578111
	8587427
	8587435
	8587440
	8587441
	8587442
	8587443
	8587445
	8587446
	8587448
	8587449
	8587452
	8587553
	8587559
	8587560
	8587561
	8587806
	8587928
	8587929
	8587931
	8588019
	8588020
	8588119
	8588120
	8588170
	8588372
	8588386
	8588416
	8588626
	8588629
	8588630
	8588631
	8588632
	8588656
	8588714
	8588884
	8589005
	8589065
	8589087
	8589114
	8589182
	8589189
	8589218
	8589219
	8589221
	8589223
	8589225
	8589226
	8589227
	8589228
	8589229
	8589230
	8589231
	8589241
	8589265
	8589267
	8589287
	8589322
	8589378
	8589387
	8589400
	8614231

	01-JUN-2012
	8092374
	8146552
	8293883
	8404590
	8552135
	8555003
	8559967
	8569199
	8589833
	8589834
	8589836
	8589837
	8589838
	8590351
	8590353
	8590549
	8590551
	8591053
	8591055
	8591056
	8591066
	8591110
	8591172
	8591242
	8591243
	8591590
	8592002
	8592006
	8592011
	8592115
	8611093

	04-JUN-2012
	8471502
	8513473
	8519263
	8529292
	8556263
	8562464
	8569692
	8570349
	8571251
	8571353
	8572078
	8572215
	8573224
	8575373
	8578416
	8580386
	8584171
	8585820
	8587555
	8587828
	8593314
	8593315
	8593849
	8593850
	8593851
	8593852
	8593854
	8593855
	8593856
	8593857
	8593858
	8593859
	8593860
	8593861
	8593862
	8593863
	8593865
	8593867
	8594094
	8594317
	8594436
	8594448
	8594498
	8594499
	8594508
	8594646
	8594682
	8594749
	8594750
	8594815
	8594827
	8594868
	8594956
	8595021
	8595022
	8595023
	8595024
	8595025
	8595027
	8595028
	8595029
	8595030
	8595031
	8595032
	8595033
	8595034
	8595035
	8595036
	8595040
	8595066
	8595074
	8595103
	8595107
	8595110
	8595119
	8595309
	8595325
	8595680
	8595682
	8595683
	8595684
	8595686
	8595687
	8595688
	8612433
	8612921
	8616716
	8617411

	05-JUN-2012
	8121418
	8473432
	8505128
	8540622
	8582758
	8590352
	8596004
	8596005
	8596006
	8596007
	8596022
	8596023
	8596041
	8596070
	8596246
	8596262
	8596263
	8596266
	8596268
	8596269
	8596270
	8596427
	8596508
	8596517
	8596819
	8596861
	8597700
	8598161
	8598351
	8598557
	8598559
	8598560
	8598678
	8598693
	8598957
	8599034
	8599116
	8599249
	8599301
	8599335
	8599469
	8599507
	8599512
	8599540
	8599544
	8599571
	8599577
	8599617
	8599640
	8599665
	8599666
	8599681
	8599701
	8599706
	8599733
	8599738
	8599746
	8599765
	8599766
	8599767
	8599768
	8599769
	8599770
	8599772
	8599959
	8600240
	8600244
	8600245
	8620491

	06-JUN-2012
	8406071
	8546510
	8546520
	8557914
	8576308
	8600445
	8600446
	8600447
	8600537
	8600538
	8600539
	8600620
	8600819
	8600856
	8601030
	8601599
	8601600
	8601601
	8601603
	8601604
	8601607
	8601745
	8601746
	8601747
	8601915

	07-JUN-2012
	8098591
	8477347
	8572683
	8587444
	8602208
	8602218
	8602234
	8602236
	8602237
	8602238
	8602239
	8602240
	8602241
	8602251
	8602405
	8602407
	8602422
	8602608
	8602649
	8602659
	8602675
	8602678
	8602722
	8602838
	8603414
	8603498
	8603520
	8603563
	8603607
	8603632
	8603666
	8603684
	8603690
	8603727
	8603745
	8603761
	8603766
	8603780

	08-JUN-2012
	8549730
	8556308
	8571249
	8572823
	8582759
	8586982
	8588693
	8604221
	8604222
	8604224
	8604279
	8604308
	8604310
	8604352
	8604421
	8604422
	8604598
	8604686
	8604776
	8604809
	8604871
	8604884
	8604885
	8604917
	8605024
	8605078
	8605079
	8605080
	8605081
	8605082
	8605083
	8605084
	8605093
	8605107
	8605108
	8605109
	8605110
	8605111
	8605164
	8605178
	8605189
	8605210
	8605266
	8605291
	8605333
	8605336
	8605342
	8605347
	8605368
	8605403
	8605534
	8605611
	8605613
	8605616
	8605691
	8605692
	8605703
	8605711
	8605718
	8605748
	8605762
	8605778
	8605835
	8605875
	8605895
	8605911

	11-JUN-2012
	8572834
	8576098
	8576365
	8591213
	8601602
	8607166
	8607730
	8607732
	8607733
	8607734
	8607737
	8607738
	8607740
	8607766
	8607877
	8607913
	8608025
	8608046
	8608097
	8608249
	8608396
	8608469
	8608493
	8608499
	8608531
	8608829
	8608968
	8609044
	8609051
	8609089
	8609136
	8609144
	8609153
	8621882

	12-JUN-2012
	8113749
	8429780
	8552235
	8554918
	8556307
	8586851
	8595106
	8609546
	8609547
	8609660
	8609662
	8609663
	8609664
	8609666
	8609667
	8609668
	8609669
	8609671
	8609672
	8609673
	8609675
	8609677
	8609678
	8609679
	8609680
	8609681
	8609869
	8609915
	8610087
	8610107
	8610257
	8610291
	8610321
	8610328
	8610368
	8610418
	8610465
	8610477
	8610493
	8610507
	8610521
	8610526
	8610527
	8610536
	8610554
	8610559
	8610593
	8610621
	8610633
	8610645
	8610727
	8610779
	8610812
	8610832
	8610843
	8610968
	8611005
	8611056

	13-JUN-2012
	8396254
	8540619
	8575091
	8611448
	8611665
	8611759
	8611760
	8611762
	8611763
	8611764
	8611861
	8611925
	8611926
	8611927
	8611928
	8611929
	8611930
	8611931
	8612226
	8612228
	8612245
	8612360
	8612381
	8612413
	8612420
	8612498
	8612791
	8612792
	8612793
	8612794
	8612805
	8612833
	8612840
	8612848
	8612871
	8612885
	8612959
	8612971
	8612976
	8612984
	8612992
	8613066
	8613099
	8613107
	8613150
	8613228
	8613238
	8613249
	8613299
	8613316
	8613341
	8613360
	8613371
	8613373
	8613387

	14-JUN-2012
	8337741
	8471657
	8553492
	8556332
	8585929
	8588268
	8590448
	8591234
	8597112
	8603531
	8613670
	8613671
	8613672
	8613673
	8613674
	8613675
	8613888
	8614077
	8614122
	8614156
	8614228
	8614239
	8614240
	8614241
	8614242
	8614243
	8614244
	8614245
	8614246
	8614247
	8614248
	8614265
	8614287
	8614292
	8614295
	8614297
	8614298
	8614318
	8614330
	8614346
	8614347
	8614362
	8614369
	8614380
	8614390
	8614397
	8614398
	8614402
	8614426
	8614449
	8614495
	8614496
	8614536
	8614537
	8614662
	8614726
	8614767
	8614768
	8614776
	8614862
	8614952
	8615101
	8615102

	15-JUN-2012
	8459030
	8532029
	8552234
	8555001
	8564377
	8575098
	8616594
	8616600
	8616607
	8616750
	8616981
	8617036
	8617037
	8617038
	8617040
	8617041
	8617043
	8617044
	8617046
	8617088
	8617090
	8617095
	8617096
	8617097
	8617108
	8617109
	8617110
	8617124
	8617164
	8617206
	8617249
	8617331
	8617375
	8617633
	8617670
	8617673
	8617750
	8617801
	8617888
	8617889
	8617890
	8617891
	8618056
	8618058
	8633187
	8633349

	18-JUN-2012
	7590685
	7825838
	8200074
	8514476
	8560822
	8569626
	8570594
	8583171
	8585973
	8593313
	8605348
	8605823
	8607963
	8609548
	8617045
	8618601
	8618603
	8618604
	8618608
	8618609
	8618701
	8618703
	8618777
	8618790
	8618792
	8618875
	8618883
	8618933
	8618969
	8619032
	8619033
	8619034
	8619102
	8619159
	8619160
	8619252
	8619492
	8619494
	8619532
	8619676
	8619790
	8619913
	8619943
	8620143
	8620156
	8620157
	8620176
	8637469
	8637745
	8638249

	19-JUN-2012
	8533644
	8548131
	8568142
	8575625
	8587434
	8593853
	8621011
	8621031
	8621042
	8621056
	8621063
	8621064
	8621066
	8621089
	8621235
	8621321
	8621392
	8621437
	8621440
	8621450
	8621451
	8621452
	8621453
	8621455
	8621457
	8621599
	8621602
	8621603
	8621604
	8621605
	8621607
	8621624
	8621634
	8621636
	8621637
	8621640
	8621642
	8621643
	8621658
	8621659
	8621660
	8621686
	8621724
	8621766
	8621872
	8621965
	8621966
	8621974
	8621975
	8621976
	8621977
	8621995
	8622005
	8622043
	8622097
	8622154
	8622192
	8622214
	8622219
	8622265
	8622290
	8622413
	8622454
	8622499
	8622608
	8622736
	8622740
	8622741
	8622833
	8622842
	8622865
	8622884
	8622903
	8622928
	8622941
	8622943
	8622962
	8640643
	8640723
	8640993
	8642672

	20-JUN-2012
	8299633
	8491076
	8574995
	8579663
	8623159
	8623165
	8623441
	8623443
	8623444
	8623445
	8623446
	8623447
	8623448
	8623449
	8623450
	8623451
	8623452
	8623453
	8623454
	8623455
	8623456
	8623457
	8623777
	8623817
	8623906
	8623949
	8623966
	8623988
	8623997
	8624009
	8624017
	8624053
	8624075
	8624076
	8624077
	8624084
	8624127
	8624143
	8624208
	8625640
	8625986
	8626240
	8626437
	8626496
	8626512
	8626513
	8626592
	8626617
	8626642
	8626643
	8626751
	8626771
	8626772
	8626915
	8626916
	8626917
	8626918
	8626919
	8626920
	8626921
	8626922
	8626923
	8642765

	21-JUN-2012
	8548886
	8574081
	8575063
	8614270
	8616585
	8616636
	8627383
	8627384
	8627431
	8627468
	8627530
	8627531
	8627532
	8627533
	8627534
	8627535
	8627537
	8627538
	8627539
	8627540
	8627574
	8627576
	8627580
	8627587
	8627756
	8627775
	8627813
	8627859
	8627877
	8627889
	8627922
	8627953
	8627994
	8628027
	8628060
	8628061
	8628116
	8628117
	8628165
	8628166
	8628171
	8628210
	8628583
	8628637
	8628677
	8628707
	8628715
	8628716
	8628794
	8628832
	8628833
	8629098
	8629099
	8629100
	8629101
	8629105
	8629141
	8646401
	8648273

	22-JUN-2012
	8543521
	8614186
	8616749
	8617102
	8621526
	8629445
	8629446
	8629447
	8629448
	8629449
	8629457
	8629803
	8629806
	8629808
	8629809
	8629890
	8629897
	8629908
	8629941
	8629948
	8629974
	8629980
	8630016
	8630035
	8630264
	8630269
	8630272
	8630276
	8630567
	8630569
	8630571
	8630703
	8630793
	8630961
	8631072
	8631079
	8631295
	8649254
	8649707

	25-JUN-2012
	8156624
	8540617
	8573088
	8591598
	8599144
	8599903
	8605106
	8605405
	8607735
	8610208
	8610308
	8613382
	8614447
	8621350
	8621454
	8631874
	8631875
	8631877
	8631878
	8631880
	8631882
	8632107
	8632109
	8632110
	8632702
	8632703
	8632704
	8632705
	8632706
	8632711
	8632852
	8633042
	8633045
	8633046
	8633048
	8633104
	8633105
	8633106
	8633108
	8633116
	8633117
	8633134
	8633241
	8633355
	8633364
	8633365
	8633368
	8633410
	8633429
	8633430
	8633432
	8633433
	8633434
	8633441
	8650631
	8652595

	26-JUN-2012
	8473762
	8490593
	8553489
	8568300
	8577040
	8577861
	8582963
	8600854
	8608995
	8610543
	8610544
	8617307
	8618057
	8630271
	8634091
	8634092
	8634385
	8634386
	8634387
	8634388
	8634390
	8634392
	8634393
	8634394
	8634395
	8634396
	8634450
	8634451
	8634809
	8634810
	8634848
	8634863
	8634876
	8635011
	8635068
	8635116
	8635117
	8635120
	8635125
	8635148
	8635155
	8635272
	8635286
	8635287
	8635332
	8635333
	8635336
	8635341
	8635347
	8635355
	8635356
	8635361
	8635389
	8635450
	8635461
	8635463
	8635489
	8635495
	8635497
	8635498
	8635499
	8635500
	8635501
	8635517
	8635602
	8635646
	8636237
	8636265
	8636273
	8636309
	8636638
	8636642
	8636643
	8636644
	8636645
	8636646
	8636647
	8636649
	8636650
	8636702
	8636733
	8636811
	8636861
	8636900
	8636906
	8652362
	8653913

	27-JUN-2012
	8208112
	8262893
	8396197
	8493606
	8500822
	8520131
	8530001
	8556309
	8559609
	8565441
	8571784
	8573092
	8607878
	8613713
	8628599
	8628600
	8632701
	8637355
	8637369
	8637370
	8637372
	8637470
	8637471
	8637472
	8637474
	8637475
	8637476
	8637493
	8637637
	8637638
	8637640
	8637710
	8637712
	8638045
	8638046
	8638048
	8638101
	8638152
	8638185
	8638187
	8638188
	8638192
	8638194
	8638210
	8638225
	8638266
	8638299
	8638436
	8638508
	8638591
	8638595
	8638607
	8638657
	8638685
	8638687
	8638688
	8638699
	8638709
	8638710
	8638711
	8638712
	8638722
	8638729
	8638740
	8638752
	8638802
	8638808
	8638835
	8638853
	8638856
	8638857
	8638858
	8639196
	8639283
	8639304
	8639306
	8639307
	8639467
	8639541
	8639588
	8639589
	8639613
	8639614
	8639621
	8655286

	28-JUN-2012
	7793935
	8455217
	8558617
	8564375
	8571275
	8599465
	8602235
	8624810
	8628618
	8628754
	8629915
	8640658
	8640662
	8640665
	8640666
	8640667
	8640670
	8640671
	8640677
	8640682
	8640684
	8640692
	8640694
	8640753
	8640754
	8640755
	8640756
	8640757
	8640758
	8640760
	8640761
	8640762
	8640817
	8640818
	8640819
	8640821
	8640822
	8640823
	8640826
	8640936
	8640953
	8640959
	8641075
	8641077
	8641094
	8641179
	8641187
	8641188
	8641210
	8641290
	8641318
	8641334
	8641376
	8641415
	8641438
	8641482
	8641578
	8641614
	8641618
	8641619
	8641620
	8641622
	8641623
	8641735
	8642015
	8642033
	8642049
	8642050
	8642054
	8642088
	8642135
	8642150
	8642163
	8642178
	8642195

	29-JUN-2012
	8261660
	8325566
	8510971
	8562472
	8611666
	8619738
	8621027
	8626784
	8627536
	8631879
	8636200
	8636914
	8642687
	8642689
	8642690
	8642691
	8642693
	8642695
	8642701
	8642702
	8642792
	8642986
	8642987
	8642988
	8642990
	8642991
	8642992
	8642993
	8642994
	8642995
	8642999
	8643000
	8643002
	8643003
	8643108
	8643109
	8643168
	8643255
	8643256
	8643257
	8643259
	8643260
	8643408
	8643419
	8643428
	8643540
	8643647
	8644227
	8644279
	8644327
	8644342
	8644351
	8644356
	8644365
	8644396
	8644466

	02-JUL-2012
	8311773
	8462404
	8607765
	8611924
	8641286
	8642241
	8643977
	8644947
	8644948
	8644958
	8645010
	8645011
	8645012
	8645013
	8645014
	8645015
	8645017
	8645018
	8645023
	8645203
	8645281
	8645443
	8645444
	8645445
	8645447
	8645448
	8645475
	8645561
	8645603
	8645676
	8645703
	8645742
	8645743
	8645780
	8645805
	8645829
	8645844
	8645904
	8646083
	8646086
	8646087
	8646123
	8646155
	8646227
	8646256
	8646353
	8646357
	8646381
	8646398
	8646399
	8646413
	8646459
	8646502

	03-JUL-2012
	8521952
	8535996
	8567646
	8577854
	8605346
	8633122
	8637362
	8638043
	8640661
	8646766
	8646767
	8646768
	8646913
	8646938
	8647213
	8647498
	8647539
	8647604
	8647684
	8647688
	8647705
	8647735
	8647736
	8647762
	8647832
	8647877
	8647887
	8647916
	8647933
	8647976
	8647978
	8648096
	8648188
	8648189
	8648190
	8648240
	8648277
	8648289
	8648322
	8648348
	8648364
	8648419
	8648420
	8648421
	8648428
	8648429
	8648477
	8648666
	8663938

	04-JUL-2012
	8648939

	05-JUL-2012
	8494113
	8646914
	8649276
	8649284
	8649289
	8649291
	8649292
	8649293
	8649294
	8649295
	8649296
	8649297
	8649338
	8649371
	8649388
	8649389
	8649390
	8649391
	8649392
	8649393
	8649394
	8649395
	8649397
	8649398
	8649399
	8649400
	8649401
	8649403
	8649404
	8649405
	8649406
	8649407
	8649408
	8649410
	8649411
	8649412
	8649413
	8649458
	8649460
	8649464
	8649486
	8649794
	8649895
	8649896
	8649949
	8649974
	8650158
	8650385
	8650386
	8650387
	8650388
	8650389
	8650411
	8650412
	8650574
	8650575
	8650577
	8650578
	8650597
	8650598
	8650667
	8650767
	8651000

	06-JUL-2012
	7935253
	8036693
	8257404
	8579657
	8588627
	8629444
	8636264
	8649305
	8651503
	8651506
	8651508
	8651511
	8651523
	8651581
	8651582
	8651583
	8651584
	8651585
	8651588
	8651589
	8651591
	8651592
	8651593
	8651594
	8651596
	8651599
	8651621
	8651663
	8651773
	8651957
	8651961
	8651962
	8651964
	8651965
	8651967
	8652030
	8652031
	8652193
	8652200
	8652220
	8652226
	8652230
	8652251
	8652354
	8652380
	8652451
	8652472
	8652478
	8652499
	8652523
	8652547
	8652548
	8652549
	8652589
	8652610
	8652707
	8652709
	8652735
	8652811
	8652889
	8652901
	8652950
	8652951
	8652980
	8652994
	8653147
	8653152
	8653188

	07-JUL-2012
	8653463

	09-JUL-2012
	8179499
	8208460
	8610743
	8615123
	8616725
	8632979
	8635401
	8638171
	8638350
	8644278
	8651510
	8653771
	8653927
	8653974
	8653976
	8653991
	8654276
	8654305
	8654320
	8654349
	8654373
	8654392
	8654466
	8654473
	8654474
	8654475
	8654497
	8654904
	8654924
	8654940
	8654967
	8655036
	8655054
	8655080
	8655132
	8655142
	8655177
	8655335

	10-JUL-2012
	7824488
	8028038
	8513471
	8576954
	8589835
	8590173
	8604757
	8627927
	8628608
	8639522
	8641776
	8641970
	8643562
	8645539
	8646085
	8647216
	8657504
	8657562
	8657563
	8657564
	8657565
	8657568
	8657569
	8657580
	8658006
	8658008
	8658011
	8658124
	8658172
	8658181
	8658187
	8658251
	8658363
	8658432
	8658470
	8658493
	8658541
	8658561
	8658615
	8658618
	8658621
	8658634
	8658653
	8658655
	8658665
	8658675
	8658682
	8658716
	8658719
	8658720
	8658721
	8658722
	8658876
	8658886
	8658887
	8659044
	8659085

	11-JUL-2012
	8205494
	8348154
	8349048
	8469651
	8477345
	8573000
	8577859
	8578781
	8586662
	8595679
	8596265
	8600621
	8615037
	8619251
	8635310
	8641177
	8651966
	8659383
	8659384
	8659441
	8659442
	8659510
	8659516
	8659529
	8659531
	8659534
	8659597
	8659599
	8659737
	8659738
	8659739
	8659768
	8659842
	8659857
	8659939
	8659946
	8660082
	8660087
	8660128
	8660328
	8660336
	8660347
	8660352
	8660386
	8660390
	8660431
	8660461
	8660576
	8660577
	8660578
	8660580
	8660581
	8660583
	8660585
	8660618
	8660688
	8660749
	8660769
	8660782
	8660784
	8660802
	8660819
	8660822
	8660823
	8660844
	8675286

	12-JUL-2012
	8131480
	8167381
	8576948
	8602676
	8652541
	8661420
	8661421
	8661584
	8661585
	8661587
	8661588
	8661703
	8661704
	8661705
	8661753
	8661819
	8661842
	8661879
	8661891
	8661902
	8661950
	8662061
	8662112
	8662184
	8662193
	8662194
	8662195
	8662196
	8662329
	8662330
	8662331
	8662376
	8662377
	8662436
	8662489
	8662493
	8662495
	8662515
	8662597
	8662751
	8662761
	8662768
	8662770
	8662819
	8662825
	8663003
	8663015
	8678126
	8680357

	13-JUL-2012
	8181909
	8633463
	8645437
	8647929
	8648406
	8651546
	8655040
	8658789
	8663183
	8663234
	8663267
	8663490
	8663511
	8663514
	8663515
	8663516
	8663518
	8663605
	8663607
	8663620
	8663621
	8663622
	8663623
	8663624
	8663757
	8663766
	8663767
	8663768
	8663806
	8663818
	8663848
	8663858
	8663956
	8664016
	8664017
	8664039
	8664103
	8664263
	8664289
	8664328
	8664329
	8664352
	8664380
	8664406
	8664418
	8664514
	8664597
	8664905
	8681461

	15-JUL-2012
	8665012

	16-JUL-2012
	8595681
	8620270
	8643001
	8647214
	8651590
	8654501
	8665156
	8665274
	8665275
	8665338
	8665368
	8665378
	8665385
	8665468
	8665477
	8665513
	8665862
	8665867
	8665872
	8665909
	8665910
	8665911
	8665912
	8665929
	8665985
	8665998
	8666044
	8666112
	8666138
	8666155
	8666262
	8666304
	8666306
	8666663
	8666664
	8666665
	8666666
	8666668
	8666741
	8666940
	8666941
	8666943
	8666955
	8686886
	8687088

	17-JUL-2012
	7820432
	8521496
	8544320
	8601335
	8623845
	8631924
	8658723
	8662492
	8667376
	8667398
	8667413
	8667418
	8667430
	8667431
	8667432
	8667433
	8667434
	8667438
	8667439
	8667440
	8667441
	8667442
	8667443
	8667444
	8667489
	8667526
	8667580
	8667582
	8667583
	8667600
	8667660
	8667767
	8667815
	8667816
	8667817
	8667818
	8667819
	8667820
	8667828
	8667883
	8667884
	8667941
	8667951
	8667998
	8667999
	8668046
	8668055
	8668058
	8668075
	8668078
	8668087
	8668240
	8668339
	8668362
	8668408
	8668409
	8668460
	8668591
	8668706
	8668727
	8668728
	8668729
	8668730
	8668745
	8668758
	8668760
	8668761
	8668763
	8668781
	8668949
	8668969
	8668982
	8668983
	8668985
	8669001
	8669042
	8669321
	8669323

	18-JUL-2012
	8131476
	8314778
	8531562
	8531754
	8577291
	8621065
	8629981
	8632709
	8642694
	8659993
	8660157
	8660189
	8661419
	8663509
	8669590
	8669591
	8669650
	8669651
	8669652
	8669654
	8669655
	8669660
	8669663
	8669682
	8669703
	8669724
	8669951
	8669961
	8670027
	8670054
	8670418
	8670422
	8670424
	8670428
	8670969
	8671191
	8671194
	8671195
	8671805
	8671806
	8671807
	8671809
	8671814
	8671816
	8671817
	8671925
	8671928
	8671930
	8696611

	19-JUL-2012
	8555008
	8564124
	8564723
	8569198
	8577857
	8579658
	8619493
	8641178
	8649654
	8658676
	8662631
	8662804
	8665387
	8672277
	8672320
	8672333
	8672352
	8672398
	8672414
	8672416
	8672417
	8672418
	8672419
	8672421
	8672423
	8672428
	8672450
	8672470
	8672471
	8672529
	8672532
	8672591
	8672613
	8672629
	8672680
	8672694
	8672724
	8672725
	8672759
	8672768
	8672774
	8672788
	8672833
	8672860
	8672939
	8672940
	8673052
	8673147
	8673171
	8673269
	8673270
	8673273
	8673282
	8673313
	8673462
	8673463
	8673465
	8673467
	8673663
	8673670
	8673674
	8673715
	8673736
	8673892
	8673894
	8673895
	8674008
	8674010
	8674011
	8674069
	8674071
	8674072
	8674260
	8674262
	8674263
	8674271
	8674283
	8674284
	8674285
	8674286
	8674289
	8674290
	8698275

	20-JUL-2012
	7306512
	8090781
	8194304
	8557913
	8593864
	8609676
	8621606
	8622044
	8642051
	8661892
	8661913
	8661970
	8664025
	8666053
	8666938
	8667331
	8671926
	8674533
	8674616
	8674617
	8674618
	8674619
	8674620
	8674622
	8674623
	8674788
	8674813
	8674815
	8674896
	8674897
	8674902
	8674903
	8675407
	8675453
	8675829
	8675831
	8676241

	23-JUL-2012
	8562466
	8576363
	8636648
	8649894
	8652995
	8653325
	8660780
	8662514
	8663974
	8664142
	8664275
	8664378
	8664379
	8675754
	8676912
	8676916
	8676936
	8676950
	8676987
	8677012
	8677021
	8677022
	8677023
	8677025
	8677054
	8677055
	8677069
	8677175
	8677182
	8677234
	8677257
	8677329
	8677462
	8677466
	8677551
	8677696
	8677721
	8677733
	8677758
	8677788
	8677790
	8677791
	8677793
	8677830
	8677862
	8678060
	8678101
	8678125
	8678132
	8678133
	8678134
	8678137
	8678217
	8678218
	8678266
	8678267
	8678268
	8678489
	8678513
	8678514
	8678517
	8678525
	8678598
	8678599
	8678604
	8678605
	8678617
	8678627
	8678647
	8678659
	8678663
	8678689
	8678710
	8702173
	8702485
	8702497

	24-JUL-2012
	8203069
	8268457
	8576946
	8640452
	8661422
	8661423
	8661586
	8679203
	8679208
	8679211
	8679242
	8679317
	8679353
	8679358
	8679359
	8679360
	8679362
	8679363
	8679418
	8679419
	8679420
	8679455
	8679470
	8679483
	8679517
	8679519
	8679566
	8679599
	8679670
	8679671
	8679672
	8679673
	8679674
	8679759
	8679760
	8679762
	8679795
	8679798
	8679919
	8679951
	8679989
	8680172
	8680211
	8680212
	8680217
	8680250
	8680358
	8680359
	8680363
	8680416
	8680442
	8680523
	8680549
	8680550
	8680551
	8680676
	8680677
	8680678
	8680679
	8680680

	25-JUL-2012
	7462178
	8216471
	8576947
	8616726
	8620036
	8663508
	8663513
	8668196
	8673893
	8681146
	8681147
	8681149
	8681150
	8681326
	8681429
	8681437
	8681439
	8681440
	8681441
	8681442
	8681480
	8681516
	8681627
	8681683
	8681942
	8681967
	8681974
	8682004
	8682016
	8682051
	8682052
	8682055
	8682056
	8682082
	8682084
	8682100
	8682101
	8682102
	8682103
	8682104
	8682106
	8682107
	8682108
	8682109
	8682110
	8682111
	8682148
	8682270
	8682384
	8682385
	8682436
	8682444
	8682573
	8682592
	8682701
	8682801

	26-JUL-2012
	7883542
	8215943
	8236195
	8533645
	8569627
	8621456
	8637473
	8651963
	8662374
	8665154
	8683376
	8683379
	8683428
	8683462
	8683464
	8683465
	8683471
	8683476
	8683477
	8683491
	8683516
	8683544
	8683577
	8683585
	8683871
	8683876
	8683878
	8684042
	8684043
	8684044
	8684046
	8684092
	8684336
	8684346
	8684558
	8684760
	8684893
	8684895
	8685044
	8685063
	8685064
	8685065
	8685066
	8685375
	8685376
	8685377
	8686012
	8686597

	27-JUL-2012
	8144333
	8527687
	8609674
	8643276
	8659610
	8673723
	8675652
	8677789
	8686850
	8686856
	8687003
	8687004
	8687005
	8687039
	8687048
	8687051
	8687052
	8687054
	8687278
	8687283
	8687293
	8687349
	8687353
	8687449
	8687489
	8687503
	8687535
	8687538
	8687625
	8687651
	8687658
	8687664
	8687665
	8687777
	8687803
	8687828
	8687867
	8688025
	8688030
	8688072
	8688087
	8688294
	8688325
	8688344
	8688345
	8688440
	8688441
	8688813
	8713238
	8714782

	28-JUL-2012
	7632425
	7651696
	8708761

	30-JUL-2012
	8481347
	8552236
	8577148
	8587407
	8621641
	8626618
	8631923
	8662375
	8668247
	8671815
	8679209
	8691190
	8691191
	8691199
	8691200
	8691415
	8691428
	8691786
	8692087
	8692092
	8692100
	8692113
	8692114
	8692124
	8692355
	8692459
	8692537
	8692899
	8692900
	8692937
	8692967
	8693059
	8693061
	8693062
	8693063
	8693136
	8693183
	8693193
	8693209
	8693267
	8693304
	8693309
	8693310
	8693316
	8693321
	8693325
	8693329
	8693355
	8693357
	8693379
	8693380
	8693381
	8693382
	8693388
	8693393
	8693409
	8693432
	8693443
	8693458

	31-JUL-2012
	7792054
	7996942
	8471205
	8575101
	8596428
	8638686
	8640455
	8647575
	8651500
	8651502
	8660619
	8667573
	8673757
	8679521
	8683494
	8693878
	8693900
	8693978
	8694084
	8694086
	8694088
	8694089
	8694093
	8694095
	8694096
	8694097
	8694098
	8694102
	8694104
	8694105
	8694107
	8694109
	8694168
	8694236
	8694291
	8694302
	8694315
	8694321
	8694339
	8694349
	8694350
	8694351
	8694368
	8694420
	8694443
	8694480
	8694501
	8694665
	8694739
	8694841
	8694851
	8694859
	8694943
	8695023
	8695030
	8695055
	8695121
	8695202
	8695228
	8695239
	8695254
	8695310
	8695521
	8695522
	8695525
	8695526
	8695530
	8695531

	01-AUG-2012
	7613921
	7792383
	7792434
	7792440
	7792441
	7792470
	8225246
	8571063
	8575608
	8576955
	8614279
	8614348
	8639308
	8660620
	8668593
	8683888
	8696174
	8696175
	8696176
	8696177
	8696178
	8696179
	8696216
	8696217
	8696256
	8696258
	8696260
	8696266
	8696267
	8696268
	8696293
	8696472
	8696495
	8696496
	8696508
	8696553
	8696646
	8696647
	8696648
	8696650
	8696651
	8696652
	8696736
	8696737
	8696738
	8696761
	8696788
	8696866
	8697026
	8697034
	8697068
	8697263
	8697517
	8697518
	8697521
	8697558
	8697591
	8697633
	8697645
	8721226
	8723796

	02-AUG-2012
	7774256
	8635121
	8640683
	8667821
	8667881
	8674100
	8678487
	8681145
	8684894
	8698247
	8698248
	8698265
	8698288
	8698329
	8698366
	8698388
	8698389
	8698390
	8698391
	8698393
	8698394
	8698395
	8698445
	8698450
	8698468
	8698469
	8698476
	8698692
	8698730
	8698837
	8698981
	8699061
	8699601
	8699739
	8699741
	8699812
	8722688

	03-AUG-2012
	7200029
	8587930
	8607729
	8650413
	8659533
	8660870
	8670427
	8681744
	8681880
	8682053
	8687432
	8688419
	8691430
	8694449
	8701730
	8701737
	8701738
	8701864
	8701865
	8702307
	8702311
	8702333
	8702338
	8702339
	8702340
	8702343
	8702362
	8702423
	8702431
	8702437
	8702478
	8702482
	8702611
	8702676
	8702700
	8702720
	8702825
	8702844
	8702858
	8702859
	8702860
	8702883
	8702888
	8704119
	8704771
	8704814
	8704846
	8704898
	8707162

	06-AUG-2012
	7679687
	7690540
	7792478
	8032896
	8094828
	8475892
	8601606
	8629450
	8666953
	8674621
	8707953
	8707954
	8707955
	8707956
	8708000
	8708036
	8708037
	8708281
	8708341
	8708410
	8708411
	8708480
	8708542
	8708663
	8708723
	8708724
	8708737
	8708749
	8708840
	8708871
	8708872
	8708873
	8708874
	8708875
	8708878
	8708893
	8709028
	8709060
	8709173
	8709175
	8709212
	8709213
	8709280
	8709316
	8709317
	8709338
	8709376
	8709397
	8709405
	8709491
	8709493
	8709494
	8709495
	8709516
	8709565
	8709571
	8709760
	8709767
	8709793
	8709832
	8709888
	8727880
	8730244

	07-AUG-2012
	8328555
	8340889
	8475524
	8559971
	8638044
	8641697
	8709496
	8710360
	8710367
	8710368
	8710369
	8710376
	8710409
	8710460
	8710488
	8710534
	8710535
	8710603
	8710610
	8710757
	8710827
	8710954
	8710955
	8710956
	8711079
	8711099
	8711106
	8711120
	8711151
	8711245
	8711246
	8711252
	8711406
	8711485
	8711677
	8711724
	8711742
	8711756
	8711762
	8711790
	8711806
	8711810
	8711811
	8711881
	8712093
	8712094

	08-AUG-2012
	8484608
	8557422
	8568706
	8582753
	8589220
	8638029
	8645298
	8647932
	8657567
	8671808
	8686864
	8692620
	8712514
	8712648
	8712755
	8712765
	8712784
	8712785
	8712787
	8712788
	8712789
	8712790
	8712791
	8712793
	8712794
	8712796
	8712798
	8712807
	8712809
	8712811
	8712813
	8712814
	8712941
	8712992
	8713065
	8713141
	8713233
	8713297
	8713302
	8713344
	8713345
	8713360
	8713461
	8713462
	8713463
	8713464
	8713478
	8713502
	8713513
	8713543
	8713574
	8713583
	8713744
	8713768
	8713818
	8713845
	8713846
	8713847
	8713848
	8713850
	8713851
	8713853
	8713938
	8713961
	8713997
	8714085

	09-AUG-2012
	8085406
	8587554
	8665155
	8692936
	8693459
	8714385
	8714386
	8714388
	8714513
	8714514
	8714515
	8714516
	8714517
	8714518
	8714519
	8714520
	8714521
	8714522
	8714548
	8714693
	8714734
	8714735
	8714737
	8714787
	8714788
	8714789
	8714790
	8714816
	8714817
	8714855
	8714888
	8714904
	8714918
	8714919
	8715231
	8715261
	8715272
	8715294
	8715412
	8715443
	8715604
	8715612
	8715613
	8715665
	8715708
	8715709
	8715710
	8715781
	8715842
	8715843
	8716078
	8716079
	8716080
	8716098
	8716101
	8716102
	8739067

	10-AUG-2012
	8590550
	8670972
	8716761
	8716783
	8716784
	8716786
	8716787
	8716789
	8716793
	8716890
	8717251
	8717299
	8717301
	8717363
	8717364
	8717366
	8717549
	8717554
	8717556
	8717560
	8717563
	8717564
	8717597
	8717641
	8717642
	8717643
	8717845
	8717866
	8717913
	8717936
	8718001
	8718035
	8718036
	8718067
	8718106
	8718148
	8718150
	8718199
	8718224
	8718225
	8718305
	8718383
	8718507
	8739560
	8739840
	8741830

	13-AUG-2012
	8194207
	8416598
	8447041
	8484094
	8553259
	8570568
	8587562
	8594685
	8628129
	8635359
	8639837
	8645016
	8649290
	8658724
	8680323
	8681913
	8693383
	8695271
	8708455
	8719398
	8719399
	8719401
	8719402
	8719406
	8719410
	8719411
	8719412
	8719413
	8719415
	8719435
	8719530
	8719583
	8719589
	8719590
	8719591
	8719620
	8719651
	8719828
	8719934
	8719980
	8720001
	8720038
	8720046
	8720089
	8720114
	8720115
	8720116
	8720118
	8720124
	8720146
	8720147
	8720184
	8720234
	8720347
	8720348
	8720408
	8720409
	8720410
	8720411
	8720412
	8720478
	8720555
	8720557
	8720558
	8720597
	8720692
	8720694
	8720695
	8720735
	8720736
	8720738
	8720742
	8720942
	8720960
	8720982
	8721041
	8721098
	8721115
	8721176
	8721177
	8721178
	8721190
	8721203
	8721241
	8721257
	8721300
	8721482
	8721495
	8721496
	8721497
	8721500
	8721501
	8721502
	8721504
	8721505
	8721506
	8721507
	8721512

	14-AUG-2012
	7620510
	7792867
	7879566
	8116855
	8155829
	8161255
	8170961
	8481350
	8555528
	8571569
	8604223
	8631876
	8641616
	8643233
	8650620
	8660584
	8668060
	8671812
	8674259
	8677020
	8702587
	8721660
	8721680
	8721682
	8721683
	8721687
	8721807
	8721813
	8721840
	8721842
	8721843
	8721844
	8721846
	8721847
	8721848
	8722000
	8722007
	8722048
	8722095
	8722097
	8722178
	8722179
	8722180
	8722181
	8722182
	8722183
	8722184
	8722185
	8722194
	8722196
	8722229
	8722230
	8722287
	8722290
	8722316
	8722471
	8722581
	8722582
	8722583
	8722588
	8722631
	8722633
	8722692
	8722741
	8722743
	8722744
	8722745
	8722746
	8722747
	8722748
	8722892
	8722895
	8723017
	8723018
	8723021
	8723047
	8723051
	8723055
	8723068
	8723104
	8723128
	8723130
	8723132
	8723154
	8723155
	8723156
	8723157
	8723158
	8723159
	8723160
	8723161
	8723162
	8723164
	8723381
	8723382
	8723384
	8723385
	8723387
	8723450
	8723459
	8723555
	8723556
	8723557
	8723559
	8723560

	15-AUG-2012
	7918288
	7924186
	8280293
	8311117
	8579660
	8649288
	8666954
	8668984
	8678118
	8678716
	8698836
	8712795
	8716847
	8723792
	8723793
	8723794
	8723795
	8723805
	8723949
	8724056
	8724077
	8724117
	8724239
	8724282
	8724283
	8724300
	8724328
	8724331
	8724385
	8724449
	8724524
	8724525
	8724536
	8724538
	8724539
	8724541
	8724598
	8724609
	8724637
	8724642
	8724658
	8724662
	8724673
	8724734
	8724816
	8724844
	8724868
	8724935
	8724936
	8724937
	8724999
	8725142
	8725155
	8725161
	8725170
	8725171
	8725290
	8725291
	8725293
	8725294
	8725295
	8725314
	8725369
	8725387
	8725388
	8725513
	8725658
	8725676
	8725689
	8725711
	8725712
	8746549

	16-AUG-2012
	7653062
	8325045
	8575610
	8600855
	8612242
	8618602
	8658654
	8667910
	8695523
	8712594
	8713532
	8714512
	8715659
	8716788
	8721845
	8722153
	8726029
	8726030
	8726031
	8726075
	8726155
	8726175
	8726194
	8726316
	8726400
	8726402
	8726424
	8726425
	8726426
	8726455
	8726456
	8726461
	8726462
	8726467
	8726514
	8726515
	8726571
	8726609
	8726610
	8726611
	8726612
	8726674
	8726793
	8726794
	8726800
	8726842
	8726852
	8726923
	8726976
	8727114
	8727164
	8727189
	8727228
	8727254
	8727257
	8727449
	8727479
	8727480
	8727549
	8727609
	8727610
	8727619
	8727638
	8727639
	8727744
	8727750
	8727765
	8727800
	8727867
	8727868
	8746586
	8748763

	17-AUG-2012
	7230600
	7637237
	7839940
	7928906
	8096802
	8129084
	8235696
	8455171
	8633103
	8633107
	8634090
	8641180
	8679520
	8696756
	8710452
	8713685
	8715611
	8721032
	8722347
	8728432
	8728589
	8728781
	8728782
	8728783
	8729139
	8729367
	8729435
	8729581
	8729690
	8729846
	8729847
	8729860
	8729942
	8730119
	8730137
	8730139
	8730141
	8730185
	8730224
	8730443

	18-AUG-2012
	8713827

	20-AUG-2012
	7778810
	8391986
	8486229
	8543772
	8651507
	8679697
	8687055
	8731214
	8731215
	8731216
	8731217
	8731424
	8731433
	8731438
	8731439
	8731531
	8731532
	8731533
	8731863
	8731873
	8731875
	8731896
	8731936
	8732000
	8732022
	8732040
	8732041
	8732067
	8732096
	8732124
	8732152
	8732185
	8732190
	8732211
	8732230
	8732240
	8732458
	8732520
	8732632
	8732688
	8732756
	8732799
	8732820
	8732840
	8732910
	8732938
	8732968
	8732973
	8732982
	8732985
	8732987
	8732993
	8749246

	21-AUG-2012
	8575001
	8657566
	8662437
	8662491
	8692089
	8733394
	8733489
	8733490
	8733492
	8733493
	8733497
	8733500
	8733505
	8733509
	8733536
	8733790
	8733800
	8733812
	8733813
	8733814
	8733815
	8733818
	8733828
	8733887
	8733916
	8733940
	8733969
	8734009
	8734010
	8734023
	8734034
	8734080
	8734103
	8734113
	8734310
	8734311
	8734313
	8734314
	8734315
	8734507
	8734564
	8734617
	8734651
	8734735
	8734736
	8734754
	8734773
	8734782
	8734801
	8734858
	8734895
	8749167
	8749365
	8749371

	22-AUG-2012
	8333970
	8630015
	8635050
	8668590
	8681148
	8708073
	8722315
	8722472
	8723092
	8735686
	8735694
	8735701
	8735706
	8735707
	8735710
	8735711
	8735713
	8735720
	8735726
	8735780
	8735781
	8735804
	8735858
	8735897
	8736003
	8736044
	8736047
	8736138
	8736168
	8736208
	8736271
	8736315
	8736317
	8736318
	8736319
	8736320
	8736321
	8736323
	8736325
	8736326
	8736395
	8736430
	8736463
	8736500
	8736751
	8736754
	8736788
	8736811
	8736857
	8736893
	8736894
	8736895
	8736901
	8736911
	8736926
	8736931
	8736936
	8736939
	8736941
	8737260
	8750228
	8791156

	23-AUG-2012
	8575851
	8651509
	8668589
	8675875
	8682434
	8699060
	8709492
	8717557
	8723561
	8726523
	8726817
	8738327
	8738328
	8738329
	8738330
	8738331
	8738332
	8738333
	8738340
	8738341
	8738342
	8738343
	8738344
	8738345
	8738357
	8738360
	8738507
	8738626
	8738715
	8738750
	8738782
	8739090
	8739092
	8739129
	8739130
	8739132
	8739249
	8739315
	8739325
	8739326
	8739327
	8739329
	8739330
	8739331
	8739426
	8739665
	8739666
	8739667
	8739668
	8739669
	8739767
	8739798
	8740119
	8740124
	8740125
	8740131
	8740132
	8740133
	8740140
	8740141
	8740292
	8740373
	8749984
	8750429

	24-AUG-2012
	7868083
	8194326
	8573095
	8590447
	8643275
	8717550
	8722171
	8722215
	8724368
	8727756
	8731802
	8732175
	8742005
	8742075
	8742124
	8742184
	8742188
	8742189
	8742193
	8742195
	8742196
	8742199
	8742200
	8742203
	8742204
	8742208
	8742210
	8742261
	8742313
	8742360
	8742627
	8742638
	8742640
	8742838
	8742901
	8742911
	8742976
	8742990
	8743013
	8743041
	8743066
	8743117
	8743313
	8743314
	8743362
	8743406
	8743440
	8743451
	8743495
	8743585
	8756764

	27-AUG-2012
	7890737
	7959514
	8710922
	8717628
	8727498
	8729242
	8732082
	8732880
	8732944
	8746081
	8746085
	8746086
	8746087
	8746088
	8746099
	8746100
	8746101
	8746102
	8746103
	8746105
	8746113
	8746207
	8746211
	8746248
	8746398
	8746417
	8746462
	8746493
	8746501
	8746602
	8746603
	8746604
	8746613
	8746686
	8746760
	8746855
	8746856
	8746870
	8746885
	8746888
	8747034
	8747192
	8747327
	8747328
	8747344
	8747345
	8747380
	8747398
	8747413
	8747430
	8747432
	8747446
	8747762
	8747777
	8747910
	8748123
	8748141
	8748222
	8748232
	8748233
	8748247
	8748258
	8748259
	8748505
	8748516
	8748616
	8755744
	8755745
	8755747
	8755748
	8755750
	8755751
	8756392

	28-AUG-2012
	8049967
	8655038
	8756053
	8756135
	8756173
	8756174
	8756175
	8756176
	8756178
	8756179
	8756308
	8756746
	8756830
	8756835
	8756851
	8756854
	8756855
	8756957
	8756960
	8757228
	8757229
	8757240
	8757302
	8757318
	8757319
	8757568
	8757569
	8757571
	8757584
	8757594
	8757646
	8757678
	8757745
	8757746
	8757747
	8757748
	8757769
	8757771
	8760605

	29-AUG-2012
	7877014
	8066561
	8557501
	8604420
	8659992
	8661848
	8671924
	8677792
	8720559
	8734625
	8736906
	8739317
	8758320
	8758702
	8758877
	8758891
	8758902
	8758903
	8758908
	8758909
	8758937
	8759098
	8759134
	8759148
	8759156
	8759237
	8759242
	8759295
	8759307
	8759308
	8759309
	8759327
	8759328
	8759348
	8759371
	8759413
	8759414
	8759415
	8759424
	8759425
	8759505
	8759530
	8759581
	8759612
	8759613
	8759633
	8759640
	8759787
	8759835
	8759836
	8759896
	8759909
	8759923
	8759993
	8760018
	8760090
	8760111
	8760114
	8760153
	8760198
	8760815
	8762186

	30-AUG-2012
	7550560
	7951230
	8475777
	8506444
	8586850
	8587447
	8616751
	8631881
	8644087
	8647215
	8652449
	8670310
	8675877
	8676050
	8682054
	8710604
	8722110
	8725258
	8728442
	8733810
	8736952
	8740126
	8740143
	8746581
	8760670
	8760712
	8760715
	8760813
	8760814
	8760816
	8760817
	8760819
	8760890
	8760921
	8761068
	8761071
	8761201
	8761204
	8761297
	8761309
	8761937
	8761971
	8762098
	8762348
	8762349
	8762350
	8762360
	8763172
	8763175
	8763176
	8763197
	8763383
	8763384
	8763385
	8763386
	8763388
	8763415

	31-AUG-2012
	8011107
	8665634
	8763112
	8763127
	8763130
	8763171
	8763174
	8763238
	8763930
	8763945
	8763956
	8763957
	8763974
	8763999
	8764173
	8764174
	8764175
	8764196
	8764197
	8764215
	8764243
	8764249
	8764264
	8764265
	8764266
	8764267
	8764301
	8764440
	8764809
	8764810
	8764812
	8764813
	8765290
	8765291
	8765309
	8765320
	8766976
	8767031
	8767033
	8767034
	8767240

	02-SEP-2012
	8765203

	03-SEP-2012
	7970793
	7979993
	8125568
	8658715
	8663606
	8693886
	8694099
	8729471
	8765741
	8765742
	8765743
	8765744
	8765745
	8765757
	8766978
	8767039
	8767043
	8767048
	8767051
	8767195
	8767217
	8767223
	8767230
	8767234

	04-SEP-2012
	7836657
	7958951
	7958952
	7972834
	8513880
	8605344
	8623166
	8627385
	8635118
	8660636
	8660763
	8663754
	8669630
	8674558
	8679691
	8683378
	8696649
	8715544
	8720051
	8724299
	8766552
	8766630
	8766633
	8766664
	8766698
	8766828
	8766836
	8766839
	8766843
	8766857
	8766863
	8766931
	8766953
	8766969
	8767026
	8767032
	8767040
	8767041
	8767046
	8767049
	8767077
	8767078
	8767134
	8767157
	8767369
	8767440
	8767504
	8767516
	8767522
	8769399
	8769681
	8772618

	05-SEP-2012
	7776911
	8638601
	8651587
	8667458
	8668592
	8670420
	8678116
	8735714
	8768953
	8769028
	8769295
	8769331
	8769333
	8769411
	8769452
	8769476
	8769496
	8769619
	8769632
	8769647
	8769693
	8769804
	8770106
	8770117
	8771161
	8771248
	8771289
	8771599
	8771604
	8771606
	8771608
	8772234
	8772423
	8772425
	8772454
	8772492
	8772515
	8772516
	8772561
	8772582
	8772589
	8772590
	8772594
	8772598
	8772605
	8772613
	8772619
	8772620
	8772677
	8780348
	8780382
	8780398
	8784242

	06-SEP-2012
	8399484
	8617039
	8651595
	8671927
	8710373
	8720185
	8726721
	8734027
	8767425
	8769791
	8770010
	8770039
	8770215
	8770233
	8770251
	8770256
	8770338
	8770342
	8770345
	8770412
	8770418
	8770444
	8770453
	8770463
	8770502
	8770539
	8770704
	8770743
	8770763
	8770768
	8770770
	8770801
	8770805
	8770807
	8770814
	8770868
	8770876
	8770877
	8770925
	8770936
	8770963
	8770977
	8771038
	8771044
	8771046
	8771049
	8771157
	8771159
	8771173
	8771227
	8771228
	8771232
	8771235
	8771238
	8771239
	8771241
	8771245
	8771247
	8771251
	8771255
	8771612
	8771654
	8771664
	8771836
	8771838
	8771961
	8772032
	8772403
	8772409

	07-SEP-2012
	8459025
	8588470
	8651505
	8660737
	8666942
	8726420
	8730184
	8758598
	8763387
	8772854
	8773027
	8773030
	8773037
	8773043
	8773046
	8773054
	8773081
	8773258
	8773315
	8773583
	8773720
	8773851
	8774070
	8774297
	8774329
	8774346
	8774355
	8774382

	10-SEP-2012
	8018456
	8590174
	8621438
	8665276
	8669589
	8672793
	8673466
	8687050
	8709188
	8716762
	8724118
	8725688
	8733032
	8747776
	8756634
	8756849
	8758010
	8760052
	8764031
	8764162
	8769668
	8770040
	8774684
	8774686
	8774689
	8774740
	8774746
	8774751
	8774752
	8774979
	8774984
	8775242
	8775244
	8775245
	8775250
	8775252
	8775253
	8775518
	8775520
	8775619
	8775645
	8775793
	8775797
	8775814
	8775846
	8775861
	8775885
	8775914
	8775926
	8775977
	8776015
	8776016
	8776054
	8776070
	8776096
	8776153
	8776155
	8776165
	8776168
	8776209
	8776222
	8776231
	8776279
	8776284
	8776344
	8776407
	8776481
	8776485
	8776502
	8776525
	8776758
	8776794
	8776814
	8777495
	8777614
	8789316
	8789329
	8789465
	8789534
	8789568
	8789637

	11-SEP-2012
	8720048
	8724072
	8731872
	8776676
	8776760
	8776775
	8776813
	8776836
	8776855
	8776871
	8776872
	8776895
	8776896
	8776904
	8776928
	8777030
	8777031
	8777032
	8777274
	8777375
	8777376
	8777396
	8777435
	8777448
	8777449
	8777477
	8777478
	8777682
	8777951
	8777953
	8777955
	8778212
	8778225
	8778229
	8778253
	8778254
	8778255
	8778256
	8779305
	8779349
	8779351
	8779361
	8779595
	8779598
	8779638
	8779645
	8779673
	9172424
	9172478
	9172511
	9172649
	9172666

	12-SEP-2012
	8125502
	8491051
	8708407
	8755746
	8760714
	8777646
	8777649
	8777877
	8777921
	8778052
	8778053
	8778079
	8778105
	8778135
	8778149
	8778207
	8778231
	8778251
	8778257
	8778629
	8778631
	8778716
	8778946
	8778947
	8778948
	8778965
	8778982
	8778984
	8779318
	8779399
	8779431
	8779440
	8779443
	8779455
	8779475
	8779532
	8779539
	8779550
	8779786
	8779842
	8779867
	8779872
	9175590

	13-SEP-2012
	8613677
	8649272
	8722096
	8723386
	8770762
	8771090
	8780691
	8780697
	8780749
	8780778
	8780828
	8780831
	8780956
	8780973
	8780977
	8780980
	8780982
	8780985
	8780992
	8780996
	8780997
	8781013
	8781017
	8781034
	8781136
	8781462
	8781525
	8781529
	8781646
	8781744
	8781755
	8781943
	8782238
	8782421
	8782697
	8782701
	8782718
	8782746
	8782871
	8782875
	8782878
	8782952
	8783105
	8783229
	8783233
	8783459
	8784416
	8784420
	8790763

	14-SEP-2012
	7840937
	8014191
	8667885
	8724244
	8769473
	8770445
	8772463
	8784706
	8784724
	8784733
	8784809
	8784823
	8784827
	8784994
	8785024
	8785041
	8785081
	8785133
	8785231
	8785288
	8785300
	8785302
	8785303
	8785315
	8785474
	8785504
	8785505
	8785612
	8785614
	8785651
	8785653
	8785686
	8785751
	8785753
	8785774
	8785874
	8785958
	8786002
	8786116
	8786127
	8787081
	8787084
	8787087
	8790415
	8791336

	15-SEP-2012
	8790386
	8790414

	16-SEP-2012
	8773998

	17-SEP-2012
	7901517
	8200080
	8569215
	8688346
	8693060
	8736940
	8771118
	8771536
	8772451
	8788656
	8788763
	8788786
	8789814
	8789835
	8789850
	8789971
	8789972
	8790001
	8790060
	8790064
	8790098
	8790122
	8790189
	8790281
	8790302
	8790316
	8790327
	8790371
	8793069
	8793072
	8793120
	8793213
	8793238
	8793244
	8793339
	8793379
	8793427
	8793450
	8793908
	8794908
	8795518
	8795530
	8795531
	8798575
	8798654
	8798664

	18-SEP-2012
	8429857
	8560150
	8642692
	8679516
	8683377
	8694101
	8720021
	8723129
	8731742
	8791617
	8791665
	8791702
	8791716
	8791731
	8791734
	8791743
	8791761
	8791837
	8791839
	8791870
	8791872
	8792011
	8792015
	8792017
	8792101
	8792181
	8792184
	8792188
	8792202
	8792210
	8792451
	8792452
	8792456
	8792459
	8792467
	8792546
	8792592
	8792626
	8792833
	8792835
	8792862
	8792878
	8793276
	8793360
	8793377
	8793412
	8793456
	8793760
	8793761
	8793781
	8793796
	8795528
	8799015

	19-SEP-2012
	8343290
	8576176
	8638049
	8687053
	8713666
	8723163
	8728528
	8738780
	8759294
	8766588
	8777394
	8795646
	8795649
	8795652
	8795657
	8795663
	8795715
	8795716
	8795718
	8795763
	8795766
	8795789
	8795812
	8795891
	8795923
	8795944
	8795984
	8795987
	8795989
	8796022
	8796033
	8796045
	8796090
	8796127
	8796132
	8796144
	8796149
	8796190
	8796192
	8796195
	8796197
	8796280
	8796350
	8796372
	8796422
	8796423
	8796425
	8796446
	8796765
	8796769
	8797178
	8797255
	8797258
	8797261
	8797265
	8799324
	8799390
	8799419
	8799420
	8799453
	8799454
	8799608
	8799631
	8799632
	8799633
	8799635
	8799647
	8799649

	20-SEP-2012
	7854131
	8459055
	8612973
	8662681
	8666303
	8666305
	8678369
	8679417
	8692769
	8710951
	8724533
	8770253
	8775844
	8777304
	8795846
	8795856
	8795964
	8795990
	8796002
	8796008
	8796039
	8796235
	8796915
	8797055
	8797056
	8797059
	8797107
	8797131
	8797134
	8797396
	8797459
	8797471
	8797855
	8797886
	8797891
	8797895
	8798110
	8798116
	8798364
	8798397
	8798429
	8798458
	8798461
	8798667
	8798735
	8798821
	8798866
	8798924

	21-SEP-2012
	8585259
	8651586
	8666234
	8666235
	8666236
	8710981
	8759639
	8767192
	8772586
	8772592
	8800017
	8800164
	8800526
	8800560
	8800580
	8800711
	8800722
	8800731
	8800858
	8800882
	8800931
	8800973
	8800982
	8801004
	8801008
	8801148
	8801196
	8801208
	8801251
	8801257
	8801258
	8801261
	8801270
	8801315
	8801322
	8801428
	8801447
	8801625
	8801629
	8801637
	8801695
	8801816
	8801833
	8802041
	8802174
	8802622
	8808948

	24-SEP-2012
	7845596
	8315701
	8491651
	8657570
	8714715
	8761041
	8766634
	8778986
	8785450
	8785485
	8790083
	8796673
	8802896
	8802907
	8802951
	8802953
	8802995
	8803025
	8803042
	8803048
	8803059
	8803078
	8803187
	8803193
	8803196
	8803208
	8803211
	8803215
	8803292
	8803313
	8803320
	8803472
	8803488
	8803492
	8803499
	8803590
	8803613
	8803616
	8803620
	8803624
	8803649
	8803664
	8803774
	8803779
	8803903
	8803910
	8803912
	8803942
	8804020
	8804134
	8804279
	8804324
	8804413
	8804577
	8804678
	8804681
	8804783
	8804895
	8804899
	8805402
	8810701

	25-SEP-2012
	7332720
	8272710
	8553372
	8635119
	8668764
	8686013
	8725713
	8757677
	8767189
	8778236
	8806018
	8806019
	8806020
	8806021
	8806287
	8806329
	8806339
	8806354
	8806385
	8806393
	8806402
	8806540
	8806606
	8806783
	8806798
	8806800
	8806949
	8806996
	8806997
	8806998
	8806999
	8807000
	8807039
	8807067
	8807100
	8807119
	8807173
	8807223
	8807488
	8807490
	8807503
	8807527
	8807530
	8807583
	8807590
	8807595
	8807598
	8807742
	8807754
	8807760
	8807766
	8807774
	8807800
	8807957
	8808173
	8808175
	8808196
	8808197
	8811114

	26-SEP-2012
	7918351
	8261618
	8602209
	8641615
	8654000
	8664452
	8694419
	8736327
	8808512
	8808520
	8808612
	8808613
	8808615
	8808616
	8808618
	8808619
	8808620
	8808621
	8808623
	8808624
	8808692
	8808725
	8808782
	8808818
	8808876
	8808878
	8808960
	8809005
	8809024
	8809058
	8809067
	8809102
	8809109
	8809113
	8809160
	8809163
	8809229
	8809246
	8809251
	8809295
	8809304
	8809373
	8809374
	8809379
	8809856
	8809857
	8809858
	8809912
	8809913
	8809914
	8809917
	8809918
	8809919
	8809920
	8810005
	8810006
	8810008
	8810087
	8810088
	8810107
	8810117
	8814074
	8814080

	27-SEP-2012
	8123528
	8668594
	8712516
	8734026
	8739131
	8796006
	8810779
	8810780
	8810785
	8810800
	8810942
	8810994
	8810995
	8810996
	8810998
	8810999
	8811000
	8811001
	8811010
	8811018
	8811038
	8811039
	8811042
	8811234
	8811354
	8811364
	8811415
	8811466
	8811592
	8811594
	8811595
	8811597
	8811760
	8811778
	8811861
	8811877
	8811924
	8811925
	8811926
	8811927
	8811931
	8811932
	8811993
	8812002
	8812050
	8812109
	8812110
	8812193
	8812231
	8812293
	8812320
	8812347
	8812392
	8812414
	8812419
	8812491
	8812539
	8812770
	8813599
	8813602
	8813608
	8813621
	8813674
	8813682
	8816363

	28-SEP-2012
	8180644
	8663688
	8727165
	8727608
	8743649
	8779463
	8801988
	8814063
	8814110
	8814111
	8814112
	8814113
	8814291
	8814292
	8814293
	8814295
	8814299
	8814301
	8814303
	8814307
	8814308
	8814309
	8814311
	8814312
	8814316
	8814416
	8814418
	8814492
	8814580
	8814614
	8814641
	8814684
	8814695
	8814791
	8814894
	8815019
	8815034
	8815065
	8815113
	8815114
	8815115
	8815116
	8815240
	8815309
	8815310
	8815311
	8815454
	8815455
	8815456
	8815629
	8815630
	8815634
	8815659
	8815660
	8815664
	8815682
	8816025
	8816036
	8816071
	8816073
	8816628
	8816630
	8816634
	8816636
	8816638
	8816641

	30-SEP-2012
	8819507

	01-OCT-2012
	8028042
	8165570
	8341849
	8650596
	8781816
	8790099
	8792010
	8806387
	8816567
	8816624
	8816625
	8816841
	8816843
	8817209
	8817210
	8817360
	8817361
	8817432
	8817453
	8817457
	8817477
	8817591
	8817595
	8817596
	8817599
	8817621
	8817641
	8817642
	8817643
	8817646
	8817697
	8817698
	8817814
	8817935
	8818065
	8818094
	8818112
	8818143
	8818178
	8818301
	8818381
	8818626
	8818701
	8818703
	8818706
	8818707
	8818747
	8818762
	8818866
	8818939
	8818940
	8818942
	8818943
	8819151
	8819262
	8819264
	8819265
	8819298
	8819306
	8819349
	8819424
	8819425
	8819426
	8819428
	8819691
	8819711
	8819714
	8819735
	8819797

	02-OCT-2012
	8032898
	8301726
	8694290
	8722318
	8722893
	8726550
	8734578
	8738334
	8739133
	8743315
	8747658
	8770503
	8776479
	8800530
	8803787
	8816842
	8816844
	8816846
	8816854
	8816905
	8817005
	8817676
	8818114
	8818122
	8818402
	8819803
	8819993
	8820165
	8820373
	8820374
	8820379
	8820380
	8820381
	8820524
	8820526
	8820592
	8820595
	8820688
	8820764
	8820815
	8820848
	8820871
	8820909
	8820950
	8821136
	8821172
	8821230
	8821234
	8821235
	8821242
	8821244
	8821245
	8821246
	8821248
	8821271
	8821282
	8821291
	8821332
	8821333
	8821368
	8821384
	8821386
	8821396
	8821398
	8821467
	8821468
	8821470
	8821480

	03-OCT-2012
	8523031
	8579930
	8585254
	8587829
	8647737
	8773033
	8777489
	8781468
	8781644
	8785247
	8790315
	8791670
	8810698
	8817052
	8817053
	8817078
	8821250
	8822094
	8822139
	8822149
	8822150
	8822151
	8822152
	8822153
	8822154
	8822155
	8822156
	8822157
	8822158
	8822164
	8822165
	8822167
	8822179
	8822254
	8822324
	8822390
	8822413
	8822420
	8822500
	8822510
	8822527
	8822568
	8822607
	8822608
	8822613
	8822615
	8822651
	8822674
	8822675
	8822797
	8822800
	8822804
	8822820
	8822877
	8822890
	8822962
	8823047
	8823086
	8823097
	8823125
	8823151
	8823161
	8823202
	8823203
	8823204
	8823223
	8823227
	8823335
	8823361
	8823374
	8823419

	04-OCT-2012
	8286797
	8292465
	8671192
	8729140
	8736324
	8748122
	8771076
	8774341
	8778878
	8781895
	8786072
	8803135
	8804168
	8809252
	8824377
	8824378
	8824427
	8824436
	8824439
	8824442
	8824443
	8824444
	8824445
	8824447
	8824448
	8824485
	8824489
	8824526
	8824600
	8824601
	8824761
	8824762
	8824806
	8824847
	8824848
	8824862
	8824917
	8825008
	8825094
	8825096
	8825115
	8825116
	8825257
	8825298
	8825350
	8825513
	8825526
	8825539
	8825540
	8825652
	8825680
	8825702
	8825726
	8825751
	8825785
	8825802

	05-OCT-2012
	8036700
	8759504
	8776083
	8785297
	8803203
	8825883
	8825918
	8825924
	8825927
	8825929
	8825947
	8825973
	8825975
	8825998
	8826079
	8826130
	8826132
	8826219
	8826347
	8826350
	8826469
	8826561
	8826582
	8826585
	8828223
	8828231
	8828232
	8828234
	8828235
	8828238
	8828239
	8828240
	8828242
	8828248
	8828272
	8828274
	8828276
	8828278
	8828280
	8828397
	8828424
	8828437
	8828488
	8828489
	8828499
	8828550
	8828623
	8828654
	8828656
	8829696
	8832453
	8832454
	8832455
	8832456

	08-OCT-2012
	8167410
	8286465
	8605122
	8792413
	8826260
	8826267
	8827482
	8827825
	8827958
	8829308
	8829766
	8830094
	8830172
	8830814
	8830866
	8831059
	8831098
	8831106

	09-OCT-2012
	8125574
	8595685
	8673073
	8720314
	8720556
	8726419
	8736328
	8739091
	8767132
	8769355
	8769765
	8777490
	8777874
	8795515
	8809364
	8814269
	8814556
	8814686
	8821247
	8828870
	8828872
	8828874
	8828876
	8828882
	8828885
	8830307
	8830526
	8830543
	8831283
	8831496
	8831569
	8831582
	8831585
	8831661
	8831673
	8831703
	8831706
	8831707
	8831726
	8831764
	8831783
	8831785
	8831807
	8831825
	8831839
	8831895
	8831945
	8831960
	8831966
	8832140
	8832155
	8832156
	8832158
	8832159
	8832199
	8832211
	8832601
	8832877

	10-OCT-2012
	8710522
	8747431
	8757676
	8758907
	8761072
	8772495
	8785754
	8824319
	8832497
	8832500
	8832523
	8832526
	8832585
	8832806
	8832931
	8832939
	8832973
	8833062
	8833093
	8833106
	8833127
	8833152
	8833216
	8833217
	8833218
	8833431
	8833457
	8833481
	8833569
	8833578
	8833613
	8833688
	8833691
	8833736
	8833869
	8833897
	8833904
	8833927
	8833945
	8833981
	8833988
	8834010
	8834033
	8834046
	8834230
	8834324
	8834331
	8834339
	8834344
	8834356
	8834362
	8834365
	8834382
	8834391
	8834400
	8834461
	8834465
	8834478
	8834488
	8834560
	8834565
	8834576
	8834591
	8834605
	8834613
	8834627
	8834673

	11-OCT-2012
	8746461
	8790231
	8799648
	8802140
	8818709
	8819261
	8833795
	8833805
	8833827
	8833829
	8833835
	8833839
	8833847
	8835112
	8835351
	8835353
	8835354
	8835360
	8835408
	8835423
	8835564
	8835604
	8835679
	8835681
	8835684
	8835748
	8835759
	8835761
	8835765
	8835767
	8835871
	8835932
	8835957
	8836059
	8836065
	8836082
	8836131
	8836134
	8836161
	8836174
	8836196
	8836358
	8836968
	8837061
	8837074
	8837089
	8837101
	8839612

	12-OCT-2012
	8680913
	8836860
	8836986
	8837019
	8837063
	8837065
	8837222
	8837230
	8837280
	8837284
	8837286
	8837318
	8837367
	8837458
	8837460
	8837470
	8837492
	8837499
	8837500
	8837586
	8837608
	8837679
	8837680
	8837683
	8837685
	8837687
	8837689
	8837691
	8837694
	8837702
	8837715
	8837722
	8837725
	8837727
	8837729
	8838012
	8838133
	8839414
	8839437

	14-OCT-2012
	8644649

	15-OCT-2012
	7542556
	8564119
	8623716
	8774744
	8780663
	8784943
	8800815
	8814757
	8817221
	8818179
	8818192
	8820776
	8822468
	8822687
	8824459
	8824777
	8825224
	8825816
	8830281
	8830374
	8833710
	8839184
	8839203
	8839398
	8839419
	8839592
	8839978
	8840088
	8840139
	8840154
	8840361
	8840423
	8840513
	8840519
	8840554
	8840679
	8840702
	8840820
	8840864
	8840985
	8840986
	8841184
	8841213
	8841241
	8841308
	8841363
	8841410
	8841423
	8841625
	8841628
	8842007
	8842103
	8842123
	8842127
	8842260
	8842420
	8842459
	8842461
	8842484
	8842488
	8842503

	16-OCT-2012
	7809600
	8686011
	8724532
	8769474
	8770007
	8785506
	8814602
	8825887
	8841768
	8841770
	8841771
	8841772
	8841788
	8841859
	8841879
	8841900
	8841907
	8841916
	8841925
	8841928
	8841931
	8841938
	8841939
	8841940
	8841946
	8841989
	8841991
	8842075
	8842095
	8842206
	8842218
	8842224
	8842227
	8842230
	8842231
	8842232
	8842261
	8842479
	8842656
	8842764
	8842765
	8842796
	8842810
	8842813
	8842815
	8842836
	8843434
	8843803
	8843807
	8844041
	8844052
	8844090
	8844167
	8844168
	8846867

	17-OCT-2012
	8759340
	8770932
	8835495
	8844254
	8844359
	8844375
	8844582
	8844678
	8844681
	8844698
	8844700
	8844703
	8844705
	8844706
	8844707
	8844709
	8844711
	8844713
	8844715
	8844716
	8844727
	8844730
	8844733
	8844751
	8844759
	8844788
	8844790
	8844830
	8844844
	8844845
	8844853
	8844968
	8844970
	8844995
	8845114
	8845126
	8845210
	8845397
	8845799
	8845870
	8845871
	8846050
	8846191
	8846229
	8846431
	8846443
	8846575
	8846578
	8846593
	8846602
	8846620
	8847029
	8848833
	8848843
	8848888
	8848895
	8849060
	8849078
	8849304
	8849306
	8849307

	18-OCT-2012
	8399563
	8722629
	8767160
	8784819
	8785618
	8828014
	8835880
	8846913
	8846914
	8846926
	8846929
	8846930
	8846957
	8846978
	8846979
	8846980
	8846993
	8846996
	8847025
	8847041
	8847043
	8847044
	8847063
	8847065
	8847113
	8847133
	8847134
	8847290
	8847330
	8847425
	8847473
	8847893
	8847894
	8847899
	8848051
	8848085
	8848165
	8848226
	8848236
	8848241
	8848355
	8848364
	8848658
	8848802
	8848805
	8848806
	8848807
	8848809
	8848810
	8848811
	8848812
	8848825
	8848853
	8848855
	8848856
	8848857
	8848866
	8848867
	8848868
	8848870
	8848871
	8848872
	8848874
	8848876
	8848880
	8848915
	8849538
	8849589
	8849597
	8849619
	8849648
	8849655
	8849657
	8851727
	8851735

	19-OCT-2012
	8645299
	8670421
	8723388
	8743042
	8778949
	8793430
	8815621
	8815623
	8815637
	8832191
	8833205
	8833747
	8833832
	8848944
	8848945
	8848947
	8848948
	8848949
	8848951
	8848952
	8848953
	8848955
	8848956
	8848957
	8848959
	8848975
	8848976
	8848978
	8848981
	8848982
	8848985
	8848986
	8848987
	8848991
	8848992
	8849483
	8849484
	8849507
	8849569
	8849587
	8849712
	8849713
	8849735
	8849789
	8849814
	8849867
	8849921
	8849975
	8849976
	8850119
	8850125
	8850185
	8850186
	8850406
	8850676
	8850677
	8850697
	8850729
	8850730
	8850788
	8850815
	8850835
	8850875
	8850876
	8850878
	8850880
	8850966
	8851145
	8851246
	8851274
	8854060
	8854065
	8854066
	8854078
	8854079
	8854088
	8854145
	8854148
	8854152
	8854157
	8854301
	8854306
	8855730

	22-OCT-2012
	8167373
	8600246
	8731812
	8781464
	8799634
	8814294
	8814298
	8828880
	8834638
	8837310
	8838111
	8840303
	8851630
	8851631
	8851632
	8851635
	8851637
	8851644
	8851645
	8851646
	8851647
	8851648
	8851651
	8851682
	8851715
	8851816
	8851831
	8851834
	8851849
	8851864
	8851884
	8851907
	8851912
	8851922
	8851923
	8851925
	8851928
	8851929
	8851970
	8851984
	8852038
	8852040
	8852071
	8852104
	8852110
	8852172
	8852175
	8852201
	8852204
	8852230
	8852353
	8852404
	8852443
	8852476
	8852504
	8852773
	8852784
	8852815
	8853139
	8853166
	8853174
	8853181
	8853182
	8853207
	8853209
	8853286
	8853387
	8853475
	8853933
	8853936
	8853951
	8853952
	8853953
	8853955
	8853959
	8853964
	8853967
	8853969
	8853973
	8853974
	8853978
	8853980
	8853981
	8853983
	8853984
	8853987
	8853988
	8854146
	8854150
	8854151
	8854154
	8854204
	8854243
	8857066
	8857070
	8857084
	8857112
	8857117
	8858809

	23-OCT-2012
	8666238
	8799244
	8801278
	8853760
	8853784
	8854318
	8854319
	8854320
	8854324
	8854326
	8854334
	8854475
	8854483
	8854484
	8854525
	8854591
	8854666
	8854682
	8854693
	8854694
	8854695
	8854696
	8854698
	8854699
	8854700
	8854701
	8854702
	8854703
	8854704
	8854705
	8854706
	8854707
	8854708
	8854711
	8854712
	8854728
	8854757
	8854886
	8854887
	8854888
	8854889
	8854895
	8854898
	8854964
	8854978
	8854985
	8855069
	8855076
	8855102
	8858736
	8858744
	8858802
	8858804
	8858805
	8858820
	8874255
	8874828
	8875142
	8875146
	8875152
	8875159
	8875359

	24-OCT-2012
	8355281
	8693064
	8712515
	8735696
	8736322
	8798448
	8798818
	8798819
	8800522
	8807747
	8811731
	8820775
	8844732
	8846601
	8848285
	8850184
	8857583
	8857584
	8857589
	8858641
	8858643
	8858661
	8858683
	8858686
	8858687
	8858696
	8858697
	8858698
	8858699
	8858700
	8858701
	8858702
	8858703
	8858704
	8858705
	8858706
	8858707
	8858902
	8858922
	8858932
	8858933
	8858968
	8859055
	8859092
	8859139
	8859154
	8859192
	8859208
	8859506
	8868590
	8868594
	8868781

	25-OCT-2012
	8668059
	8767427
	8774412
	8835864
	8836748
	8844105
	8851016
	8853183
	8859981
	8859983
	8860006
	8860040
	8860177
	8860336
	8860337
	8860360
	8860365
	8860367
	8860368
	8860369
	8860370
	8860380
	8860406
	8860407
	8860408
	8860409
	8860546
	8860554
	8860623
	8861977
	8863192
	8863379
	8866091
	8866097
	8866199
	8869148
	8870073
	8870229
	8870236

	26-OCT-2012
	8701933
	8702612
	8721498
	8763177
	8767131
	8831675
	8861284
	8861286
	8861305
	8862087
	8862091
	8862134
	8862160
	8862170
	8862225
	8862341
	8862347
	8862377
	8862602
	8862611
	8862753
	8862814
	8862864
	8863052
	8863096
	8863097
	8863100
	8863164
	8863165
	8877476
	8878667
	8878674
	8878675
	8878676
	8878677
	8878678
	8878679
	8878680
	8878681
	8878682
	8878683
	8878684
	8878689
	8878690
	8878691
	8878692
	8878693
	8878694
	8878695
	8878696
	8878842
	8879139
	8879141
	8879157
	8879158
	8879159

	29-OCT-2012
	8336557
	8612499
	8621061
	8723558
	8795700
	8797337
	8858598
	8871723
	8871804
	8871807
	8871811
	8871815
	8871820
	8871825
	8871830
	8872226
	8872362
	8872470
	8872602
	8872608
	8872614
	8873848
	8873881
	8873959
	8874332
	8874955
	8875284
	8875291
	8875465
	8876920
	8877079
	9178369
	9178447
	9178451
	9178455
	9178459
	9178583
	9178733
	9178753
	9178757
	9178774
	9178982
	9179128
	9179145
	9179314
	9179383
	9179552
	9179611
	9179681
	9179689
	9179843
	9179997
	9180023

	30-OCT-2012
	8466896
	8475632
	8669322
	8687049
	8837698
	8839480
	8847239
	8871504
	8872456
	8872624
	8873041
	8873376
	8873714
	8873923
	8874000
	8874051
	8874154
	8875308
	8875436
	8875437
	8875537
	8875740
	8876137
	8876138
	8876142
	8876154
	8876156
	8876167
	8876169
	8876172
	8876188
	8876191
	8876197
	8876200
	8876973
	8878502
	9182048
	9182284

	31-OCT-2012
	8455391
	8604220
	8696739
	8710372
	8811366
	8811732
	8818180
	8818360
	8822159
	8832507
	8842074
	8849866
	8851070
	8855068
	8874526
	8874529
	8874532
	8874543
	8874548
	8874549
	8874552
	8874694
	8874745
	8876278
	8876279
	8876281
	8876285
	8876286
	8876288
	8876289
	8876291
	8876293
	8876295
	8876309
	8876313
	8876315
	8876316
	8877604
	8877625
	8877647
	8877648
	8877649
	8877653
	8879029
	8879034
	8879035
	8879036
	8879037
	8879048
	8879051
	8879059
	8879060
	8879061
	8879065
	8879140
	8879851
	8880024
	8881107
	8881130
	8881176
	9182453
	9182479
	9182502
	9182528
	9182549
	9182570
	9182640
	9182645
	9182651
	9182681
	9182811
	9182823
	9182906
	9184042
	9184080
	9184243
	9184327
	9184336
	9184361
	9184531
	9185210
	9185566
	9187035

	01-NOV-2012
	8311697
	8531673
	8601789
	8607731
	8709174
	8770464
	8814417
	8879266
	8879296
	8879474
	8879476
	8879481
	8879541
	8879753
	8879760
	8879792
	8879814
	8879852
	8879857
	8879882
	8879924
	8880027
	8880127
	8880149
	8880151
	8880153
	8880154
	8880191
	8880432
	8880468
	8880494
	8880498
	8880502
	8880508
	8880555
	8880560
	8880565
	8880590
	8880623
	8880681
	8880688
	8880721
	8880753
	8880810
	8880813
	8880816
	8880820
	8880823
	8880826
	8880850
	8880851
	8880854
	8880856
	8880858
	8880861
	8880863
	8880867
	8880870
	8880873
	8880875
	8880922
	8881069
	8881074
	8889368
	8889369
	8889370
	9185157
	9185281
	9185288
	9185421

	02-NOV-2012
	8859659
	8862708
	8875990
	8881462
	8881500
	8881637
	8881811
	8882049
	8882293
	8883386
	8883415
	8884149
	8884793
	8884839
	8884854
	8884856
	8884857
	8884861
	8884866
	8884869
	8884872
	8884875
	8884878
	8884892
	8884896
	8884901
	8884905
	8884907
	8884910
	8884913
	8884917
	8884923
	8884931
	8884935
	8884941
	8884945
	8884947
	8884954
	8884962
	8884975
	8885894
	8889908
	8891338
	8891339
	8891343
	8891346
	9186725

	05-NOV-2012
	8803216
	8824456
	8844799
	8846183
	8873813
	8873872
	8880489
	8881760
	8881794
	8881799
	8881802
	8881805
	8881812
	8881816
	8881820
	8881824
	8881833
	8881836
	8881840
	8881845
	8881848
	8882371
	8882395
	8882398
	8882401
	8882405
	8882408
	8882411
	8882413
	8882416
	8882556
	8882823
	8882831
	8882841
	8882848
	8885327
	8885798
	8885842
	8885857
	8885860
	8885863
	8885868
	8885870
	8885873
	8885971
	8886056
	8886060
	8886289
	8886829
	8886841
	8886916
	8886954
	8886991
	8886998
	8887020
	8887186
	8887187
	8889729
	8891348
	8891358
	8891359
	8891360
	8891361
	8891367
	8891371
	8891373
	8892111
	8892146
	8892167

	06-NOV-2012
	8727685
	8739328
	8835771
	8839420
	8878935
	8887862
	8887992
	8888128
	8888158
	8888176
	8888249
	8888253
	8888254
	8888255
	8888256
	8888273
	8888321
	8888325
	8888368
	8888369
	8888396
	8888397
	8888398
	8888400
	8888403
	8888405
	8888407
	8888408
	8888410
	8888412
	8888417
	8888433
	8888434
	8888436
	8888464
	8888550
	8888588
	8888591
	8888594
	8888598
	8888600
	8888605
	8888609
	8888661
	8888664
	8888743
	8888745
	8888802
	8888830
	8888868
	8888884
	8889018
	8889023
	8889047
	8889089
	8889101
	8889151
	8889226
	8889276
	8889278
	8890994
	8892803
	8896233
	8896246
	8896249
	8896252

	07-NOV-2012
	6943835
	8784412
	8835683
	8889768
	8889807
	8889947
	8890006
	8890055
	8890079
	8890110
	8890131
	8890189
	8890190
	8890193
	8890194
	8890258
	8890303
	8890384
	8890388
	8890390
	8890410
	8890411
	8890413
	8890415
	8890418
	8890419
	8890420
	8890423
	8890432
	8890629
	8890727
	8891071
	8891086
	8891132
	8891243
	8891244
	8891278
	8891280
	8896440
	8896632

	08-NOV-2012
	8816005
	8879339
	8893189
	8893194
	8893212
	8893218
	8893222
	8893226
	8893240
	8893243
	8893246
	8893250
	8893255
	8893257
	8893263
	8893269
	8893288
	8893393
	8893645
	8893700
	8893716
	8893723
	8893726
	8893995
	8893998
	8894000
	8894004
	8894161
	8894201
	8894361
	8894377
	8894451
	8894692
	8894705
	8894708
	8894759
	8895309
	8895315
	8895376
	8895621
	8895663
	8895740
	8895745
	8895762
	8895793
	8895889
	8895958
	8896057
	8896060
	8896084
	8896140
	8901327
	8901682

	09-NOV-2012
	7236997
	8402285
	8765394
	8854709
	8860520
	8882045
	8885994
	8886214
	8898782
	8899042
	8899047
	8899059
	8899647
	8899745
	8899749
	8899755
	8899760
	8899764
	8899768
	8900106
	8900143
	8900211
	8900213
	8900222
	8900224
	8900225
	8900230
	8900231
	8900512
	8900687
	8900934
	8900955
	8900967
	8901161
	8901460
	8901462
	8901464
	8901466
	8901468
	8901470
	8901488
	8901490
	8901492
	8901493
	8901496
	8901500
	8901503
	8901504
	8901505
	8901507
	8901509
	8901512
	8901514
	8906321
	8906351
	8906354
	8906357
	8906360
	8906383

	12-NOV-2012
	8854153
	8890119
	8893202
	8893209
	8902010
	8902062
	8902065
	8902101
	8902203
	8902206
	8902240
	8902242
	8902248
	8902254
	8902256
	8902259
	8902261
	8902263
	8902267
	8902270
	8902274
	8902277
	8902281
	8902285
	8902309
	8902313
	8902325
	8902335
	8902349
	8902422
	8902424
	8902538
	8902545
	8902609
	8902651
	8902685
	8902756
	8902797
	8902800
	8903229
	8903347
	8903349
	8903409
	8903479
	8903904
	8904083
	8904196
	8904309
	8904311
	8904553
	8904822
	8904828
	8906281
	8906296

	13-NOV-2012
	8766666
	8774344
	8778227
	8824599
	8828226
	8853245
	8853962
	8902876
	8903128
	8903137
	8903164
	8903324
	8903327
	8903334
	8903433
	8903560
	8903566
	8903576
	8903594
	8904530
	8904535
	8904736
	8904824
	8904840
	8904872
	8905199
	8905201
	8905203
	8905206
	8905223
	8905313
	8905315
	8905317
	8905319
	8905337
	8905508
	8905570
	8905729
	8905730
	8906473
	8906502

	14-NOV-2012
	8131841
	8142550
	8770107
	8776796
	8814493
	8828655
	8841769
	8893235
	8906601
	8906631
	8906737
	8906795
	8906877
	8907003
	8907052
	8907054
	8907057
	8907091
	8907111
	8907114
	8907118
	8907120
	8907122
	8907127
	8907131
	8907158
	8907161
	8907163
	8907411
	8907442
	8907514
	8907515
	8907518
	8908128
	8908135
	8908471
	8908553
	8908865
	8908879
	8909156
	8910515
	8913010
	8913011

	15-NOV-2012
	8769323
	8839933
	8851927
	8872501
	8880075
	8902602
	8909332
	8909430
	8909484
	8909487
	8909490
	8909492
	8909557
	8909864
	8910000
	8910006
	8910028
	8910039
	8910095
	8910360
	8910373
	8910385
	8910387
	8910388
	8910389
	8910392
	8910394
	8910397
	8910399
	8910401
	8910404
	8910406
	8910408
	8910414
	8910415
	8910417
	8910418
	8912514
	8912814
	8912857
	8913976
	8913985
	8918825
	8922842

	16-NOV-2012
	8301779
	8670284
	8824833
	8857241
	8887183
	8899643
	8900540
	8905917
	8910785
	8910791
	8910826
	8910830
	8910833
	8910835
	8910838
	8910839
	8910843
	8910847
	8910852
	8910881
	8910885
	8910998
	8911006
	8911406
	8911408
	8911412
	8911417
	8911573
	8911705
	8912095
	8912143
	8912181
	8912231
	8912258
	8912295
	8912298
	8912300
	8912317
	8912520
	8912542
	8912716
	8912751
	8914408
	8914422
	8914424
	8914452
	8914576
	8915255
	8915386

	19-NOV-2012
	8341339
	8486347
	8760856
	8796048
	8832154
	8850047
	8851144
	8877003
	8889067
	8893232
	8900810
	8902912
	8905289
	8906564
	8908977
	8913452
	8913453
	8913455
	8913458
	8913460
	8913462
	8913478
	8913686
	8913689
	8913699
	8913744
	8913752
	8913757
	8913764
	8913802
	8913804
	8913824
	8914019
	8914067
	8914118
	8914370
	8914400
	8914509
	8914542
	8914634
	8914681
	8914695
	8914769
	8914808
	8914810
	8915058
	8915150
	8915153
	8915223
	8915226
	8915229
	8915519
	8915522
	8915529
	8915531
	8915535
	8915537
	8915546
	8915550
	8915643
	8915658
	8915737
	8915880
	8916051
	8916052
	8921951
	8921956

	20-NOV-2012
	8129248
	8815457
	8825878
	8834543
	8874540
	8880505
	8893272
	8916176
	8916203
	8916308
	8916310
	8916318
	8916323
	8916329
	8916369
	8916372
	8916374
	8916377
	8916381
	8916583
	8916630
	8916639
	8916646
	8916653
	8916925
	8917138
	8917268
	8917488
	8917540
	8917541
	8917542
	8917545
	8917546
	8917547
	8917549
	8917554
	8917557
	8917560
	8917564
	8917566
	8917568
	8917818
	8917819
	8922175

	21-NOV-2012
	8666939
	8677099
	8694316
	8766667
	8796351
	8837929
	8911861
	8918908
	8919115
	8919174
	8919177
	8919179
	8919185
	8919204
	8919207
	8919220
	8919360
	8919533
	8919537
	8919539
	8919540
	8919542
	8919543
	8919545
	8919623
	8919632
	8919778
	8919782
	8919783
	8919787
	8919810
	8919819
	8919910
	8919944
	8920195
	8920661
	8921654
	8932524

	22-NOV-2012
	8920122

	24-NOV-2012
	8923540

	25-NOV-2012
	8015782
	8112260
	8545164
	8736878
	8766668
	8806296
	8811221
	8826261
	8830645
	8842860
	8852174
	8902611
	8910788
	8916642
	8922675
	8922714
	8922722
	8922727
	8922730
	8922733
	8922739
	8922758
	8922771
	8922775
	8922784
	8922792
	8922795
	8922803
	8922807
	8922820
	8922825
	8922844
	8922855
	8922858

	26-NOV-2012
	8657532
	8671190
	8679416
	8842973
	8844373
	8853982
	8880745
	8886137
	8888248
	8890759
	8900833
	8904217
	8909318
	8922346
	8923760
	8923762
	8923763
	8923819
	8923830
	8923874
	8923888
	8923897
	8923902
	8923918
	8923958
	8924120
	8924121
	8924688
	8924692
	8924934
	8925417
	8925453
	8925555
	8925558
	8925561
	8925584
	8925587
	8925589
	8925613
	8925617
	8925620
	8925629
	8925922
	8925928
	8926189
	8926191
	8926197
	8926217
	8926218
	8926219
	8928032
	8928356
	8928717
	8928736

	27-NOV-2012
	8559608
	8817644
	8828492
	8835721
	8850893
	8859209
	8868643
	8875883
	8879758
	8906765
	8923997
	8924032
	8924077
	8924081
	8924083
	8924087
	8924093
	8924097
	8924101
	8924104
	8924107
	8924111
	8924115
	8924118
	8924127
	8924134
	8924137
	8924142
	8924147
	8924154
	8924159
	8924168
	8924253
	8924257
	8924266
	8924267
	8926376
	8926406
	8926439
	8926449
	8926484
	8926522
	8926554
	8926590
	8926615
	8926700
	8926815
	8926832
	8926858
	8926890
	8926942
	8926991
	8927022
	8927068
	8927141
	8927196
	8927222
	8927251
	8927304
	8927309
	8927318
	8927368
	8927374
	8927409
	8927422
	8927476
	8927521
	8927526
	8927543
	8927614
	8927763
	8927779
	8928936
	8929071
	8929135
	8929246
	8935355

	28-NOV-2012
	8642793
	8662435
	8748124
	8801204
	8821334
	8831422
	8882173
	8928287
	8928296
	8928308
	8928316
	8928452
	8928460
	8928469
	8928477
	8928485
	8928501
	8928576
	8928580
	8928585
	8928631
	8928775
	8928778
	8928814
	8928816
	8928820
	8928823
	8928825
	8928854
	8928859
	8928861
	8928864
	8928914
	8929049
	8929051
	8929056
	8929064
	8929184
	8929743
	8930127
	8930229
	8930233
	8930237
	8930271
	8930283
	8930304
	8930314
	8930321
	8930323
	8930324
	8930419
	8930429
	8930626
	8931147
	8931429
	8931699
	8931752
	8931824
	8931959
	8932139
	8932177
	8932395
	8932908
	8933004
	8933059
	8935505
	8937122
	8937873
	8937906
	8938358
	8938377

	29-NOV-2012
	6986624
	7845585
	8334038
	8544321
	8716100
	8732033
	8736896
	8798366
	8827532
	8828268
	8839932
	8901511
	8915221
	8932593
	8932598
	8932792
	8932801
	8932836
	8932841
	8932843
	8932844
	8932849
	8932856
	8932860
	8932863
	8932870
	8932874
	8932875
	8932877
	8932879
	8932880
	8932882
	8932886
	8932889
	8932892
	8932896
	8932941
	8932947
	8932958
	8933014
	8933026
	8933300
	8933511
	8933687
	8933694
	8933825
	8933848
	8933853
	8933862
	8933996
	8934007
	8934046
	8934109
	8934151
	8934306
	8934316
	8934415
	8934439
	8934474
	8934578
	8934640
	8934667
	8934672
	8934674
	8934752
	8934756
	8934787
	8934791
	8934796
	8934801
	8934804
	8934808
	8934811
	8934816
	8934940
	8934951
	8935025
	8935034
	8935053
	8935066
	8935148
	8935151
	8935152
	8935228
	8935308
	8938566
	8938602
	8942265
	8942266

	30-NOV-2012
	8792412
	8910005
	8935577
	8935731
	8935745
	8935750
	8935758
	8935866
	8935880
	8935885
	8935887
	8935930
	8935932
	8935936
	8935940
	8936190
	8936244
	8936255
	8936321
	8936411
	8936418
	8936430
	8936433
	8936436
	8936442
	8936449
	8936453
	8936484
	8936486
	8936491
	8936493
	8936495
	8936502
	8936505
	8936513
	8936517
	8936551
	8936633
	8936700
	8936775
	8936782
	8936843
	8936845
	8942156
	8950323

	03-DEC-2012
	8721503
	8809002
	8907890
	8912855
	8937273
	8937948
	8938155
	8938159
	8938451
	8938593
	8938648
	8938652
	8938657
	8938661
	8938668
	8938672
	8938676
	8938689
	8938694
	8938709
	8938715
	8938720
	8938727
	8938732
	8938736
	8938791
	8938796
	8938800
	8938814
	8938825
	8939090
	8939271
	8939278
	8939281
	8939770
	8940017
	8940673
	8941006
	8941219
	8941229
	8941760
	8941803
	8941898
	8942152
	8951187

	04-DEC-2012
	8673074
	8701932
	8711244
	8758493
	8776287
	8893971
	8895492
	8905305
	8909581
	8911425
	8915721
	8918401
	8928745
	8932595
	8934108
	8934341
	8942373
	8942467
	8942475
	8942677
	8942729
	8942783
	8942876
	8942884
	8942894
	8942909
	8943044
	8943053
	8943063
	8943070
	8943073
	8943096
	8943101
	8943104
	8943108
	8943116
	8943119
	8943125
	8943129
	8943136
	8943169
	8943174
	8943179
	8943182
	8943191
	8943647
	8943649
	8943651
	8943653
	8943659
	8943662
	8943682
	8943685
	8943688
	8947518
	8947737
	8947953
	8948009
	8950598
	8951682
	8951702
	8952795

	05-DEC-2012
	8089510
	8710962
	8807746
	8821281
	8885720
	8945265
	8945297
	8945459
	8945985
	8945993
	8946000
	8946003
	8946032
	8946074
	8946091
	8946096
	8946099
	8946103
	8946119
	8946123
	8946881
	8946886
	8946889
	8946891
	8946895
	8946900
	8946906
	8947006
	8947013
	8947016
	8947139
	8947200
	8947205
	8947207
	8947211
	8947215
	8947216
	8947217
	8947466
	8947477
	8947531
	8947570
	8947628
	8947632
	8952306
	8954528
	8954629
	8956779
	8956964
	8957020
	8957051
	8957088
	8957120
	8957464
	8958496
	9188367
	9188370
	9188376
	9188382
	9188401
	9188406
	9188410
	9188414
	9188419
	9188423
	9188432
	9188436
	9188440
	9188443

	06-DEC-2012
	8458201
	8628082
	8825743
	8922027
	8948650
	8948681
	8948685
	8948695
	8948697
	8948701
	8948704
	8948730
	8948768
	8948772
	8948776
	8948791
	8948794
	8949153
	8949530
	8949562
	8949638
	8949651
	8949654
	8949656
	8949661
	8949758
	8949850
	8950812
	8953179
	8953190
	8953299
	8953300
	8953302
	8953331
	8953332
	8953333
	8953401
	8953403
	8958613
	8958615
	8958620
	8958652
	8958655
	8958703
	8958779
	8958786

	07-DEC-2012
	8445223
	8778075
	8801011
	8847121
	8852231
	8861285
	8888252
	8919172
	8923861
	8950527
	8950543
	8950571
	8950690
	8950733
	8950752
	8950894
	8950936
	8950970
	8951006
	8951079
	8951080
	8951135
	8951138
	8951185
	8951379
	8951380
	8951381
	8951397
	8951399
	8951400
	8951401
	8951404
	8951405
	8951407
	8954027
	8954074
	8954077
	8954453
	8954485
	8960484
	8960488
	8960490
	8960493
	8960512
	8960514
	8960545
	8960551
	8960553
	8960567
	8960628

	10-DEC-2012
	8630960
	8736918
	8811775
	8823349
	8828022
	8841646
	8862342
	8880156
	8881680
	8909339
	8912127
	8925371
	8955727
	8955740
	8955742
	8955831
	8955855
	8955887
	8955956
	8955966
	8956041
	8956098
	8956100
	8956104
	8956127
	8956130
	8956309
	8956313
	8956317
	8956355
	8956358
	8956360
	8956364
	8956367
	8956374
	8956378
	8956383
	8956386
	8956387
	8956390
	8956405
	8956414
	8956417
	8956419
	8956423
	8956433
	8956435
	8956451
	8956490
	8956913
	8956975
	8957495
	8957573

	11-DEC-2012
	8889075
	8920128
	8932854
	8949649
	8956800
	8956862
	8957277
	8957465
	8957590
	8957598
	8957611
	8957768
	8957797
	8957988
	8958106
	8958144
	8958210
	8958250
	8958282
	8958287
	8958290
	8958867
	8959463
	8960196
	8960373
	8960809
	8960865
	8962195
	8962198
	8962248

	12-DEC-2012
	8623160
	8778985
	8857447
	8874605
	8912254
	8921365
	8925504
	8927169
	8928899
	8958676
	8958795
	8958817
	8958821
	8958825
	8958830
	8958838
	8959016
	8959064
	8959068
	8959091
	8959098
	8959104
	8959105
	8959108
	8959114
	8959118
	8959159
	8959311
	8959352
	8959383
	8959411
	8959458
	8959467
	8959470
	8959472
	8959505
	8959509
	8959511
	8959690
	8959693
	8960146
	8960151
	8960152
	8960154
	8960372
	8960383
	8960393
	8960404
	8960419
	8960919
	8961020
	8961273
	8961278
	8965519
	8965545
	8965579
	8965600
	8965634
	8965690

	13-DEC-2012
	8155582
	8217151
	8282314
	8590280
	8667332
	8748231
	8757320
	8772591
	8833618
	8854323
	8885866
	8908121
	8908132
	8910031
	8943439
	8945972
	8953175
	8960731
	8961021
	8961024
	8961027
	8961033
	8961040
	8961047
	8961057
	8961059
	8961063
	8961073
	8961076
	8961106
	8961117
	8961178
	8961181
	8961189
	8961194
	8961205
	8961208
	8961211
	8961230
	8961245
	8961247
	8961248
	8961251
	8961254
	8961260
	8961262
	8961264
	8961267
	8961270
	8961300
	8961328
	8961332
	8961344
	8961353
	8961362
	8961364
	8961470
	8961540
	8962595
	8962865
	8962969
	8962986
	8963677
	8963709
	8963823
	8963827
	8964184
	8964443
	8964510
	8964794
	8964924
	8964931
	8964933
	8965012
	8965205
	8965228
	8965381
	8965398
	8965399
	8967786
	8973695

	14-DEC-2012
	8806801
	8828292
	8899716
	8908200
	8908885
	8912243
	8932435
	8942701
	8943854
	8947090
	8948070
	8949613
	8958713
	8962640
	8962692
	8962964
	8962967
	8963023
	8963027
	8963033
	8963073
	8963090
	8963123
	8963235
	8963241
	8963243
	8963245
	8963254
	8963256
	8963260
	8963263
	8963316
	8963319
	8963646
	8963734
	8963736
	8963771
	8963819
	8963928
	8963953
	8964215
	8964517
	8964535
	8964538
	8964540
	8964601
	8964604
	8964609
	8964617
	8964621
	8964742
	8965871
	8966250
	8966373
	8966519
	8966900
	8967121
	8968170
	8968799
	8968848
	8968908
	8969022
	9025963
	9026049
	9026055
	9026126
	9026205
	9026276
	9026348

	15-DEC-2012
	8966527

	17-DEC-2012
	8396160
	8451724
	8736877
	8816034
	8875150
	8888370
	8889303
	8890632
	8940421
	8943186
	8961350
	8965768
	8965772
	8965779
	8965783
	8965787
	8965797
	8966454
	8966463
	8966474
	8966494
	8966511
	8966562
	8966830
	8966833
	8966837
	8966872
	8966873
	8966876
	8966879
	8966956
	8966959
	8967876
	8968011
	8968074
	8968292
	8968578
	8968679
	8969784
	8971507
	8971516
	8971518
	8971521
	8971553
	8971556
	8971563
	8971568
	8971572
	8971600
	8971669
	8971704
	8971796
	8974081
	8974266

	18-DEC-2012
	7323383
	7844056
	8876187
	8919157
	8922741
	8954073
	8957521
	8957778
	8961054
	8968316
	8968323
	8969795
	8969812
	8969928
	8969957
	8969960
	8969967
	8970002
	8970011
	8970023
	8970026
	8970036
	8970097
	8970098
	8970108
	8970275
	8970291
	8970305
	8970319
	8970487
	8970499
	8970513
	8970524
	8970554
	8970585
	8970623
	8970637
	8970650
	8970663
	8970685
	8970696
	8970708
	8970720
	8970733
	8970740
	8970741
	8970747
	8970749
	8970753
	8970788
	8970791
	8970951
	8971079
	8971080
	8971242
	8971263
	8971268
	8971332
	8973032
	8973164
	8973201
	8974063
	8974065
	8974896
	8978201
	8978673
	8978996

	19-DEC-2012
	8399144
	8736907
	8792420
	8833797
	8879788
	8882854
	8894455
	8919800
	8943656
	8955975
	8971945
	8971949
	8971962
	8971968
	8971971
	8971972
	8971977
	8971986
	8971988
	8971991
	8972044
	8972048
	8972051
	8972144
	8972146
	8972148
	8972158
	8972161
	8972165
	8972167
	8972169
	8972376
	8972384
	8972387
	8972404
	8972442
	8972884
	8974628
	8974838
	8975130
	8975569
	8975677
	8976034
	8976240
	8976726
	8977545
	8977760
	8977790

	20-DEC-2012
	8840127
	8918902
	8942632
	8951403
	8954171
	8974499
	8974714
	8974819
	8974823
	8974827
	8974832
	8974874
	8974909
	8974912
	8974916
	8974976
	8974983
	8974986
	8974993
	8975006
	8975264
	8976266
	8976276
	8976313
	8976316
	8976318
	8976323
	8976326
	8976329
	8976365
	8976392
	8976398
	8976434
	8976780
	8976953
	8976958
	8977058
	8977077
	8977080
	8977082
	8977084
	8977086
	8977591
	8978907

	21-DEC-2012
	8257414
	8713667
	8721686
	8763416
	8796046
	8830905
	8847122
	8876140
	8880578
	8880724
	8890936
	8895460
	8912248
	8915526
	8922799
	8928640
	8938680
	8942625
	8978058
	8978116
	8978120
	8978121
	8978128
	8978130
	8978174
	8978176
	8978179
	8978182
	8978920
	8978951
	8978963
	8978967
	8979436
	8979480
	8979551
	8979691
	8980227
	8980568
	8980792
	8980933
	8981338
	8981439
	8981442
	8981445
	8981451
	8981452
	8981453
	8981454
	8981455
	8981456
	8981457
	8981458
	8981459
	8981460
	8981461
	8981462
	8981469
	8981477
	8981530

	26-DEC-2012
	8232898
	8353318
	8493603
	8761205
	8767523
	8835781
	8851972
	8876311
	8889280
	8910002
	8912235
	8919358
	8919874
	8922764
	8922788
	8928856
	8933967
	8949653
	8956370
	8958108
	8984639
	8984691
	8984954
	8984958
	8984962
	8984966
	8984970
	8984973
	8984980
	8984982
	8984999
	8985001
	8985005
	8985010
	8985012
	8985016
	8985017
	8985030
	8985034
	8985038
	8985041
	8985043
	8985046
	8985048
	8985057
	8985060
	8985063
	8985067
	8985069
	8985070
	8985072
	8985073
	8985087
	8985106
	8985108
	8985113
	8985136
	8985140
	8985146
	8985151
	8985158
	8985166
	8985168
	8985210
	8985215
	8985217
	8985219
	8985225
	8985234
	8985251
	8985262
	8985296
	8985562
	8985656
	8985877
	8985903
	8985922

	27-DEC-2012
	8818702
	8853056
	8919496
	8938760
	8942376
	8964645
	8972757
	8986214
	8986236
	8986241
	8986251
	8986340
	8986478
	8986483
	8986524
	8986569
	8986572
	8986623
	8987141
	8987173
	8987197
	8987200
	8987206
	8987434
	8987534
	8987630
	8987640
	8987653
	8987671
	8987706
	8987778
	8987889
	8987923
	8987957
	8988088
	8988112
	8988294
	8989141
	8989244
	8989330
	8989344

	28-DEC-2012
	8217218
	8936538
	8988697
	8989171
	8989271
	8989272
	8989279
	8989281
	8989283
	8989285
	8989287
	8989309
	8989311
	8989313
	8989314
	8989316
	8989318
	8989321
	8989745
	8989768
	8989803
	8989822
	8989960
	8989991
	8990028
	8990033
	8990165
	8990295
	8990323
	8990332
	8990416
	8990613
	8996745

	31-DEC-2012
	8851832
	8860364
	8924261
	8925633
	8967061
	8974076
	8990925
	8991049
	8991117
	8991124
	8991126
	8991129
	8991135
	8991137
	8991142
	8991146
	8991148
	8991855
	8992041
	8992060
	8992068
	8992279
	8992284
	8992293
	8992304
	8992305
	8992422
	8992424
	8992440

	02-JAN-2013
	8338900
	8831704
	8862376
	8888582
	8889225
	8889227
	8899063
	8902614
	8919162
	8932944
	8938810
	8956380
	8992872
	8992873
	8992875
	8992877
	8992891
	8992893
	8992894
	8992895
	8992896
	8992919
	8992990
	8993054
	8993143
	8993154
	8993212
	8993450
	8993616
	8999782
	8999791
	8999807
	8999817
	8999946
	8999983
	8999984
	8999985
	8999987
	9000035
	9000036
	9000037
	9000064
	9000065
	9000066
	9000067
	9000091
	9000102
	9000103
	9000109
	9000110
	9000111
	9000112
	9000119
	9000120
	9000121

	03-JAN-2013
	8762347
	8775943
	8854485
	8862162
	8882835
	8893181
	8915482
	8963031
	8977345
	8981441
	8987541
	8988952
	8989239
	8995828
	8995829
	8995870
	8996191
	8996198
	8996620
	8998395
	8999037
	8999040
	8999106
	8999118
	8999127
	8999128
	8999129
	8999130
	8999143
	8999145
	8999164
	8999165
	8999166
	8999167
	8999368
	8999386
	8999396
	8999430
	8999435
	8999545
	8999644
	8999645
	9000839

	04-JAN-2013
	8793735
	8816035
	8961222
	8963239
	8966082
	8971559
	8976462
	8996560
	8996590
	8996591
	8996592
	8996593
	8996636
	8996647
	8996648
	8996649
	8996651
	8996654
	8996658
	8996660
	8996681
	8996683
	8996684
	8996692
	8996939
	8997039
	8997216
	8997218
	8997516
	8997575
	8997697
	8997720
	8997749
	8997780
	8997925
	8997990
	8998048
	8998311
	8998312
	8998313
	8998314
	8998315
	8998316
	8998317

	05-JAN-2013
	8428667

	07-JAN-2013
	8846597
	8951370
	8968582
	8969996
	8971083
	8992216
	8999038
	9000545
	9000548
	9000550
	9000621
	9000623
	9000624
	9000993
	9001008
	9001014
	9001018
	9001019
	9001021
	9001024
	9001028
	9001070
	9001079
	9001108
	9001159
	9001160
	9001162
	9001173
	9002159
	9002215
	9002278
	9002332
	9002333
	9002335
	9002417
	9002418
	9002442
	9002500
	9132187
	9132242

	08-JAN-2013
	8876170
	8970105
	8972380
	9002866
	9003159
	9003227
	9003270
	9003341
	9003376
	9003389
	9003438
	9003459
	9003493
	9003500
	9003501
	9003505
	9003519
	9003949
	9004038
	9004548
	9005256
	9005298
	9005330
	9005343
	9011338
	9011341
	9011345
	9011346
	9011347
	9011350
	9011351
	9011352
	9011354
	9011355
	9011357
	9011359
	9011437
	9011446
	9011453
	9011454
	9011457
	9011462
	9011469
	9011484
	9011485
	9011486
	9011487
	9011488
	9011489
	9011491
	9011492
	9011494
	9011522
	9011524
	9011586
	9011614

	09-JAN-2013
	8475434
	8722622
	8910041
	8947010
	8971981
	9000985
	9001106
	9003518
	9004808
	9004813
	9004819
	9004827
	9004830
	9004831
	9004834
	9004836
	9004839
	9004842
	9004845
	9004847
	9004849
	9004875
	9004891
	9004895
	9004928
	9005007
	9005057
	9005070
	9005868
	9005944
	9005949
	9005970
	9005975
	9010417
	9010797
	9011008
	9011211
	9011274
	9011275

	10-JAN-2013
	8906734
	8954841
	8970794
	8985229
	8999024
	9006407
	9006528
	9006960
	9006970
	9007013
	9007129
	9007228
	9007240
	9007318
	9009568
	9009656
	9009670
	9009803
	9010010
	9010011
	9010013
	9010015
	9010016
	9010044
	9010045
	9010046
	9010047
	9010048

	11-JAN-2013
	8280294
	8779688
	8902353
	8975053
	9001557
	9004805
	9004892
	9007919
	9007973
	9007974
	9007975
	9007982
	9008009
	9008010
	9008014
	9008016
	9008020
	9008021
	9008023
	9008025
	9008065
	9008068
	9008093
	9008396
	9008460
	9008467
	9008679
	9008790
	9009328
	9009342
	9009416
	9009417
	9011086
	9011201

	14-JAN-2013
	8107802
	8948787
	8978125
	9010928
	9011957
	9011959
	9011960
	9011962
	9011964
	9011966
	9011968
	9011969
	9011971
	9011972
	9011973
	9011974
	9011975
	9011976
	9011978
	9011979
	9011981
	9011987
	9011990
	9011992
	9012044
	9012093
	9012300
	9012659
	9012660
	9012893
	9012894
	9012895
	9012896
	9012897
	9012910
	9013440
	9013462
	9026627
	9121991
	9121999
	9122331
	9122332
	9122339
	9122405
	9122421
	9122529
	9122579
	9123377

	15-JAN-2013
	8736897
	8912239
	8990076
	9013506
	9013517
	9013522
	9013704
	9013722
	9013778
	9013846
	9014212
	9014261
	9014302
	9014305
	9014535
	9014698
	9014739
	9014758
	9122758
	9123126
	9123133
	9123139
	9123144
	9123148
	9123222
	9123232
	9123238
	9123268
	9123273
	9123388
	9123409
	9123473
	9123477
	9123496
	9123508
	9123512
	9123518
	9123522
	9123531
	9123597
	9123602

	16-JAN-2013
	8889048
	8946107
	8970033
	8984996
	9010014
	9015218
	9015227
	9015243
	9015296
	9015388
	9015414
	9015498
	9015532
	9015764
	9015968
	9015993
	9016109
	9016466
	9016489
	9016516
	9124033
	9124095
	9124209
	9124214
	9124222
	9124227
	9124239
	9124245
	9124248
	9124253
	9124266
	9124269
	9124737
	9124746
	9124756
	9124787
	9124859

	17-JAN-2013
	8935877
	8936423
	8953301
	8970568
	8985080
	8996637
	9016795
	9016805
	9016812
	9016814
	9017038
	9017049
	9017050
	9017051
	9017053
	9017054
	9017055
	9017056
	9017057
	9017132
	9017143
	9017184
	9017186
	9017187
	9017224
	9017241
	9017260
	9017266
	9017267
	9017269
	9017332
	9017353
	9017354
	9017355
	9017369
	9017372
	9018250
	9018320
	9023374
	9125060
	9125340
	9125927
	9125959
	9125998
	9126374
	9126395
	9126404
	9126476
	9126479
	9126483
	9126560
	9126564
	9126635
	9126668

	18-JAN-2013
	9018499
	9018501
	9018506
	9018521
	9018523
	9018633
	9018657
	9018760
	9018786
	9018840
	9019258
	9019456
	9019482
	9019548
	9019673
	9019719
	9019772
	9019814
	9022348
	9022349
	9022350
	9022351
	9022389
	9022391
	9022392
	9022394
	9022395
	9022450

	19-JAN-2013
	8158770

	20-JAN-2013
	9022644
	9022645

	21-JAN-2013
	8924123
	8953548
	8954076
	9011619
	9013097
	9022393
	9023581
	9023968
	9023970
	9023971
	9025032
	9025034
	9025035
	9025036
	9025037
	9025038
	9025039
	9025040
	9025042
	9025044
	9025046
	9025050
	9025051
	9025052
	9025053
	9025061
	9025062
	9025063
	9025104

	22-JAN-2013
	8453817
	8803190
	8951001
	8986523
	8992876
	9008089
	9010012
	9010074
	9013447
	9025278
	9025284
	9025285
	9025287
	9025299
	9025301
	9025311
	9030232
	9032239
	9032241
	9032242
	9032280
	9032281
	9032282
	9032284
	9032285
	9032286
	9032287
	9032295
	9032296
	9032297
	9032298
	9032299
	9032300
	9032302
	9126904
	9126906
	9126911
	9126916
	9126920
	9126938

	23-JAN-2013
	8460137
	8725675
	8831897
	8890197
	8909424
	8981446
	9011961
	9026170
	9026172
	9026178
	9026264
	9026269
	9026270
	9026273
	9026275
	9026278
	9026281
	9026283
	9026286
	9026300
	9026304
	9026306
	9026311
	9026313
	9026321
	9026323
	9026325
	9026327
	9026332
	9026354
	9026357
	9026358
	9026649
	9026758
	9028125
	9028171
	9028188
	9028193
	9028195
	9030758
	9030844
	9030931
	9031092

	24-JAN-2013
	8406066
	8878815
	8947202
	8953631
	8972152
	8985025
	9025043
	9025045
	9028431
	9028432
	9028433
	9028434
	9028435
	9028436
	9028437
	9028438
	9028439
	9028441
	9028706
	9028707
	9028709
	9028806
	9028808
	9028811
	9028812
	9028882
	9028924
	9028925
	9028931
	9029737
	9031315
	9031681

	25-JAN-2013
	8437182
	8886673
	8900242
	8912263
	8928326
	8932104
	8954075
	8968320
	9007979
	9029250
	9029264
	9029343
	9029353
	9029354
	9029422
	9029592
	9029593
	9029594
	9029595
	9029599
	9029601
	9029603
	9029604
	9029605
	9029606
	9029607
	9029608
	9029609
	9029610
	9031949
	9031992
	9031993
	9031994
	9127105
	9127115
	9127156
	9127182
	9127557
	9128064
	9128132
	9128167
	9128198
	9128510
	9128547
	9128567
	9128762
	9129161
	9129378
	9129468
	9130108

	28-JAN-2013
	8881639
	8901502
	8922777
	8935104
	8939274
	8946750
	8958833
	8969986
	9032975
	9033029
	9033031
	9033151
	9033153
	9033168
	9033329
	9033330
	9034528
	9034531
	9034823
	9034871
	9062045
	9062102
	9062107
	9062116
	9062132
	9064347
	9064352
	9064355
	9064359
	9064361
	9064365
	9064367
	9064370
	9064372
	9064374
	9064376
	9064496
	9064501
	9064506
	9064516
	9067631
	9067769
	9068236
	9068251
	9068359
	9068505
	9068508
	9068534
	9068599
	9068655
	9068709
	9068916
	9069087
	9114151
	9114175
	9114187
	9114201
	9114553
	9114574
	9114641
	9115061
	9117899
	9132837
	9132844

	29-JAN-2013
	8886863
	8969958
	8978924
	8985163
	9011455
	9011456
	9028186
	9034997
	9035036
	9035037
	9035038
	9035039
	9035041
	9035447
	9035632
	9037846
	9037867
	9037875
	9037876
	9037877
	9037878
	9037881
	9037931
	9037932
	9037933
	9037934
	9037935
	9037936
	9037937
	9037938
	9037939
	9037940
	9037944
	9037949
	9037967
	9038049
	9040309
	9040750
	9067372
	9067387
	9067388
	9067389
	9067391
	9067394
	9067432
	9067477
	9067479
	9067481
	9067484
	9067595
	9067623
	9067625
	9067630
	9067639
	9067642
	9071854
	9071995
	9071997
	9072001
	9072010
	9074111
	9074113
	9074115

	30-JAN-2013
	8573390
	8670055
	8824807
	8911404
	8916467
	8926220
	8989275
	8991122
	8997680
	9044032
	9044076
	9045175
	9045177
	9076905
	9077234
	9077241
	9077247
	9077262
	9077268
	9077286
	9081161
	9081199
	9081485
	9081492
	9083339
	9083377
	9083397
	9083417
	9083522
	9083539
	9083557
	9083574
	9083591
	9083607
	9083624
	9083639
	9083652
	9083680
	9083692
	9083703
	9083714
	9083904
	9083917
	9087430
	9087492

	31-JAN-2013
	8104485
	8946111
	8954079
	8979384
	8985154
	8986521
	9000640
	9004721
	9004896
	9005053
	9005080
	9005948
	9029649
	9044475
	9044476
	9044477
	9044478
	9044480
	9044481
	9044482
	9044487
	9044488
	9044489
	9045224
	9045226
	9045227
	9045228
	9045329
	9077849
	9078535
	9078874
	9078876
	9079017
	9079039
	9079045
	9081843
	9083731
	9083741
	9083974
	9083988
	9084074
	9086369
	9090042
	9092286
	9092360
	9092398
	9092408
	9092409
	9092416
	9092441
	9092450
	9092467
	9092493
	9092530
	9092537
	9092546
	9092552
	9092559
	9092575
	9092578

	01-FEB-2013
	8419957
	8963047
	8966800
	9003895
	9005068
	9011071
	9015221
	9015689
	9029342
	9046205
	9046206
	9046247
	9046248
	9046252
	9046403
	9047361
	9056813
	9069538
	9077218
	9077227
	9077248
	9077272
	9077337
	9077351
	9077358
	9077365
	9077375
	9077380
	9077388
	9077401
	9077406
	9078779
	9087167
	9087491
	9087866
	9087890
	9087905
	9087921
	9087975
	9087994
	9088043
	9088205
	9088561
	9088596
	9088977
	9089185
	9089250
	9089261
	9089265
	9089272
	9089283
	9089292
	9089411
	9091655
	9091677
	9092194
	9092207
	9092549
	9092587
	9092775
	9092802
	9093032
	9093044
	9093120
	9093560

	02-FEB-2013
	8915630
	9001134
	9087204
	9088766
	9088798
	9088813
	9088825
	9088839
	9088854
	9088867
	9088890
	9088905
	9088918
	9088930
	9088947
	9088958
	9088975
	9090161
	9093122
	9093178
	9093214
	9093234
	9093687

	03-FEB-2013
	9004971
	9013527
	9089014
	9089038
	9089053
	9089070

	04-FEB-2013
	8736938
	8807596
	8899740
	8959094
	8963039
	8971552
	8978917
	8981447
	8991118
	9001532
	9046861
	9046870
	9046874
	9046877
	9046889
	9047052
	9047057
	9047058
	9047848
	9048155
	9048387
	9048488
	9048760
	9048914
	9049587
	9056433
	9056623
	9056637
	9056652
	9056654
	9057348
	9057753
	9057754
	9057795
	9060657
	9060668
	9060712
	9060747
	9060842
	9060844
	9061254
	9061255
	9061257
	9061323
	9061324
	9061325
	9061327
	9061352
	9061355
	9094541
	9094561
	9094562

	05-FEB-2013
	8600243
	8784703
	8981472
	9014149
	9049726
	9050439
	9050440
	9050441
	9050443
	9050953
	9050954
	9050970
	9051005
	9051006
	9051007
	9051008
	9051019
	9051020
	9051021
	9051022
	9051023
	9051024
	9051025
	9051026
	9056054
	9056081
	9056086
	9056087
	9056089
	9056090
	9056100
	9056101
	9056102
	9056116
	9056121
	9056122
	9056123
	9056124
	9056168
	9056171
	9056172
	9056173
	9056248

	06-FEB-2013
	8799246
	8811396
	8985077
	9028964
	9032240
	9051122
	9051157
	9051158
	9051159
	9051160
	9051162
	9051164
	9051165
	9051166
	9051168
	9051169
	9051170
	9051176
	9051210
	9051222
	9051223
	9051224
	9051229
	9051230
	9051231
	9051232
	9051238
	9051239
	9051240
	9051243
	9051366
	9051385
	9052295
	9052336
	9053911
	9053912
	9055006
	9055158
	9055159
	9055160
	9055161
	9055162
	9055220
	9055229
	9055243
	9055371
	9055384
	9055440
	9055674
	9055726
	9062091
	9064911
	9064913
	9065499
	9065585
	9067616
	9067621

	07-FEB-2013
	8829769
	8972373
	8985054
	9051962
	9052027
	9052028
	9052052
	9052054
	9052056
	9052057
	9052436
	9052437
	9052464
	9052465
	9052466
	9052467
	9052468
	9052469
	9052471
	9052482
	9052483
	9052485
	9052567
	9052611
	9052622
	9052803
	9052812
	9064906
	9072494
	9072498
	9095999
	9096078
	9096080
	9096083
	9096263
	9096330
	9119375
	9119423
	9119437
	9119485

	08-FEB-2013
	7836647
	8774286
	8959057
	9002914
	9053371
	9053389
	9053395
	9053396
	9053397
	9053398
	9053468
	9053483
	9053484
	9053490
	9053493
	9053494
	9053495
	9053496
	9053498
	9053540
	9053542
	9053677
	9053678
	9053681
	9053683
	9053720
	9054092
	9054093
	9054333
	9054359
	9054404
	9054407
	9054655
	9054859
	9054867
	9054869
	9054872
	9054902
	9054907
	9054926
	9054929
	9114231
	9114487
	9114624
	9114723
	9114742
	9114852

	09-FEB-2013
	9113870
	9113990
	9114029
	9114278
	9114333
	9114362
	9114363
	9118059

	11-FEB-2013
	7542494
	8972408
	8999303
	9031679
	9032413
	9058281
	9058284
	9058285
	9058286
	9058291
	9058547
	9058584
	9059231
	9059248
	9059467
	9059493
	9059712
	9059723
	9059725
	9096789
	9096798
	9096817
	9096822
	9112525
	9112898
	9112906
	9112943
	9112948
	9113327
	9113330

	12-FEB-2013
	8820795
	8955960
	9055007
	9059773
	9059774
	9059792
	9059815
	9060120
	9060318
	9060392
	9060519
	9060529
	9060530
	9060539
	9060542
	9060556
	9060561
	9060564
	9060571
	9060590
	9060591
	9060594
	9097142
	9097178
	9097333
	9097561
	9097572
	9097635
	9097721
	9097741
	9097758
	9097780
	9097786
	9097815
	9097819
	9097825
	9097827
	9097829
	9097831
	9097853
	9097856
	9097858
	9097860
	9097867
	9097954
	9097970
	9097999
	9100182
	9112607

	13-FEB-2013
	8658674
	8909076
	8913484
	8922816
	8941856
	8952571
	8977355
	8999039
	9000038
	9001105
	9009802
	9011444
	9023969
	9030843
	9062614
	9062905
	9062918
	9062925
	9062955
	9062957
	9062961
	9062966
	9062969
	9063142
	9063145
	9063146
	9063300
	9063831
	9063832
	9063834
	9063836
	9063856
	9064375
	9064420
	9064423
	9064448
	9064449
	9064702
	9064713
	9090222
	9097126
	9098240
	9098254
	9098260
	9098325
	9098678
	9098702
	9098751
	9098757
	9098763
	9098841
	9098842
	9098911
	9098918
	9098920
	9098924
	9098927

	14-FEB-2013
	8855091
	8875155
	8969974
	9022397
	9026648
	9029112
	9046854
	9065246
	9065308
	9065311
	9065316
	9066211
	9066219
	9066243
	9066422
	9066691
	9067010
	9067354
	9067359
	9067361
	9067374
	9067407
	9067418
	9067424
	9098019
	9098060
	9098175
	9099385
	9099397
	9099513
	9099689
	9099796
	9099801
	9099803
	9099813
	9099897
	9099903
	9099948
	9099950
	9099965
	9100190
	9100197
	9100370

	15-FEB-2013
	8961257
	8985133
	9053491
	9069062
	9069064
	9069066
	9069074
	9069102
	9069354
	9069419
	9069922
	9070264
	9070392
	9070409
	9070410
	9070460
	9070461
	9070554
	9098923
	9099044
	9100093
	9100230
	9100366
	9100379
	9100397
	9100411
	9100711
	9100825
	9100827
	9100943
	9100944
	9100948
	9100951
	9100952
	9100967
	9101042
	9101200
	9101517

	18-FEB-2013
	8098928
	8890382
	8916587
	8919168
	8971522
	9010502
	9014303
	9049431
	9051241
	9070374
	9080544
	9083661
	9085510
	9085525
	9085607
	9085623
	9085658
	9085672
	9085894
	9094425
	9094458
	9094466
	9101074
	9101193
	9101207
	9101230
	9101241
	9101246
	9101253
	9101606
	9101654
	9101658
	9101663
	9101665
	9101671
	9101672
	9101896
	9101897
	9102007
	9102009
	9102236
	9102831
	9102970
	9102971
	9103272
	9103382

	19-FEB-2013
	7821403
	8879470
	8942903
	8961111
	8990412
	9052053
	9056125
	9059895
	9068234
	9087938
	9095572
	9095720
	9102513
	9102518
	9102781
	9102826
	9102830
	9102833
	9102836
	9102841
	9103453
	9103457
	9103630
	9103647
	9103659
	9103661
	9103665
	9103672
	9103676
	9103678
	9103704
	9103707
	9103710
	9103712
	9103713
	9103714
	9103721
	9103724
	9103857
	9103925
	9103950
	9103952
	9103988

	20-FEB-2013
	8552306
	8676913
	8769938
	8999448
	9000546
	9010075
	9011989
	9028708
	9028807
	9031680
	9048954
	9095620
	9095721
	9095741
	9095748
	9103002
	9104327
	9104615
	9104632
	9104651
	9104670
	9105290
	9105310
	9105378
	9105433
	9105442
	9105444
	9105565
	9105578
	9105589
	9105605
	9105914
	9106051
	9106052
	9106081
	9106129
	9106249
	9106252

	21-FEB-2013
	9029245
	9052332
	9066263
	9069085
	9105480
	9105511
	9105518
	9105701
	9105716
	9105738
	9106517
	9106521
	9106522
	9106530
	9106729
	9106731
	9106881
	9106942
	9106965
	9106967
	9106978
	9106983
	9106992
	9107016
	9107019
	9107022
	9107025
	9107026
	9107032
	9107153
	9107191
	9107192
	9107198
	9107199
	9107200
	9107429
	9107430
	9107583
	9107587
	9107592
	9107597
	9107600
	9107791
	9108204
	9108205
	9108206

	22-FEB-2013
	8419804
	8996650
	9000552
	9061258
	9067591
	9081019
	9100824
	9108230
	9108475
	9108530
	9108548
	9108579
	9108589
	9108599
	9108606
	9108640
	9108798
	9108865
	9108902
	9108977
	9109040
	9109045
	9109108
	9109131
	9109143
	9109228
	9109233
	9109262
	9109283
	9109288
	9109308
	9109310
	9109311
	9109312
	9109315
	9109321
	9109323
	9109352
	9109706
	9109713
	9109837
	9109948
	9109953
	9109955
	9109958
	9109966
	9109972
	9109974
	9110009
	9110020
	9110123
	9110150
	9110201
	9110246
	9110276
	9110277
	9110281
	9110282
	9110283
	9110287
	9110314
	9110321
	9110324
	9110327
	9110329

	25-FEB-2013
	8922780
	8929054
	8929062
	8948732
	8992874
	9028196
	9028804
	9030842
	9046871
	9095754
	9101026
	9115088
	9115482
	9115483
	9115484
	9115486
	9115595
	9115671
	9115751
	9115752
	9116096
	9116294
	9116303
	9116304
	9116305
	9116306
	9116320
	9116350
	9116425
	9116437
	9116452
	9116453
	9116492
	9116494
	9116520
	9116542
	9116610
	9116771
	9116772
	9116888
	9116906
	9116907
	9116909
	9116910
	9116911
	9116912
	9116913
	9116926
	9116927
	9117103
	9117105
	9117547
	9117816
	9117911
	9121239
	9121356
	9121368
	9121383

	26-FEB-2013
	7419436
	8956455
	8986583
	9011985
	9016362
	9052029
	9077136
	9119424
	9119426
	9119449
	9119456
	9119461
	9119470
	9119473
	9119476
	9119480
	9119483
	9119484
	9119493
	9119512
	9119515
	9119520
	9119523
	9119526
	9119530
	9119538
	9119729
	9119925
	9119931
	9119982
	9119984
	9120042
	9120071
	9120436
	9120461
	9120487
	9120601
	9120606
	9120617
	9120679
	9120694
	9120770
	9121039

	27-FEB-2013
	8855070
	8916378
	8916594
	8961830
	8981450
	8985129
	8986526
	9003271
	9007131
	9028805
	9029345
	9044674
	9109290
	9114701
	9121930
	9121932
	9122045
	9122052
	9122063
	9122074
	9122081
	9122281
	9122287
	9122398
	9122435
	9122439
	9122440
	9122448
	9122471
	9122477
	9122528
	9122629
	9123026
	9123577
	9123624
	9123689
	9123861
	9123909
	9124001
	9124044
	9124103
	9124107
	9124109
	9124126
	9124167
	9124184
	9124376
	9124398
	9124527
	9124532
	9124639
	9124644
	9124708
	9124710
	9124728
	9124733
	9124911
	9125161
	9125172
	9125224
	9125739

	28-FEB-2013
	8959061
	9006536
	9107150
	9125736
	9126721
	9126733
	9126902
	9126903
	9126908
	9126909
	9126914
	9126943
	9127158
	9127580
	9128652
	9128837
	9129001
	9129006
	9129028
	9129794
	9129900
	9129946
	9130014

	01-MAR-2013
	8877077
	8985303
	9099899
	9101319
	9103684
	9104014
	9110311
	9115476
	9116120
	9130727
	9130728
	9130729
	9130730
	9130731
	9130733
	9130740
	9130751
	9130785
	9130838
	9130868
	9130870
	9130871
	9130884
	9131104
	9131108
	9131166
	9131225
	9131232
	9131263
	9131367
	9131843
	9131845
	9131848
	9131860
	9132051
	9132595
	9133247

	02-MAR-2013
	9045303
	9133664
	9133694

	04-MAR-2013
	8138382
	8561702
	8774748
	8903771
	8951408
	8963045
	8970672
	8985150
	9031991
	9047163
	9070415
	9089413
	9100139
	9106383
	9109178
	9112519
	9112545
	9114446
	9119316
	9124681
	9134484
	9134485
	9134521
	9134524
	9134526
	9134537
	9134649
	9134911
	9134913
	9134915
	9134920
	9134971
	9135007
	9135050
	9135081
	9135322
	9135512
	9136305
	9136513
	9136614
	9136848
	9137047
	9137216
	9137288
	9137581
	9137616
	9137668
	9137726
	9137768
	9137790
	9137808
	9137865
	9137881
	9137886
	9137922
	9137991
	9138005
	9138034
	9138036
	9138054
	9138079
	9138084
	9138094
	9138171

	05-MAR-2013
	8575607
	8916649
	8951008
	8971510
	8978958
	8985144
	8996653
	9001813
	9003950
	9012001
	9015534
	9028192
	9062178
	9090219
	9114445
	9138638
	9138657
	9138663
	9138680
	9138681
	9138684
	9138686
	9138690
	9138691
	9138704
	9138711
	9138750
	9138956
	9138962
	9138965
	9138983
	9138989
	9138999
	9139015
	9139021
	9139024
	9139026
	9139031
	9139039
	9139041
	9139045
	9139046
	9139059
	9139065
	9139071
	9139073
	9139076
	9139118
	9139143
	9139237
	9139259
	9139573
	9139883
	9139888
	9139953
	9140348
	9140374
	9140426
	9140441
	9140468
	9140491
	9140536
	9140626
	9140905
	9140991
	9141010
	9141055
	9141063
	9141070
	9141095
	9141099

	06-MAR-2013
	8691424
	8770006
	8798141
	8893173
	8963079
	8971602
	8978941
	9005086
	9051242
	9102838
	9104713
	9110320
	9124699
	9142551
	9142555
	9142570
	9142571
	9142572
	9142573
	9142575
	9142577
	9142578
	9142579
	9142591
	9142594
	9142719
	9142753
	9142771
	9142772
	9142777
	9142808
	9142813
	9142815
	9142816
	9142821
	9142824
	9142825
	9142831
	9142833
	9142849
	9142852
	9142951
	9143370
	9143416
	9143512
	9143517
	9143525
	9143549
	9143551
	9143558
	9143562
	9143563
	9143637
	9143704
	9143763
	9143839
	9143859
	9143884
	9143899
	9143974
	9144017
	9144044
	9144102
	9144134
	9144181
	9144296
	9144377
	9144387
	9144427
	9144449

	07-MAR-2013
	8956459
	9032301
	9053394
	9056114
	9094539
	9131018
	9131261
	9131813
	9145350
	9145375
	9145378
	9145382
	9145654
	9145657
	9145662
	9145667
	9145669
	9145670
	9145672
	9145673
	9145677
	9145684
	9145685
	9145695
	9145703
	9145729
	9145845
	9146028
	9146091
	9146204
	9147059
	9147084
	9147095
	9147097
	9147103
	9147106
	9147115
	9147163
	9147199
	9147251
	9147364
	9147853
	9147856
	9147868
	9147880
	9147887

	08-MAR-2013
	8028234
	8958288
	8970029
	8972665
	8992892
	9008091
	9025033
	9062936
	9066226
	9067318
	9069333
	9087813
	9087818
	9099074
	9103711
	9106048
	9107590
	9116475
	9121353
	9122773
	9138675
	9148497
	9148501
	9148506
	9148526
	9148905
	9148918
	9148921
	9148924
	9148929
	9148943
	9148944
	9148947
	9148951
	9148963
	9148967
	9148986
	9149006
	9149008
	9149012
	9149036
	9149041
	9149061
	9149070
	9149291
	9149303
	9149320
	9149388
	9149489
	9149617
	9149705
	9149707
	9149709
	9149780
	9150483
	9151108
	9151587
	9152129
	9152159
	9152225
	9152357
	9152459
	9152461
	9152513
	9152516
	9152524
	9152532
	9152539
	9152542
	9152545
	9152583
	9152590
	9152596
	9152602
	9152605
	9152608
	9152610
	9152635
	9152657
	9152658
	9152691
	9152692

	11-MAR-2013
	8844578
	9028861
	9050955
	9059812
	9107126
	9115592
	9153453
	9153454
	9153455
	9153457
	9153458
	9153460
	9153462
	9153496
	9153543
	9153562
	9153566
	9153568
	9153571
	9153572
	9153576
	9153583
	9153656
	9153659
	9153694
	9153717
	9153724
	9153766
	9153808
	9154020
	9154240
	9154287
	9154353
	9154690
	9154767
	9154785
	9154827
	9154861
	9154910
	9155069
	9155125
	9155290
	9155715
	9155740
	9155758
	9155919
	9155921
	9155922
	9155946
	9156191
	9156192
	9156193
	9156194
	9156195
	9156201
	9156202
	9156203
	9156204
	9156205
	9156210
	9156212
	9156213
	9156214
	9156215
	9156217
	9156218
	9156219
	9156221
	9156222

	12-MAR-2013
	8271578
	8673464
	8984977
	8992878
	9007918
	9037874
	9044479
	9050442
	9052051
	9053725
	9055287
	9056088
	9094560
	9097820
	9107155
	9154897
	9156749
	9156753
	9156756
	9156759
	9156764
	9156765
	9156952
	9156968
	9156970
	9156973
	9156987
	9156996
	9156998
	9157048
	9157059
	9157070
	9157085
	9157091
	9157141
	9157324
	9157339
	9157340
	9157361
	9157379
	9158003
	9158035
	9158058
	9158135
	9158149
	9158151
	9158153
	9158211
	9158227
	9158287
	9158564
	9158619
	9158623
	9158651
	9158652

	13-MAR-2013
	8952994
	9025047
	9064902
	9085638
	9101607
	9103685
	9106181
	9116438
	9131030
	9132272
	9150064
	9159243
	9159307
	9159308
	9159309
	9159319
	9159370
	9159559
	9159562
	9159564
	9159571
	9159575
	9159577
	9159578
	9159928
	9159940
	9159958
	9159966
	9159977
	9159979
	9159982
	9160019
	9160051
	9160054
	9160064
	9160077
	9160078
	9160080
	9160479
	9160629
	9160878
	9160950
	9161314
	9161398
	9161429
	9161474
	9161629
	9161631
	9161632
	9161633
	9161634
	9161635
	9161636
	9161637
	9161638

	14-MAR-2013
	6986394
	8916705
	9058282
	9069200
	9095709
	9103853
	9103934
	9116770
	9129861
	9162132
	9162144
	9162164
	9162180
	9162186
	9162195
	9162206
	9162208
	9162247
	9162558
	9162599
	9162657
	9162662
	9162683
	9162686
	9162879
	9162937
	9163068
	9163072
	9163154
	9163223
	9163331
	9163412
	9163497
	9163625
	9163814
	9163891
	9163970
	9163980
	9163994
	9163995

	15-MAR-2013
	8165574
	8914806
	9007941
	9096267
	9103727
	9105584
	9110162
	9161611
	9164465
	9164468
	9164469
	9164470
	9164830
	9164872
	9164877
	9164879
	9164900
	9164928
	9164941
	9164976
	9165440
	9165453
	9165568
	9165572
	9165608
	9165733
	9165845
	9165861
	9165980
	9166099
	9166213
	9166251
	9166448
	9166468
	9166476
	9166508
	9166512
	9166529
	9166605
	9166636
	9166639
	9166648
	9166657
	9166660

	16-MAR-2013
	9166858
	9166859
	9166860
	9166863
	9166864
	9166865
	9166875

	18-MAR-2013
	9055023
	9107190
	9119524
	9129529
	9132645
	9138687
	9152618
	9155901
	9158595
	9167371
	9167374
	9167378
	9167536
	9167614
	9167698
	9168002
	9168054
	9168070
	9168081
	9168149
	9168207
	9168464
	9168467
	9168491
	9168497
	9168840
	9168857
	9168894
	9168959
	9168980
	9168993
	9168998
	9169004
	9169010
	9169046
	9169053
	9169078
	9169103
	9169261
	9169262
	9169378
	9169388
	9169451
	9169457
	9169484
	9169485
	9169486
	9169488
	9169489
	9169490
	9169491
	9169502
	9169504
	9169513
	9169521
	9169541
	9169544
	9169548
	9169558
	9169559
	9169563
	9169569
	9169571
	9169575
	9169580
	9169601
	9169653

	19-MAR-2013
	8543519
	8943841
	9013256
	9055008
	9058760
	9059818
	9067592
	9088880
	9099901
	9107188
	9138015
	9145851
	9152599
	9170087
	9170091
	9170093
	9170447
	9170448
	9170449
	9170450
	9170451
	9170453
	9170456
	9170603
	9170605
	9170606
	9170614
	9170657
	9170659
	9170661
	9170664
	9170666
	9170673
	9171129
	9171132
	9171142
	9171186
	9171191
	9171192
	9171194
	9171196
	9171198
	9171208
	9171295
	9171309
	9171316
	9171317
	9171318
	9171341
	9171345
	9171348
	9171422
	9171460
	9171463
	9171813
	9172003
	9172005
	9172036
	9172156
	9172169
	9172411
	9172442
	9172631

	20-MAR-2013
	9062963
	9099959
	9116059
	9134917
	9140020
	9153746
	9171297
	9173420
	9173433
	9173441
	9173449
	9173563
	9173572
	9173573
	9173577
	9173578
	9173580
	9173605
	9173651
	9173654
	9173659
	9173662
	9173735
	9173824
	9174200
	9174253
	9174278
	9174347
	9174365
	9174578
	9174711
	9174794
	9175309
	9175330
	9175334
	9175335
	9175385
	9175500
	9175508
	9175534
	9175603
	9175810
	9176006

	21-MAR-2013
	8798354
	8908551
	8956384
	9037880
	9097164
	9142574
	9145661
	9165871
	9176706
	9177415
	9177420
	9177440
	9177455
	9177463
	9177467
	9177482
	9177501
	9177502
	9177505
	9177520
	9177529
	9177537
	9177547
	9177553
	9177571
	9177577
	9177579
	9177580
	9177581
	9177585
	9177587
	9177590
	9177594
	9177596
	9177598
	9177605
	9177607
	9177612
	9177613
	9177618
	9177619
	9177623
	9177641
	9177668
	9177699
	9177700
	9177706
	9177708
	9177732
	9177750
	9177756
	9177763
	9177790
	9177801
	9177832
	9177874
	9177883
	9177915
	9177941
	9177942
	9178124
	9178162
	9178411
	9178531
	9178577
	9178630
	9178644
	9178667
	9179146
	9179333
	9179380
	9179842
	9179947

	22-MAR-2013
	8796194
	8919477
	9109302
	9143971
	9180710
	9180855
	9180856
	9180857
	9180858
	9180860
	9180861
	9180863
	9180864
	9180865
	9180866
	9180867
	9180869
	9180870
	9180872
	9180873
	9180874
	9181033
	9181035
	9181041
	9181061
	9181068
	9181073
	9181084
	9181085
	9181091
	9181102
	9181120
	9181131
	9181149
	9181284
	9181344
	9181387
	9181425
	9181764
	9181830
	9181848
	9181906
	9181965
	9181967
	9182008
	9182075
	9182180
	9182185
	9182278
	9182365
	9182531
	9182641
	9183217
	9183258
	9183279
	9183285
	9184087

	24-MAR-2013
	9184665

	25-MAR-2013
	8959055
	9015530
	9054880
	9058287
	9134528
	9146058
	9149311
	9160066
	9166254
	9169370
	9171305
	9177663
	9185005
	9185040
	9185042
	9185048
	9186221
	9186227
	9186236
	9186364
	9186463
	9186470
	9186542
	9186684
	9186779
	9186805
	9186814
	9186930
	9186939
	9186955
	9186995
	9187067
	9187075
	9187099
	9187282
	9187296
	9187331
	9187377
	9187444
	9187446
	9187450
	9187495
	9187632
	9187683
	9188122
	9188126
	9188190
	9188264
	9188298
	9188445
	9188532
	9188635
	9188703
	9188708
	9188711

	26-MAR-2013
	8459199
	8796146
	8922826
	9030349
	9046892
	9159312
	9162834
	9168001
	9174744
	9177725
	9188760
	9188789
	9188797
	9188801
	9188860
	9188881
	9188888
	9188890
	9188905
	9188997
	9189048
	9189058
	9189156
	9189167
	9189284
	9189482
	9189488
	9189601
	9189604
	9189607
	9189612
	9189614
	9189616
	9189618
	9189626
	9189632
	9189634
	9189651
	9189680
	9189700
	9189746
	9190075
	9190269
	9190337
	9190356
	9190359
	9190388
	9190402
	9190428
	9190522
	9190568
	9190639
	9191058
	9191129
	9191322
	9191425
	9191466
	9191471
	9191486
	9191488
	9191545
	9191555
	9191557

	27-MAR-2013
	8959362
	8996588
	9077127
	9104210
	9156766
	9163006
	9192135
	9192144
	9192145
	9192223
	9192233
	9192235
	9192238
	9192288
	9192439
	9192440
	9192443
	9192459
	9192686
	9193040
	9193050
	9193146
	9193181
	9193604
	9193771
	9193834
	9193886
	9194238

	28-MAR-2013
	8916212
	9009415
	9044675
	9050438
	9102010
	9106982
	9125209
	9139908
	9162510
	9165593
	9167969
	9170090
	9195871
	9195876
	9195877
	9195879
	9195881
	9195882
	9195883
	9195885
	9195886
	9195887
	9195889
	9195890
	9195891
	9195897
	9195899
	9196048
	9196066
	9196146
	9196157
	9196623
	9196664
	9196675
	9196809
	9196866
	9196958
	9196973
	9197072
	9197380
	9197452
	9197455
	9197458
	9197461
	9197476
	9197483
	9197506
	9197519
	9197547
	9197556
	9197565
	9197586
	9197612
	9197621
	9197628
	9197681
	9197684
	9197695
	9197760
	9197771
	9197805
	9197815
	9197853
	9198019

	29-MAR-2013
	9152604
	9156206
	9198763
	9198764
	9198768
	9198904
	9199109
	9199125
	9199126
	9199136
	9199141
	9199145
	9199418
	9199516
	9199617
	9199684
	9199688
	9199706
	9199798
	9199819
	9199829
	9199885
	9199893
	9199925
	9199989
	9199993
	9199995
	9200020
	9200067
	9200088
	9200110
	9200167
	9200207
	9200235
	9200346

	30-MAR-2013
	9200615

	01-APR-2013
	9008067
	9037879
	9046890
	9064532
	9095737
	9102972
	9110319
	9126947
	9142569
	9200782
	9200784
	9200796
	9200797
	9200802
	9200803
	9200823
	9200824
	9200825
	9200828
	9200830
	9200831
	9200890
	9200895
	9200896
	9200897
	9200898
	9200910
	9200911
	9200912
	9200913
	9200914
	9200916
	9200947
	9200968
	9201051
	9201053
	9201055
	9201057
	9201058
	9201060
	9201062
	9201103
	9201106
	9201114
	9201115
	9201116
	9201118
	9201121
	9201147
	9201154
	9201243
	9201250
	9201253
	9201262
	9201269
	9201276
	9201352
	9201374
	9201393
	9201431
	9201587
	9201592
	9201608
	9201616
	9201682
	9201723
	9201742
	9201751
	9201758
	9201760
	9201783
	9201833
	9201890
	9202066
	9202102
	9202120
	9202156
	9202191
	9202195
	9202203
	9202218
	9202253
	9202574
	9202575
	9202576
	9202579
	9202580
	9202582
	9202583
	9202584



